
lcanada Vigilance AER#: le2B 04632965 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2021-299502(1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20210903 
CCYYMMDD 

20210903 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210826 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

Yes 

20210826 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

~2b bifferences Report 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company oumber (A.1.10.2) 

CA•MODERNATX, INC. - MOD-2021•299502 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

irrns 
QMODER!lAP 

Duplfcate (D) / Link (L) Report number(s) (A.1.12} 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- inns - 1'10D2 ! - 135818 
CA- MOOERNATX, 'INC.-MOD- 2021- 299502 

Reason fot nullification (A.1.13.1) 

Onset Age 

40 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04632965 (0) Pagenl 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada Unknown 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510014 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminist ration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

Non-Health care professional 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

RECENTLY DIED TWO WEEKS AFTER HIS SECOND MODERNA JAB 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(Ll T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.I.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This sponta neous c ase was reported by a const,1mer and de.scribes t.he occurre11ce of DEATH (recently died two weeks 
after his second Moderna jab) in a 40-year-old male patient who received mR?~A- 1273 (Moderna CoviD- 19 Vaccine) 
(batch no . Unknown) for COVID-19 vaccination . 

Concurrent medical conditions included Non-smoker . 

On an unkno wn date, the p a tient received second dose of m.RNA- 1273 (Modern,;3; CoviD- 19 Vaccine) {unknown route) 1 
dosage form . Death occurred on an unknown date The cause of death was not reported . It is unknown if an autopsy 
was performed. 

~lo treatment drug information provided. 

No concomit.ant drug information provided. 

Patient did not drin~ . . Gender was not confirmed b u t patient referred to as his and he. 

ver y limited information 1:egai:-ding this event has been provided at th i s time . Fur ther i nformat ion has been 
requested if possible . 

Reporter's comments (B.5.2) 

MedORA ver sion for sender's diagnosis (B,5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Very limited information regarding this event has been provided at this t.ime . Further information has been 
requested if possible . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of t ests and procedures (B.3.2) 

~ ----- - ---- ------- ---------- - - ----------- -~~-- ------~-----

Patient Medical History 
MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

(B.1.7) 
Episode name (B.1.7.1a.2) 

Non-smoke r 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Unknown cause of dea t h 

Continuing (B.1.7.1d) 

I End date 

I End date 

(B.1.7.11) 

(B.1.7.11) 
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Canada Vigilance AER#: I E2B 04632965 (0) I Page*S 

I I 
Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .Bc) End dale (B.1 .Be) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.sr.21 

Reaction MedDRA version (B.1.8g.1) Reaction 1e.1.sg.2) 

Start date 1e.1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA ve rs Ion for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name na.me name 

~R!VACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

l:Qualification (A.2.1.4) 

Consumer/ot her non he~lth professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04646031 (1) 

Canada Vigilance HC Latest Received Date: 
20220520 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZi,neca- 2021A 714 7 S4 fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1------------'---""'---'---........ -----"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Olsabllngllncapacltating? No 

20210906 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220!'>18 
CCYYM,'IDD 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca-2021A714754 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Health Car>ada 
MC Canada 
Safety Report ID 
AZPROD0000 

Duplicate (0) I Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

N'o 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN Female 

Date of birth (8,1.2.1) Age group (B.1.2.3) 

Gestation Period (8,1 .2.2.1) LMP date 

GP medical record 
(8.1,1,1a) 

Specialist 
(B,1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
·condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA-DHPR·20210S131S0830_7001 
CA-Ast raZeneca¥2021A714754 

Reason for nullification (A.1.13.1) 

Onset Age 

55 Years 

(B,1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B .1.9.2.a) 

?6 . 0 

MedDRA version for cause (B.1,9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

2 6 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B. f.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

Reported cause(s) (B.1.9.2.b) 

Abdominal pain 

Reported cause(s) (B.1.9 .2.b) 

Abnormal behaviour 

Reported cause(s) (8.1.9.2.b) 

Anxiety 

Reported cause(s) (B.1.9 .2.b) 

Aphasia 

Reported cause(s) (B.1.9 .2.b) 

CerAbul ~h,ombosla 

Reported cause(s) (B.1.9 .2.b) 

Disco1oured vomir. 

Reported cause(s) (B.1.9.2.b) 

Electric shock sensation 

Reported cause(s) (B.1.9.2.b) 

Headache 

Reported cause(s) (B.1.9.2.b) 

Malaise 

Reported cause(s) (B.1.9 .2.b) 

Ne.urological symptom 

Reported cause(s) (B.1.9.2.b) 

Pain 

Reported cause(s) (B.1.9.2.b) 

Platelet count decreased 

Reported cause(s) (B.1.9.2.b) 

Pulmonary embol ism 

Reported cause(s) (B.1.9.2.b) 

Pulmonary infarction 

Reported cause(s) (B.1.9.2.b) 

Speech d isorder 

Reported cause(s) (B.1.9.2.b) 

Thrombosis 

Reported cause(s) (B.1.9.2.b) 
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lcanada Vigilance AER#: le2s 04646031 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

UNKNOWN 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose 1 ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 prophylaxis 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021 
CCYY 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Off label use , 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k,17.2a} Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Drug React.ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Soutce of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (8.2.1.()) Current reaction 

APHASIA -
MedDRA ve.rsion for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) 
reaction/event term LL T 

26 . 0 Aphasia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 Aphasia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i,4) IEnd Date 

No 

Reaction first time (B.2.1.7.1) I Reaction last time (B.2.i.7.2) 

(B.2.1.1.b) 

(B.2.i.2.b) 

(8.2.i.5) 

!Outcome 

I Duration 

(B.2.i.81 

(B .2.1.6) 
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Canada Vigilance AER#: E2B 04646031 (1) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

PULMONARY EMBOLISM 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Pulmonary embolism 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 ?ulmonary embolism 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) !End Date (8.2.i.S) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B,2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reacllon 

CEREBRAL THROMBOSIS 

MedDRA ve.rsion for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

reaction/event term LL T 

26 . 0 Cerebral thrombosis 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Cerebra l thrombosis 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

PULMONARY INFARCTION 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Pulmonary infarction 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 .0 Pul monary infarct.ion 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.HO) Current reaction 

PAIN 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Pai n 

MedDRA ve·rsion for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pain 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

PLATELET COUNT DECREASED 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Platelet count decreased 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 PlateleL count decreased 

I 

I Duration 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

Page*4 

(8.2.i.6) 

(8 .2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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---
Canada Vigilance AER#: E2B 04646031 (1) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Durat ion 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

:Fatal 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

SPEECH DISORDER 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Speech disorder 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

2 6.0 Speech disorder 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _td Date ie.2.i.S) l uration 

NO 

I 
--

Reaction flrst time (B.2.1.7.1) Reaction last time (B.2.1.7.2) l=ome (B.2.1.81 

l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

THROMBOSIS 

MedDRA version for 
iB.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Thrombosis 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Thrombosis 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

No 

Reaction first time (B.2.i.7.1) Reaction last time 1B,2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

VOMITING 
MedDRA version for 

(B.2,1.1,a) Reaction/event MedDRA term(LL T) 1B,2.1.1,b) 
reaction/event term LL T 

26 . 0 Vomiting 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Vomiting 

Term hightli ghted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2.1.5) I Durat ion 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ABDOMINAL PAIN 
MedDRA version for 

(B .2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Abdominal pain 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

26 . 0 Abdominal pa i n 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.1.5) I Durat ion 

No 

Reaction first time (8.2.i.7.1) Reaction last time 18,2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source 1B,2.i.O) Current reaction 

ABNORMAL BEHAVIOUR 
MedDRA ve·rsion for 

(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

I Page*5 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: IE2B 04646031 (1) 
26 . 0 Abnorma l behaviour 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Abnorma l behaviour 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source IB.2.1.01 Current reaction 

ANXIETY 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Anxiety 

MedDRA version for 
(B.2.1.2.n) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Anxiety -
IEnd Date Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.U) (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.l.01 Current reaeUon 

DISCOLOURED VOMIT 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Discoloured vomit 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Discoloured vomit 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.21 Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

ELECTRIC SHOCK SENSATION 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Electric shock sensation 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 El~ctrlc shock s~~Sdti on 

Term hightlighted by the reporter? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.i.5) 

NO 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

HEADACHE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Headache 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26. 0 Headache 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Fatal 

I 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.81 

Page*~ 

(B.2.1.6 ) 

(B.2.1.61 

-

(B.2.1.61 

(B.2.i.6) 

(B.2.1.6) 
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Canada Vigilance AER#: IE2B 04646031 (1) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

MALAISE 
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Mal aise 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Ma l ajse 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (8.2.i.5) I Duration 

NO 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

NEUROLOGICAL SYMPTOM --- -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Neurological symptom 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

reaction/event term PT 

26.0 Neurological symptom 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) I Duration 

No 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

ASTRAZENECA COVID 19 VACCINE INDICATED FOR PROPHYLAXIS (OFF LABEL USE) 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8 .2.i.1.b) 
reaction/event term LL T 

26 . 0 Off label use 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Off l abel use 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) I Duration 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Unknown 

I Pagen 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 
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Case narrative (B.5.1) 

A ;;pontaneous report has been received fro1n a consw11er via the regulatory authority in Canada (Health Canada) 
concerning a female patient of an tHlknown ethnic origin (age 55 years} . 

The patien t. ' s past and current medical history included peri od cramps (dates not reJ.Jorted) in past but not for a 
few years . The patient was generally healthy . The fibroid was pre-existing for thirty years . 

No concomitant products were reported . 

During 2021, the patient received first dose of Ast.ra2eneca Covid - 19 Vaccine Vial Con t.,3.ins 10 Doses O.f 0.5ml 
(covid- 19 vaccine nrvv ad (chadoxl ncov- 19)) {bL'l.tch number UNKNOWN) o nce/single administration, via intramuscular 
route, for infection prevention . 

The report described off·label use for Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0.5ml. The reported 
term wa:, 0 astraieneca covid 19 vaccine indicated for prophylaxis (off label use} 11

• 

On ~n unknO'Aln date, the patient experienced aphasia (preferred term: Aphasia) , pulmonary embolism {pr-:;?ferred term : 
Pulmonary e mbolism), cerebral thrombosis (preferred term: Cerebral thrombosis ), pulmonary infarction (preferred 
term: ~ulmonary infarction) , pain (preferred torm: Pain), platelet count decreased (preferred term: Plate let count 
decreased} ,. spt:ech disorder. tprt!terred teJ.ltl: Sf•8ech disorder> , th romboais (preferred term : Thrombosi a), vomiting 
(p.t:efe1red t.erm: Vomiting), abdominal pd:ln (prefetred te tm: Abdon,in,11 pa.Ln} , a.bno1mal beh<1vjout (pref~rr:-~d term: 
Abnormal behaviour ), anxiety {preferred term: knxiety), discoloured vomit (preferred term: Discoloured vomit ), 
electric shock sensation {preferred term: Electric shock sensation} , headache (preferred term : Headache) , malaise 
(preferred term: Malaise) , neurological symptom (preferred term : Neurological symptom}, astrazeneca c o vid 19 
vaccine indicated for prophylaxis (off label use ) (Preferred term : Off label use) . 'The reporter stated that twenty 
hours after the vaccine , developed severe headache, lightening bolts to brain . She $elf-treated herself with 
Advi 1, tl'enty- four hours post- vaccine, she developed abdominal pain like knives to abdomen . She ,,as in paJ n and 
not acting like herself . The head~che and abdominal pain continued for a nurnber of days , she then thought she .,,as 
better and she stopped taking Advil , however, she got worse . Twen ty- four hours before death, she felt like she •,1as 
going to vomit . Then she vomited for two hours and then felt unwell afterwards . Vomit was reddish in color and she 
thought it was from ketch1.1p chips . She had clotting which led to death . The reporter stated that there were 
neurological signs before death like mumbling and loss of speech and there was a clot in her bra1n as well . The 
patient died before reaching the hospital . Post~mortern COVID-19 test was negative . There was a low platelet count 
in poet- mortem blood test . 

The action taken with Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of O. 5ml was not applicable . 

During 2021 , the patient died from the event of apha sia, pulmonary embolism, cerebral thrombosis , pu lmonary 
infarction, pain, platelet count decreased , speech disorder, thrombosis , vomiting, abdomi nal pain , abnormal 
behaviour , anxiety , discoloured vomit , electric shock sensation, headache , malaise and neurological symptom. The 
outcome of the event of astrazeneca covid 19 vaccine i ndicated for prophylaxis (off label use) was unknown . 

An a~itopsy w;i.s performed which showed l11ng infarcts and pulmonary embolism as well as a fibroid . No blood clot was 

found in bi:ain . The cause of death was aphas i a , pulmonary embol ism, cerebral thrombosis, pulmonary i.ni,1rction, 
pain, platelet count decreased, speech disorder, thrombosis , vomiting, abdominal pain, abnormal behav1or, anxiety , 
discoloured vomit. , electric shock sensation, headache , malQiSe ;ind neurological symptom. 

The reporter assessed the events of aphasia , pulmonary embolism, cerebr al thrombosis , pulmonary infarction, pain , 
platelet count decreased, speech disorder, thrombosis , vomiting, abdominal pain, abnormal behaviour, anxiety , 
discoloured vomit , electric shock sensation, headache , malaise and neurological symptom as serious due to 
seriousness criterion of death . The reporter assessed the events of aphasia, pulmonary embolism, cerebral 
thrombosjs , pulmonary i nfarction, pain, platelet count decreased, speech diaorder, thrombosis , vomiting , abdominal 
pain, abnormal behaviour, anxiety , discoloured vomit , electric shock sensation, headache , malaise and neurological 
symptom as serious due to seriousness criterion of important medical event . The reporter assessed the event of 
astra.~eneca covid 19 vaccine indicated for prophylaxis (off label use} as non-serious . 

For regulatory report1ng purposes, if an event is spontaneouslJ' reported , at least a reasonable possibility of a 
causal relationship is implied by the reporter, eve n if the relationship is unknown or unstated . 

Summary of follow- up information received by AstraZenec-:l/Medlmmu ne 18- May- 2022 from a consumer via spontaneous 
source: added reference reporter , added st.art date and indication for suspect , added relevant history period 
cramps and fibroids , added date of death and updated autopsy performed, added all lab tests . Narrat ive 
ame nded .CAUSE OF DEl\TH: /\PHASIA CAUSE Of DEATH: PULMONARY EMBOLISM CAUSE Of DEATH : CEREBRAL THROMBOSIS CAUSE OF 
DEATH: PULMONARY INFARCTION C/\USE OF OEl\TH : P/\IN CAUSE OF DE.ATH : PLATELET COUNT DECREASED C/\USE OF DEATH : SPEECH 
DISORDER CAUSE OF DEATH : THROMBOSIS CAUSE OF DEATH: VOMITING CAUSE OF DEATH: ABDOMIN/\L PAIN CAUSE Of DEATH : 
A.BNORl'.J\L BEHAVIOUR CAUSE Of DEATH: !\NXIE:rY C!\USE Of DEATH : DISCOLOURED VOt1IT CAUSE Of DE!\TH : ELECTRIC SHOCK 
SENSATION CAUSE: OF DEATH: HEhDACHE CAUSe or DEl\1'H : MA1,AlSE CAUSE OF DEll'rH : NEUROLOGICAL srnPTOM I.ab Test H 
10084356 Lab Test t2 10035525 
T'he Astra-Zeneca COVID-19 Vaccine is .in AstraZeneca Canada Inc . product authorized under the I nterim Orde i. . 

Reporter's comments (B.5.2) 

MedDRA ve~sion for sender's diagnosis (B .5.3a) 

Sender's diagnosls __ ,_s._s_.3_bl ___________________________________________ --l 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04646031 (1) 
Fatal e vents of aphasia , speec h disorder, Vomiting, Abdominal pain, abnormal behavior, anxiety, discoloured 
vomit, electric shock sensation, Headache , Malai se and Neurological symptom are not listed in the com~any core 
data shee t of AZD1222 . rh t oinbos i s (f'T : pu lmona ty e mbolism, Cer ebi:a l throro.hos i s , 'Pul monar y inf a tction, 'l'ht"ombosi s) 
in combination with thromboc ytopenia (PT : platelet count decre3sed) are listed in the company c ore data sheet of 
AZD1222 , however since they are r eported ~ith fatal outcome they become unlisted. The events aphasia and speech 
disorde= could be associated with each oth8r . The events thrombosis , cerebral thrombosis , pulmonary embolism and 
~ulmonary infarction could be associated with each other . The events abnormal behavior, anxiety, electric shock 
sensation could be in association with each ocher . Cause of death is further specified as aphasia , pulmonary 
i nfarcti on, speech disorder , abnormal behavior, a nxiety, discoloured vomit, electri c shock sensation, 
neur:oloogical symptom, thr:ombosi s , cereb.r:al thrombosi s , pulmonar y embolism, p l atelet count decreased , pa1 n, 
vomiting , a bdominal pain, headache, malaise. Due to limite d info rmation on circ umstances leading t o events , 
clinical cou r se, other concurrent conditions , concomitant medications , other r elevant medical and family history , 
specific risk factors (i nfection , neurological disorders , ca r diac disor der , respirator y disorder, trallma, 
hypercholesterolemia, smoking) , etiological and diagnostic workup (complete blood count , infection panel , liver 
function test , renal func tion test, lipid profile , imaging studies, clinical examination) , the evaluation did not 
f i nd evidence t o s ugges t a causal re l ations hip between t he events and ~ZD1222 . 

COV!D-19 vi r us t est 

Unit (B.3.1e ) Normal low range (8.3.1.1) Normal high range (B.3, 1.2) More Info (B,3,1,3) 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

l?la telet. count low 

Unit (B.3.1o,) Normal low range (8,3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures {B.3.2) 

Page~9 

- -- - - ------ - - - - ---- ·-------~-
Patient Medical History 
MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B .1.7.1c) 

Comments (B.1 .7.1g) 

Had some period cramps in past 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

pre-existing for thirty years 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (8.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1 .7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

jMedDRA version (B.1.7.1a.1) 

(B.1 .7) 
Episode name (8.1.7.1a.2) 

Menstrual cramps 

Continuing (B.1.7.1d) 

NO 

but not f or a few years 

Episode name (8.1.7.1a.2) 

~ibroids 

Continuing (B.1.7.1d) 

Vnknown 

Episode name (8.1.7.1a.2) 

.?lph,:1.sia 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Pulmonary embolism 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Cerebral thrombosis 

Continuing (8.1.7.1d) 

I Episode name (B.1.7.1a.2) 

I End date 

I End date 

I End date 

I End date 

I End date 

(B.1.7.11) 

(B.1.7.11) 

(B.1 .7.11) 

(B.1 .7.11) 

(B.1 .7.11) 
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Canada Vigilance AER#: 
26 . 0 

Start date (8.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) 

2& . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA ve·rsion (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

IE2B 04646031 (1) 
Pul monary infarction 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Pain 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

e111t.e1ct count decreased 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Speech disorder 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Thl'.ombosis 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Vomiting 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Abdominal pain 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Abnormal behaviour 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

AnxieLy 

Cont inuing (B.1.7.1d) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I PageUO 
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Canada Vigilance AER#: IE2B 04646031 (1) 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Di sco loured vomit 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Electric shock se:nsation 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Headache 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA ve·rslon (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Mal aise 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Neurological symptom 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Sc) End date (B.1.se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

I 

(B.1.7.11) 

(B.1 .7.11) 

(B.1.7.11) 

(B.1 .7.11) 

(B.1 .7 .11) 

PageUl 
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Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1dl 
title name name name 

PRIVACY UNKNOWN Health Canada 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

UNKNOl'IN UNKNOWN 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1.3) 

!
Qualification (A.2.1.4) 

UNKNOWN Canada Physician 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

Reporter 
(A.2.1.1a) 

Reporter g iven 
(A.2.1.1b) 

Reporter middle 
(A.2..1.1c) 

Reporter family 
(A.2.1.1d) 

title name name name 

Confidential 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

- --
Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A,2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.31 

!

Reporter country 

Canada !:
Qualification (A.2.1.4) 

Consumer/other non he~lth professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04647082 (0) 

Canada Vigilance HC Latest Received Date: 
20210908 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210908 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZeneca- 2021A716830/l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1----------'----~...,_ _______ c._ _____ ~---1 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210906 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210906 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory author1ty•s number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2021A716830 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflADIAtl fl.E:ALTfl AUT"ORl TY 
MC CANADA 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(l 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - l\STRAZENECA 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(8.1.1.1a) 
Specialist 
record no. 

(8.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomafy/birth 
defect? 

Other medically Important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E2 04;> 0040 

CA-AstraZeneca-2021A716830 

Reasonfornulllflcation (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

UNKNOWN 

Holder and authorization/applicaUon no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

.5ml 

Dosage text (8.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (BA.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

Route of administration (8.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

.... 

Method of assessment (B.4.k.18.3) 

.. 

Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

THROMBOCYTOPENIA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Thrombocytopenia 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Thrombocytopenia 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

THROMBOSIS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Thrombos is 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

Term hightlighted by the reporter? (B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion (8.2.i.6) 

No 

Reaction first time (B.2 .1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received from the regulatory authority in Canada {CANADIAN HEALTH AOTHORtTY) via 
consumer concerning a patient of unknown gender (age not provided) of Unknown ethnic origin. 

No medical history was reported. No concomitant products were rep orted . 

The patient received Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of O.~ml (covid-19 vaccine nzvv ad 
(chadoxl ncov-19)) (batch number UNKNOWN) O. 5 ml, v i a intramusculdr route , on an unknown date . On an u nknown date , 
the patient experienced thrombocytopenia (preferred term: Thrombocytopenia} , thrombosis {preferred term: 
Thcombosis ► . 

The action taken with Covid- 19 Vaccine Astreizeneca (chadoxl - s (viral Vector)) \Yas Net Applicable . The outcome of 
the events was fat.al . 

The patient died from the event of thrombocytopenia and thrombosis on an unspecified date. 
lt was not known whet:.her an autopsy was performed . The cause of death was thrombocytopenia and chrombosis . 

The events wer-e consider-ed setious thrombocytopenia and thc:-ol'l\bosi s \death, hospi t alized and i mportant medlcal 
event) . 

For r egulatory reporting purposes , if an event is spontaneously reported , at least a reasonable possiloility of a 
causal relationship is implied by the reporter, even if the relationship is unknown or unstated. 

The Astra - Zeneca COVID-19 vaccine is an Astrazeneca Canada Inc. product authorized under the Interim Order . 
CAUSI:- OF DEATH : THROMBOCYTOPENlA CAUS£ OF OE:.ATH : THROMBOSIS 
The As tra - Zeneca C0VlD- 19 Vaccine is an AstraZeneca Canada Inc . product author ized under the I nterim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's d iagnosis IB.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04647082 (0) 
Thrombosis in combination with Thrombocytopen1.a. is listed in the company core data sheet of AZD1222 . However , 
since the events were reported with a fatal outcome they are considered unlisted. Due to limited information on 
patients age and gender, family and medical history, concurrent conditions (heart disease, deep venous 
thromi:>osis r traumati c injury, neoplastic disease, thrombophilia , chronic obstructive pulmonary disease) , 
concomitan t medication , further clarification af the events, details of the location of the thrombosis , specific 
risk factoi:::s and lifestyle (prolonged immobilizat i on , smoking habit ), etiological and diagnostic work up 
(physical findings , compl ete blood analysis , including D dimer test , autoimmune f'ro:f i le , viral serologies, ECG, 
chest and brain imaging studies, echocard iography, Venous Doppler Ultrasound) , details on interventions and 
treatment, biopsy result, the evaluation did not find evidence to suggest a causal relationship between the 
ever1ts and vaccine AZDl2222 . 

Unit (B.3.1e) Normal low range (8.3.1,1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1o.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombocytopenia 

Start date (8.1.7.1c) Continuing (8.1.7.1d) I End date (8.1.7.11) 

Comments (8.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1 .7.11) 

Comments (8.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Ba) 

Start date (B.1 .. sc) End date (B. 1 .Be) 

Indication MedDRA version (B.1.81.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.Sg.1) Reaction (B., .Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1di End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Pagd4 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

title name 

UNKNOWN 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2 .. 1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOl~N CANADIAN flEALrH AUTHORITY 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) IQualiflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

Reporter department 

Reporter state (A,2.1.2e) 

!
Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Confidentia l 

(A.2.1.2b) 

l:Quallflcatlon (A.2.1.4) 

Consumer/other- non health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04649888 (O) 

Canada Vigilance HC Latest Received Date: 
20210908 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210908 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZi,neca- 2021A 716879 fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1----------~'--~--'--------'-------~---1 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210906 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210906 
CCYYMMDD 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2021A716879 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflADA H£AI,Tlf l\O'l'ilO!'<In 
MC CANADA 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null lficatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - ASTRAZENECA 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(8 .1.1.1a) 
Specialist 
record no. 

(8 .1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

EW 04J 826l4 

CA-Astra2eneca-202JA716879 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8 .1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Act ive Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

UNKNOWN 

Holder and authorization/application no. of drug (B.4.k.4) 

Aulhorizatio n/Application no.: 0251084 7 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose unknown 

Pharmaceutical form (B.4.k.7) 

.. ---- -
Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular - - ---· - -- --MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date {B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

THROMBOCYTOPENIA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Thrombocytopenia 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Thrombocytopenia 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter ? (B.2.1.3) Start Date IB,2.1.4 ) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction firs t time (B.2.1.7.1) (8.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received from the regulatory autho1.ity in Cirnada {CANADA HEALTH AUTHORITY) via 
consurr:e!' concerning a patient of unknown gender , age a nd ethnic origin. 

No medical history was reported. No concomitant prod1..1cts were reported. 

The patient received AstraZeneca Covid-19 vaccine Vial contains 10 Doses Of 0 . 5 ml ~ccvid-19 vaccine nrvv ad 
<chado-xl ncov - 19) ) tbalch number UNKNOWN} , via i ntt::"amusculai:: r oute, o n an unknown date . On an unknown dat.e , t.he 
patient experienced thrombocytopenia (preferred term: Thrombocytopenia) . 

Action taken wi th AstraZeneca Covid-19 Vaccine Vi al Contains 10 Doses Of 0 . 5ml was not applicable. The patient 
died from the event thrombocytopenia on an unspecified date . 

It is not known whether an autopsy was performed. The cause of death was thrombocytopenia . 

The reporter consldered the E!Vent of thrombocytopenia serious <iue to seriousness criteria of death and important 
medical event . 

For t"egulatory reporting purposes , if an event is spontaneously reported, at least a. reasonable possibility of a 
causal relationship is implied by the reporter , even if the relationship is unknown or unstated . 

The Astra - zeneca COVID- 19 vaccine is an Asttazeneca Canada Inc . product authorized under the Interim Order. CAUSE 
OF oeATH : 'fHROMBOCYTOPENlA 
The Astr~-Zeneca COVID- 19 Vr1c:cine .i.s an AstraZeneca Canada Inc . product authorized under the tnterirn Order. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B .5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (8 .5.4) 

This case report concerns a patient of unknown age who presented thrombocytcpenia with fatal outcome after 
vaccine i\ZD1222 administration. cause of death was reponed as thro111J;>11cytopenia. Due to limited information on 
patient?s deroogr:aphjcs , platelet count. before vaccinaUon, r-e levant medical hi story, concomitant medication, 
comorbidities , event details including detailed description on circ:urnstar.ces leading to the event , basel ine 
health condition before vaccination, family history, diagnostic and etiological workup (complete blood panel with 
infectious p=ofile , viral panel test including human deficiency virus and hepatitis panel , abdominal ultrasound 
with spleen evaluation, blood cultures , platelet factor 4 antibodies) , discussion on lifestyle, specific risk 
factors and etiological factors (viral infections, hemolytic uremic syndrome, medication , bacterernia , alcoholism, 
bone marrow disorders , anemia), report of laboratory tests performed (including exact dates , units and normal 
rangees), details on interventions and t.reatment , medical notes fr-oro a health cat:"e provider, the evaluation djd 
not tind evidence to suggest a causal relationship between the event and vacclne AZD1222 . 

Unit (B.3.1c) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (8 .1 .7.1a.1) Episode name (8.1.1.1a.2) 

26 . 0 Thrombocytopenia 

Start date (8 .1.7.1c) Continuing (8 .1.7.1d) 

Normal high range (B.3.1.2) 

End date (B.1.7.1f) 

More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 04649888 (0) 

I I 
Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End dale (B.1 .Be) 

Indication MedDRA version 1e.1.s1.1) Indication (B.1.sr.21 

Reaction MedDRA version (B .1.s g.1) Reaction 1e.1.sg.2) 

Start date 1e.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA ve rs Ion for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

I 

End date (B.1.10.7.11) 

Page*4 
-

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

UNKNOWN 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1I 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

CANADA HE'.ALTH AUTHORITY 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Confidentia l 

(A.2.Ub) 

Qualification (A.2.1.4) 

Consumer/ other non he~lth pro f e ss i onal 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.4I) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

IA.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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I ATIA- 19(1) I 
From: 
Sent: 

Canada Vigilance (HC/SC) 
2021-05-12 12:17 PM 

To: 
Cc: 

HPFB MHPSEIB EFAX / BIIEPSC DGPSA (HC/SC) 
Harland, Claire (HC/SC) 

Subject: PUB-001185 FW: Reporting a side effect to the 
Canada Vigilance Program 

Importance: 

Categories: 

Hi EFAX, 

High 

COVID 

For DE please. Once data entered, can we please obtain an AER number for this report for Claire 
(CC here)? 

Thanks, 

Chris 

From : Canada Vigilance- HC/SC) <hc.canada.vigilancea sc@canada.ca> 
Sent: 2021-05-12 11:23 AM 
To: Canada.Vigilance.NCR-RCN (HC/SC) <hc.canada.vigilance.ncr-rcn.sc@canada.ca> 
Cc: Canada Vigilance ( HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Subject: FW: Reporting a side effect to the Canada Vigilance Program 
Importance: High 

Good morning, 

Please see email below, 
I spoke with this gentleman yesterday and I sent the link by email to report an AR to AstraZeneca 
vaccine (his wife died) and he requested: 

1. Information of when (if) the AR was submitted by the coroner or doctor ( I said that for 
private issues we cannot get access to that information but if he wasn't sure if was 
reported I said he could report too) 

2. An ombudsman that could assist on his case (I said I'll send a request to my team leader) 

Thank you, 

Ausmar 

Fro 
Sent: 2021-05-12 10:5 AM 

(HC/SC) <hc.canada.vig~ @canada.ca> 

Subject : Re: Reporting a side effect to the Canada Vigilance Program 

THIS IS THE WRONG FORM. I asked about reporting an adverse effect following 
immunization - a suspected vaccine related death following immunization. The form 
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I ATIA-19(1) I 

required is AEFJ Adverse Effects Following Immunization. 

I am trying to follow your web site instructions. 

Thjs case does not qual ify under the heath product category you responded with below. 

Please send appropriate form as you promised. I will then fill out as you advised for an 
adverse event Death linked or suspected to AstraZeneca-Oxford Covid-19 immunization. 

So frustrated. 

I advised by telephone message, and in our conversation both yesterday, that the 
MANDATORY (must) submittal of the fom1 is an issue and is in question with our local 
body. My initial and MAIN request was confirmation of date and time that any such form 
was submitted - confirmation of if and when - This submitt date is secret and has become a 
nightmare with the local health region ia the local 
coroner's office. Confirmation of this ate an time 1s st1 requeste . 

You advisd that the time and date can not be provided. But a duplicate AEFI fonn can be 
filled out by me with help from Health Canada Vigilence over the phone if nec-essary; the 
two reported forms can then be "merged" you said. Please send me the fonn, 

ALSO I specifically asked in telephone message and to you on your return call for an 
OMBUDSMAN that could assist. You stated you would speak to supervisor and would 
reply. Please include that information with the form. 

We expect clarity and transparency. 

Reporting was to be expedient and timely to the national system. 

No cover--up or secret agreements are acceptable on matters of timely national health 
importance. 

I would prefer never to have questioned the integrity of the system - I read directly on your 
web site that the form must be submitted by a health professional only. You said not true. 

Sorry for the long story - th.is is holding up burial of the deceased. A date and time to 
confirm job was done and vigilance system notified at time requested, on behalf of family 
should not be SECRET. 

Please reply immediately. 

From: Canada Vigi lance■(HC/SC) <hc.canada.vig~ @canada.ca> 
Sent: May 11, 2021 2:31 PM 
To 
Subject: Reporting a side effect to the Canada Vigilance Program 
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Greetings, 

Thank you for your inquiry to report an adverse reaction on May 11, 2021. 

Please find attached, as requested, a side effect reporting form. 

Side effects suspected to be associated with a health product are important to Health Canada's 
post-market surveillance program, which monitors the safety profile of health products and ensures 
that the benefits of the products continue to outweigh the risks. 

Completing a side effect reporting form is an effective way to record the suspected side effect, and 
provides the information that Health Canada needs to further assess the reaction. 

Reporting a side effect to the Canada Vigilance Program can be done by one of the following ways: 
- Report online at htt~LL.trnr-ri:2s.hres.ca/side-effects-rei:2orting-form.12h12? 

form=volunta ry&lang=en 
- Call toll free at 1-866-234-2345 
- Complete a Canada Vigilance Reporting Form and: 

- Fax to 1-866-678-6789 
- Mail to: Health Canada 

Mariketed Health Products Directorate 
Canada Vigilance Program 
Postal Locator 1908C 
Ottawa, Ontario K1A 0K9 

Postage paid labels, the side effect reporting form and reporting guidelines are available at: 
www.health.gc.ca/medeffect. 

We look forward to receiving your completed side effect reporting form. Should you have any other 
questions related to the reporting of side effects, or the Canada Vigilance Program, please do not 
hesitate to contact us. 

Your contribution and commitment to health product safety monitoring are appreciated. 

Canada Vigilance Office 
Canada Vigilance Progiram 
Health Canada 

Canada 
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I ATIA- 19(1) I 

From: 
Sent: 
To: 
Cc: 
Subject: 

Categories: 

Good morning EFAX, 

Canada Vigilance ■He/SC) 
2021-05-13 9:36 AM 
HPFB MHPSEIB EFAX / BIIEPSC DGPSA (HC/SC) 

Canada Vigi lance (HC/SC); Harland, Claire (HC/SC), 

FW: URGENT Fw: Adverse Reaction Receipt 

Number/le numero d'effet indesirable: [RCT-20210512-
1902][1] 

COVID 

Please attached the email below as a follow up to 000949763. 
Thanks, 
Ausmar 

From: Zuniga, Alexie ( HC/SC) <alexie.zuniga@canada.ca> On Behalf Of CV Systems/ System es 
(HC/SC) 
Sent: 2021-05-13 7:07 AM 
To: Canada Vigilanc. (HC/SC) <hc.canada.vigilance .• c@canada.ca> 
Subject: RE: URGENT Fw: Adverse Reaction Receipt Number/le numero d'effet indesi1rable: [RCT-
20210512-1902)[1] 

Hello, 

Just wanted to confirm if the message has been forwarded to hc.canada.vigilance.sc@canada.ca? 

From : 
Sent: 2021-05-12 2:50 PM 

HC SC <hc.canada.vigilance- ~@canada.ca> 

CV Systems / Systemes (HC/SC) <hc.cv.syilfilfil: 
~ystemes.sc@canada.ca> 
Subject: URGENT Fw: Adverse Reaction Receipt Number/le numero d'effet indesirable: [RCT-
20210512-1902)[1] 
Importance: High 

Kind Sirs/Madam, 

This report below was populated and submitted without my knowledge, it may not 
be incorrect (have not checked it fully) BUT it is specifically and directly the 
WRONG form. 

The AEFI - Adverse Event Following Immunization form is required to be submitted 
NOT the form applicable to hea lth products as defined (Drugs, health products, 
therapeut ics) versus separate form completelly for vaccines. 

This is critical. Timely action is mandatory .. 

Please assist IMMEDIATELY with correct AEFI form. 
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See attached PDF or email yesterday for original info and t he two additional formal 
requests not yet covered. 

Also, product name must have t he "AstraZeneca" portion of t he name in its t itle -
this is not a generic vaccine. 

Sincerely, 

From: hc.ar-ri-triage.sc@canada.ca <hc.ar-ri-triage.sc@canada.ca> 
Sent: M ay 12, 202112:34 PM 

• - ~~== -~=~ stems-systemes.sc@canada.ca>; 

Subject: Adverse Reaction Receipt Number/le numero d'effet indesirable: [RCT-20210512-1902][1] 

A French message will follow I Un message en fram; ais suivra 
Dea----
Tha~ ing an adverse reaction report to the Canada Vigilance Program. Your 
experience with marketed health products is important to us and we appreciate the lime you took to 
report. 
The information that you included in your report has been recorded in the Canada Vigilance 
Program database as follows: 
Adverse Reaction Number: LRN-202105 12- 1302 0.0 
Health Product Name (as reported): COVID-19 VACCINE 
Please reference the above Adverse Reaction Number should you wish to report additional 
information on this event. Please note that Health Canada will contact you about your report 
only if additional information is required for its surveillance activities. 
Please do not respond to this email. This account is not monitored. Please 
contact hc.canada.vigilance.sc@canada.ca with any questions or concerns. 
The Canada Vigilance Program is Health Canada's post-market surveillance program that collects 
and assesses reports of suspected adverse reactions to health products that have been submitted 
by manufacturers, by hospitals, or by health professionals and consumers either directly to Health 
Canada or via the manufacturers. 
The information from adverse reaction reports as well as information from other sources of data is 
used to determine whether the benefits of a given health product cont1inue to outweigh its risks and 
to take appropriate action to minimize any new risks. Such actions may include the update of the 
label of a health product in its authorized Canadian monograph, risk communication(s) lo inform 
Canadians about possible new adverse reactions and/or a recall of the product. 
For information on health products authorized for sale in Canada, you may wish to consult the 
following: 

Drug Product Database: httRs://health-Rroducts.canada.ca/dRd-bdRRlindex-eng,j§R 
Licensed Natural Health Products Database: httRs://www.canada.ca/en/health

canada/services/drugs-health-Rroducts/natural-non-RrescriRtion/a1212lications
submissions/woduct-licensing/licensed-natural-health-Rroducts-database.html 

Canada Vigilance Adverse Reaction Online Database: httr.is://www.canada.ca/en/health
canada/services/drugs-health-r.iroducts/medeffect-canada/adverse-reaction-database.html 

Advisories, recalls and other communication on health 
products: httf:)s://www.canada.ca/en/health-canada/services/drugs-health-Rroducts/medeffect
canada/stay-informed-medeffect-canada.html 

We would like to thank you once again for your report, as your contribution and commitment to 
health product safety monitoring are appreciated. 
Sincerely, 

Canada Vigilance Program 
Marketed Health Products Directorate 
Health Canada 
--------------------------------------------------------- ---------.----------
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r 

Cher/Cher~ 
Nous vous r~ r declare un effet indesirable au Programme Canada Vigilance. Votre 
experience en lien avec les produits de sante commercialises est une source d'information 
importante pour nous en matiere d'innocuite, et nous vous remercions du temps que vous avez 
pris pour presenter cette declaration. 
Les renseignements que vous avez iniclus dans votre declaration ont ete consignes dans la base 
de donnees du Programme Canada Vigilance comme suit : 
Numero de l'effet indesirable: LRN-20210512-1302 0.0 
Norn du produit de sante (tel que declare): COVID-19 VACCINE 
Veuillez indiquer le numero d'effet indesirable ci-dessus si vous souhaitez fournir des 
renseignements supplementaires sur cet evenement. Veuillez noter que Sante Canada 
communiquera avec vous au sujet de votre declaration seulement si des renseignements 
supplementaires sont requis pour ses activites de surveillance. 
Veuillez ne pas repondre ace courriel. Ce compte n'est pas surveille. Veuillez communiquer avec 
hc.canada.vigilance.sc@canada.ca pour toute question ou ,,reoccupation. 
Le Programme Canada Vigilance est le programme de surveillance apres la mise en marche de 
Sante Canada qui recueille et evalue lies declarations d'effets indesirables presumes associes aux 
produits de sante soumises par des fabricants, des h6pitaux, des professionnels de la sante et des 
consommateurs directement a Santa Canada ou par l'entremise des fabricants. 
Les renseignements tires des declarations d'effets indesirables et d'autres sources de donnees 
servent a determiner si les avantages d'un produit de sante donne continuent de l'emporter sur ses 
risques et a prendre les mesures appropriees pour minimiser les nouveaux risques. Ces mesures 
peuvent comprendre la mise a jour de !'etiquette d'un produit de sante dans sa monographie 
canadienne autorisee, la communication des risques pour informer les Canadiens au sujet des 
nouveaux effets indesirables possibles et/ou le retrait du produit. 
Pour obtenir des renseignements sur les produits de sante dont la vente est autorisee au Canada, 
vous pouvez consulter les pages Web suivantes : 

Base de donnees sur les produits pharmaceutiques: httRs://www.canada.ca/fr/sante
canada/services/medicaments-Rroduits-sante/medicaments/base-donnees-Rroduits
Rharmaceutigues. html 

Base de donnees sur les produits de sante naturels homologues: 
httRs://www.canada.ca/fr/sante-canada/services/medicaments-Rroduits-sante/naturels-sans
ordonnance/demandes-Rresentations/licence-mise-marche/base-donnees-Rroduits-sante
naturels-homologues.html 

Base de donnees en ligne des effets indesirables de Canada Vigilance: 
httRs://www.canada.ca/fr/sante-canada/services/medicaments-Rroduits-sante/medeffet
canada/base-donnees-effets-indesirables.html 

Avis, retraits et autres communications sur les produits de sante: 
httP.s:ljwww.canada.ca/fr/sante-canada/services/medicaments-P.roduits-sante/medeffet
canada/restez-informe-medeffet-canada.html 

Nous vous remercions a nouveau pour votre declaration. Votre contribution et votre participation a 
la surveillance de l'innocuite des produits de sante sont appreciees. 
Cordialement, 

Programme Canada Vigilance 
Direction des produits de sante commercialises 
Sante Canada 
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Verbal report taken by RC Claire- note the husband feels that the coroner and s 

putting incorrect info in his mouth and trying to sweep this under the rug and he wants someone from 

the government to enforce mandatory reporting/confirm receipt of report( likely went to PHAC?). I have 

flagged this higher and given him contact info for the food and drug liasion office/ombudsman as 

requested. He may have more info if needed, he mentioned he had lists of her symptoms from family 

members( though he was present the whole time), but he wanted answers on transparency and 

"vigilance" from CV /PHAC so may not want to discuss further without answers to those concerns. 

Safety Report ID: CA-DHPR-20210513150830_7001 

Type of Report: Follow-up 

HC Ref. No: 000949763 

Reporter File No.: 

Transmission Date: 20210513 

FirstName-

LastNam

Telephone: 

Ext.: 

Address: 

City: 

Province/Territor~ 

Postal Code: 

Email address: 

Organization: 

Reporter Type: Consumer or other non health professional 

Patient ID. 

Age: 55 Year(s) 

Sex: Female 

Height: 

Weight: 

Med History: none, generally healthy. Had some period cramps in past but not for a few years 

Allergies: 
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Serious Death: Yes 

Date of Death: 202~ 

Serious Life-Threatening: 

Serious Disability: 

Serious Hospitalization: 

Serious Congenital Anomaly: 

Serious Other: 

Serious Other Explain: 

Reaction 1 

Outcome: Died 

Reaction Start Date: 202-

Reaction End Date: 

Reaction Description: 20 hours after t he vaccine, developed severe headache'"' lightning bolts to 
brain"", self-treated with advil, 24 hours post-vaccine developed abdominal pain ""like knives to 

abdomen."" She was in pain and not acting like herself, swearing, said'"' give me the damn (advil) 
bottle, how many of these can I take in a day?"" This headache/abdominal pain continued for a number 

of days, she then thought she was bet ter and stopped taking the advil and t hen got way worse. 24 hours 

before death began feeling like she was going to vomit, vomited for 2 hours and then felt unwell 

afterwards. Vomit was a reddish colour and she thought it was from ketchup chips, now husband thinks 
it was not. Anxiety. Clotting leading to death as per her husband. He thinks there were neurological signs 

before death(mumbling and loss of speech) and that there was a clot in her brain as well. She died 

before reaching the hospital. Post-mortem COVID test was negative. There was a low platelet count in 
post-mortem bloodtest, and on autopsy they found lung infarcts and pulmonary embolism as well as a 

fibroid, the fibroid was pre-existing X 30 years according to husband. no blood clot in brain found on 

autopsy. 

Suspect Product 1 

DIN #/NPN #: 

Product Name: AstraZeneca COVID-19 vaccine 

Strength: 

Strength other: 
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Dosage form: 

Manufacturer: AstraZeneca 

Lot#: 

Expiry date: 

Product start date: 202-

Product end date: 

Dose: 

Frequency: this was her first dose of COVID vaccine 

Route of administration: Intramuscu lar 

Route of administration - Other: 

Indication: infect ion prevention 

Reported to Mfr: No 

Date reported to Mfr: 

Mfr Reference number: 

Drug action taken: Not applicable 

Dechal lenge: N/ A 

Rechallenge:N/A 

Concomitants: none 

Test/Lab results narrative: 
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Dear 

Thank you for speaking with representatives, including our Senior Executive Director, Sophie Som merer, 
from the Marketed Health Products Directorate of Health Canada on May 11, 13 and 14, 2021, regarding 
the tragic event that your wife experienced. We would like to extend our deepest sympathy to you and 
your family for her loss and imagine the pain this matter might bring to you. 

The information that you provided via phone and email has been recorded in the Canada Vigilance 
Program (CVP) database and assigned the Adverse Reaction Report (AER) Number, 000949763. As 
requested, please attached documents that present the information that Health Canada used to create 
this report. Please note that some of the information is not shown in the online submission form due to 
the sizes of the text. As such, this information is attached in a separate document entitled 
"supplementary information." 

You indicated that you may have additional information on the symptoms your wife experienced. We 
would invite you to add any additional information that you may have access to, in particular: 

Your wife's height and weight 
The dose and lot number of the vaccine, if known 
Any further information about the symptoms experienced 
Further information from the autopsy or coroner's report if available 

In addition, if you find that any of the information included in the report is incorrect, please also indicate 
that in your follow-up report. For example, "Delete X-incorrect" or "Change Y to Z." 

You can provide follow-up information by using the online side effect reporting application. 
Alternatively, you can email hc.canada.vigilance.sk.sc@canada.ca to let us know the best time and dates 
to connect with you via phone if you prefer to report verbally. 

For online reporting, select the "follow-up" radio button and enter t he AER [000949763] in the "Health 
Canada reference no." field as shown below, or notify the coordinator that this a follow-up of the 
referenced AER number for follow-up by phone. 

We greatly appreciate your feedback to ensure that we have the most accurate and comprehensive 
information. 

Thank you again very much for taking the time to speak with us during this difficult time. 

Sincerely, 
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Canada Vigilance Program 
Health Canada, Government of Canada 
hc.canada.vigilance.sc@canada.ca / Tel: 1-866-234-2345/ TTY: 1-800-465-7735 

Programme Canada Vigilance 
Sante Canada, Gouvernement du Canada 
hc.canada.vigilance.sc@canada.ca/ Tel.: 1-866-234-2345/ ATS: 1-800-465-7735 

••• HMlth sanl8 
Canada Canada 
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lcanada Vigilance AER#: le2B 04652541 (2) 

Canada Vigilance HC Latest Received Date: 
20220421 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A714773 fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------......... ----~-'--~-----"----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20210906 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220329 
CCYY!<!.'1D D 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca·2021A714773 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MC CAN/\OA 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - AS'fRAZENECA 

UNKNOWN Female 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Centimeter-

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Reason tot null11icatlon (A.1.13.1) 

68 Kilogram 

Onset Age (B.1.2.2) 

54 Year s 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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MedDRA versl1>11 f1>r c,iuse (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

76 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2..a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B,1.9,2,a) 

26 . 0 

MedDRA version for cause (B.1 ,9.2.a) 

26 . 0 

Reported cau$e($) (B.1.9.2.b) 

Aphasia 

Reported cause(s) (B.1.9.2.b) 

Cerebral haernorrhage 

Reported cause(s) (8.1.9.2.b) 

Cerebral venous sinus thrombosis 

Reported cause(s) (B.1.9 .2.b) 

Cerebral ve nous t hrombosis 

Reported cause(s) (B.1.9.2.b) 

Cer eb1·ovascul ar dCCldenL 

Reported cause(s) 

Coagulopathy 

Reported cause(s) 

Confusional state 

Reported cause(s) 

(B.1.9 ,2.b) 

(B.1.9.2.b) 

(B.1.9.2.b) 

Decompre3sive crani ect omy 

Reported cause(s) 

Fat i gue 

Reported cause(s) 

Feedi ng disorder 

Reported cause(s) 

(B.1.9.2.b) 

(B.1.9.2.b) 

(B.1.!1.2.b) 

Haemorrhage 1ntracranial 

Reported cause(s) (B.1.9.2.b) 

Headache 

Reported cause(s) (8.1.9.2.b) 

Hyp er gJ yc aemi a 

Reported cause(s) (B.1.9.2.b) 

Hypertens i o n 

Reported cause(s) (8.1.9.2.b) 

Immune thrombocytopenia 

Reported cause(s) (B.1.9.2.b) 

Intracranial pressure incre ased 

Reported cause(s) (B.1.9.2.b) 

Muscular weakness 

Reported cause(s) (B.1.9.2.b) 

Nausea 

Reported cause(s) (B.1.9.2.b) 

Neurol ogi cal decompensation 

Reported cause(s) (B.1.9.2.b) 

Platele t transfusion 

Reported cause(s) (B.1.9.2.b) 

Subarachnoid haemorrhage 

Reported cause(s) 

Thrombectomy 

Reported cause(s) 

(B.1.9.2.b) 

(B.1.9 .2.b) 

Thrombos i s with t.hrombocytopenia syndrome 

Reported cause(s) 

Venous hypertension 

Reported cause(s) 

Vis i on blur:r:ed 

Reported cause(s) 

Vomi ting 

(B.1.9.2.b) 

(B,U ,2,b) 

(B.1.9 .2.b) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

~ountry arug ootainecflB.4.K.i .J/ tsatcfillofno.lBA.K-3 / 

Unknown 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Aetioh(S) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI D-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmihlstraUoti? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04652541 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METFORMIN/SITAGLIPTIN E 

Active Substance names (B.4.k.2.2) 

METFORM!N 
SITAGLIPTIN 

country drug obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

ONCE/SINGLE AOMINISTRA TION 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

acetaminophen 

country arug 01>taInea (H.4.K.2.:J) 

le2s 04652541 (2) 

Medicinal product name (B.4.k.2.1) 

TYLENOL 

Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

ONCE/SINGLE AOMINISTRA TION 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Unknown 

MedDRA version (B.4.k.11a) 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of admln (B.4.k.9) 

Indication (B.4.k.11b) 

Duration of drug Adm In (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug R,ecur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (8.2) 
Reaction/event as reported by primary source 

CEREBRAL VENOUS THROMBOSIS 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B .2.i.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first t ime (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Cerebral venous th~ombosis 

Reaction/event MedDRA term (PT) (8.2.i..2.b) 

Cerebral venous thrombosis 

(B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) 

Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source 

CEREBROVASCULAR ACCIDENT 

(B.2.1.0) Current reaction 

Result (B.4.k.18.4) 

!
Duration 

5 Days 

(B.2.1.8) 

(B.2.1.6) 
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Canada Vigilance AER#: IE2B 04652541 (2) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Cerebrovascul ar accident. 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Cet ebr ovascu: ar a-::cldent 

Term hlghtlighted by the reporter ? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

~atal 

Reaction/event as reported by primary source (8 ,2.i.O) C1,.1rrent reaction 

COAGULOPATHY 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Coagul opot hy --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Coagulopathy 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

IMMUNE THROMBOCYTOPENIA 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Immune t hr ombocy topenia 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Immune thrombocytopenia 

Term hightlighted by the reporter? (B.z.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.1.5) 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

THROMBECTOMY 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Thrombectorny 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Thrombectomy 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.51 

No 

Reaction first time (B.2.1.7.1) Reaction last time 18.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8 .2.1.0 ) Current reaction 

VOMITING 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Vomi ting 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8 .2.i.2.b) 

reaction/event term PT 

26 . 0 Vomiting 

Term hightllghted by the reporter ? (8 .2.1.3) Start Date (8 .2.1.4) IEnd Date (8.2.i.5) 

No 

Reaction first time (B.2.i.7.1) !Reaction last time (8.2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

Page~6 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(8 .2.i.6) 

(8 .2.i.6) 
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Canada Vigilance AER#: E2B 04652541 (2) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Cu.rrent reaction 

DECOMPRESS IVE CRANIECTOMY 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

reaction/event term LL T 

26 . 0 Decornpressive craniectorny 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Decompressive craniectomy 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) !End Date (8.2.i.S) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B,2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reacllon 

CEREBRAL HAEMORRHAGE 
MedDRA ve.rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Cerebral haemorrhage 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Cerebra l haemorrhage 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

PLATELET TRANSFUSION 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Platelet transfusion 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 .0 Platelet transfusion 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.HO) Current reaction 

VENOUS HYPERTENSION 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Venous hyperlension 

MedDRA ve·rsion for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Venous hypertension 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

VISION BLURRED 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 V1sion blurred 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Visior1 blurred 

I 

I Duration 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

Pagd7 

(8.2.i.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: E2B 04652541 (2) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Durat ion 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

:Fatal 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

HEADACHE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Headache 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

2 6.0 Head.ac he 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _td Date ie.2J.S) l uration 

NO --
Reaction flrst time (B.2.1.7.1) teactlon last time (B.2.1.7.2) l=ome (B.2.1.81 

l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

NAUSEA 
MedORA version for 

iB.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Nausea 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Nausea 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

FATIGUE 
MedDRA version for 

(B.2,1.1.a) Reaction/event MedDRA term(LL T) 1B,2.1.1,b) 
reaction/event term LL T 

26 . 0 Fatigue 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Fatigue 

Term hightli ghted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2.1.5) I Durat ion 
No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HAEMORRHAGE INTRACRANIAL 
MedDRA version for (B .2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Haemorrha.ge i ntracr.ani al 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

2 6 . 0 Haemorrhage i n l r a c ran i a l 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.1.5) I Durat ion 

No 

Reaction first time (8.2.1.7.1) Reaction last time 18,2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

THROMBOSIS WITH THROMBOCYTOPENIA SYNDROME 
MedDRA ve·rsion for 

(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

I Page*8 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: IE2B 04652541 (2) 
26 . 0 Thrombosis with thrornbocycopenia syndrome 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Thrombosis ~ith thrombocytopenia syndrome 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source 1B.2.1.0) Current reaction 

FEEDING DISORDER 
MedDRA version for (B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Feeding disorder 

MedDRA version for (B.2.1.2.n) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 Feeding disorder -
IEnd Date Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.U) (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.l.01 Current reaeUon 

CEREBRAL VENOUS SINUS THROMBOSIS 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Cerebral venous sinus thrombosis 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Cerebra l venous sinus thrombosis 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

APHASIA 
MedDRA ve·rslon for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Aphasia 

MedDRA ve·rsion for (B.2.i.2.o) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 Ai,h~si~ 

Term hightlighted by the reporter? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.i.51 

NO 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

CONFUSIONAL STATE 
MedDRA version for (B.2.I.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Confusional state 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26. 0 Confusional stace 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Fatal 

I 

I Durat ion 

(B.2.i.8) 

I Duration 

(B.2.1.81 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

I Durat ion 

(B.2.1.81 

Page~9 
-

(B.2.1.6 ) 

(B.2.1.61 

-

(B.2.1.61 

(B.2.i.6) 

(B.2.1.6) 
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Canada Vigilance AER#: IE2B 04652541 (2) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

HYPERTENSION 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

reaction/event term LL T 

26.0 Hypertension 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Hypert ension 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

NO 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

HYPERGLYCAEMIA ---- --- -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Hyperglyc~emia 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Hyperglycaemi a 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

No 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

MUSCULAR WEAKNESS 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 

reaction/event term LL T 

26 . 0 Muscular weakness 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Muscular weakness 

Term hlghtlighted by the reporter? (8.2.1.3) Start Date (8 .2.U) IEnd Date (8.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

INTRACRANIAL PRESSURE INCREASED 

MedDRA ve.rsion for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1,1.b) 

reaction/event term LL T 

26 . 0 Intracranial pres.sure increased 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Intracranial pressure increased 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8 .2.U) IEnd Date (8.2.i.5) 

Jfo 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SUBARACHNOID HAEMORRHAGE 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 

reaction/event term LL T 

26 . 0 Subarachnoid haemorrhage 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Subarachnoid haemorrhage 

Term hlghtllghted by the reporter? (8 .2.1.3) Start Date (B.2.1.4) !End Date (B.2.i.5) 

I 

I Duration 

(8.2.i.8) 

I Duration 

(8.2.1.8) 

I Duration 

(8.2.1.8) 

I Duration 

(8.2.1.8) 

I Duration 

PageHO 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(8.2.i.6) 

(B.2.i.6) 
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Canada Vigilance AER#: E28_0465254_ 1_ (~2~)-----~------~---~-----Pa_g_e_•~ll, 
No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.a1 

Fatal 

Reaction/event as reported by primary source 

NEUROLOGICAL DECOMPENSATION 

(B.2.IJ)) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Necirological deconipeosat.ion 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Neuroloqical decompensation 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion (B.2.1.61 

No 

Reaction first time (B,2.1.7 ,1) (B,2.1.81 

Case narrative (B.5.1) 

A. spontaneous report has been received f rom a health pro(essiona1 via the regnlatory aut.hori t.y i n Canada 
concerning a female patient cf unknown ethnic origin of age 54 years, height 160 cm an.(l weight 68 kg . 

No medical history was reported . 

Concomitant medication included metformin, sitagliptin and paracetamol . 

On an unknown date , the patient. rece i ved Covid- 19 vaccine Astr azeneca (covid- 19 vaccine nrvv ad (chadox1 ncov- 19) ) 
(bat.c h number U1)known) once/si.ngl~ administra tion, via intramuscular route, for covid- 19 prophylaxis . 

On an unknown datt-1 the patient experienced cerebral venous thrombosis (preferred term; Cerebral venous 
thrombosis> , cerebrovascular accident (preferred term: Cerebrovascular accident) , coagulopathy {preferred term: 
Coagulopathy), immune thrombocytopenia {preferred term: Immune thrombocytopenia!, thrombectorny (preferred term: 
Thrombectomy), vomiting (preferred term: Vomiting}, decompressive craniectomy {preferred terro: oecompressive 
cr-aniectomy) , ce.r:ebral haemorrhage (preferred term: Cerebr al haemorr hage), plateleL tt"ansfusion (preferred Ler-m: 
Plat.elet t.ransfusion), venous hypertension (preferred t.erm : Venous hyperte nsion} , vision bl\lrred (preferred t.erm: 
Vision blurred} , headache (preferred term: Headache) , nausea (preferred term: Nausea} , fatigue {preferr ed term: 
Fatigue) , haemorrhage intrac~anial (preferred term: Haemorrhage intracranial), thrombosis with thrombocytopenia 
syndrome {preferred term: Thrombosis wi th thrombocytopenia syndrome) , feeding d isorder (preferred term: Feeding 
disordor), cerebral venous sinus thrombosis (preferred term: Cerebral venous sinus thrombosis) , aphasia (preferred 
term: Aphasia) , contusional state (preferred term: Confusional state) , hypertension (preterred term: 
Hype rtension), hyperglycaemia (preferred term: Hyperglycaemia) , muscular weakness (preferred term: Muscular 
weakness), intracranial pressure increased (preferred term : Intracranial pressure. increased) , subarachnoid 
haemorrhage (preferred term: Subarachnoid haemorrhage) and neurological deccmpen5ation (preferred term: 
Neuro logical decom:pensation ) . 

It was unknown if any action was taken with Covid- 19 Vacci ne Astrazeneca . 

On an unspecified date , the patient died f rom the event of cerebral venous thrombosis, cerebrovasculaI accident , 
coagulopathy, immune thrombocytopenia , thrombectomy, vomi ting, decompressive craniectorny, cerebral haemorrhage, 
platelet t ransfusio n, venous hypertens i on , vision blucred, headache , nausea, fatigue, haemorrhage intrac rani al , 
thrombosis with thrombocytopenia syndrome, feeding disorder, cerebral venous sinus thrombosis, aphasia , 
coofusior,aJ stat e, hyPetteMioo, hyperglycaemi a, n\U$CU!ar weakoess , t seraccani al pressure i ncreased, $Uba,achn6l.d 
haemorrhage and ne\irological decompensation, 

The cause of death was cerebral venous thrombos is , cerebrovascular accident, coagulopathy, immune 
thrombocytopenia, thrombectomy, vomiting, decompressive craniecto:my, cerebral haemorrhage, platelet t.ransfusion , 
venous hypertension, vision blurred, headache, nausea , fatigue , haemorrhage intracranial , thrombosis ~ith 
thrombocytopenia syndrome , feeding disorder , cerebral venous sinus thrombosis , apha:Sia, confusional state, 
hyper:tension , hyper glycaemi a , muscuJar weakness , intracranial pressure i ncr:eased, suba.rachnoi d haemo.r:r hage and 
neu~ological decompensati on . 

The reporter considered the events o f ce r ebra l venous thrombosis , cerebrovascular accident, coagulopathy, immune 
thrombocytopenia, thrombectorny, vomiting , decompressive craniectomy , cerebral haemorrhage, platelet t ransfus ion, 
venous hypertension, vision blurred, headache, nausea, fatigue , haemorrhage intracranial , thrombosis ~ith 
thrombocytopenia syndrome, feeding disorder , cerebral venous sinus thrombosis , aphasia , confus i onal state, 
hype rtension , hyperglycaemia , muscu lar weakness , intracranial pressure increased, subarachnoid haemorrhage and 
neurologi cal decompensation as serious due to seriousness crlt.eria of death . 
The reporter considered the events of cerebral venous thrombosis , cerebrovascular accident , immune 
thrombocytopenia and cerebral haemorrhage we re considered serious due to seriousnes s criteria o f important medical 
event . 

For regulat:ory reporting purposes , if an event is spontaneously reported , at least a r easonabl e possibility o f a 
causal relationship is implied by the repor t e r , even if the relationship is unknown or unstat e d . 

The Astra- Zeneca COVID-19 vaccine is an AstraZeneca Canada inc product authorized under the interim order . 

Summary of fo l low- up informat.ion receive d by .lli.st..razeneca/Nedlmmune 29- ~ar - 2022 from healt,h professi onal via 
spontaneous source : Hew prim,:1ry rP-porter health professionil.l added . New events including Haemorrhage .intracranial , 

Page: 53 of/de 2,140 
A2023000085 



Confusiona1 s t ate , HyperLQnsion , Hyperglycaemia , Muscular weakness , Intracranial pressure increased, Subarachnoid 
haemorrhage and Neuroloqical decompensation . 

Corrected ceport on 21-Apr-2022 : CCC updated . CAUSE OF DEATH : CEREBRAL VENOUS THROMBOSIS CAUSE OF DEAT~: 
CEREBROVASCULAR ACCIDENT CAUSE OF DEATH: COAGU!.OPATHY CAUSE or DEATH : HU-IUNE THROMBOCYTOPENIA CAUSE OF DEATH : 
THROMBECTOMX CAUSE OF DEATH : VOMrTING CAUSE OF DEATH : DECOMPRESSIVE CRANrECTOMY CAUSE OF DEATH : CEREBRAL 
HAEMORRHAGE CAUSE OF DE~.TH : PLATELET rRANSFUSION CAUSE OF DEATH : VENOUS HYPERTENSION CAUSE OF DEATH: VISION 

BLURRED CAUSE OF DEATH: HEADACHE CAUSE OF DEATH : NAUSEA CAUSE OF DEATH: FATIGUE CAUSE OF DEATH : HAEMORRHAGE 
INTRACRP.NIAL CAUSE OF DEATH : THROMBOSIS WITH THROMBOCYTOPENIA SYNDROME CP.USE OF DEATH : FEEDING DISORDER CAUSE OF 
DEATH : CEREBRAL VENOUS SINUS THROMBOSIS CAUSE OF DEATH : APHASIA CAUSE OF DEATH : CONFUSIONAL STATE CAUSE OF DEATH : 
HYPERTENSION CAUSE OF DEATH: HYPERGLYCAEMIA CAUSE OF DEAT!l: MUSCULAR liEAKNESS CAUSE OF DEATH : INTRACAANIAL 
PRESSURE INCREASED CAUSE OF DEATH : SUBARACH!,OID HAEMORRHAGE CAUSE OF DEATH: NEUROLOGICAL DECOMPENSATION CEREBRAL 
VENOUS THROHBOSIS - MEDICAL CONftRMATCON BY HEALTH PROFESSIONAL : Yes CEREBROVASCULA.R ACCIDENT - HEOICllL 
CONFIRMATION BY HEALTH PROFESSIONAL: Yes co~.GUL,OPATHY - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes IMMUNE 
THROMBOCYTOPENH - MEDIO,.L CONFIR!-!.'.TION BY HEAI.TH PROFESSION.~L : Yes THROMBECTOMY - MEDICAL CONFIRM~.TION BY HEALTH 

PROFESSIONAL; Yas VOMITING - MEDICAL CONFIRMATION BY flEALTII PROFESSIONAL; Yas DECOMPRESSIVE CRANlECTOt-!Y - MEDICAL 
CONFIRMATION BY HEALTH PROfESSJONAL: Ye • CEREBRAL HAEMORRHAGE - MEDICAL CONFIPMATION BY HEALTH PROFESSIONAL: Yes 
PLATELET TRANsE·usroN - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes VENOUS HYPERTE:NSION - ~!EDICAL CONFlRMATION 

BY HEALTH E'ROFESSIONAL: Yes VISlON BLURRED - MEO[CAL CONFrRMA1IOlf BY HEALTH PROFESSIONAL : Yes HEADACHE - MED[CAL 
CONFIR~!ATION BY llEAL'fll PROFESSJONl\L: Yes NAUSEA - MEO[CAL CONPlRMATION BY IJEI\Ltrr PROHSSIONAL : Yes FATIGUE -
MED!Ci\L CONFIRM/IT ION BY IIE/\LTIJ PROFESSION/IL : Y<>s THROMBOSI S Wl TII TIIROMBOCYTOPENI/1 S YNDROME - MEDICl\L CONFIRMATI ON 
BY HEALTH E'ROFESSIONAL: Yos FEEDING DISORDER - MEDICAL CONFIRMATION BY HEl\LTH PROFE SSIONl\L: Y~• CEREBIRJ\L VENOUS 
SINUS THROMBOSIS - MEDICAL CONF1Rl1ATION BY HEAi.TH PROFESSIONAL: Yes APHASIA - MEDICAL CONFIRl1J\TlON BY HEALTH 
Pf<OF'CSS[ONAL : Yes CONfVSlONAL S'fl'.TC - MED!Cl'.L CONf'lRMl\1'JON BY H~AL'fH PROfESSIONl\L : Yes HYP~Rl'ENSION - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL: Yes HYPERGLYCAEMIA - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes 
MUSCULAR WEAKNESS - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Y8s INTRACRANIAL PRESSURE INCREASED - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL: Yes SUBARACHNOID HAEMORRHAGE - MEDICAL CONFlRl•!J..TlON BY HEALTH PROFESSIONAL: 
Yes NEUROLOG[CAL DECOMPENSATION - MEDICAL CONFIRl1/\TION BY HEALTH PROFE:SSIONAL: Yes NULLIFICATION/i\1-IE:NDMENT REASON : 
Amendment: See corrected/ amended report paragraph in narrative . 
The Astra - Zeneca COVID- 19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

This case concerns a 54-year-old female vaccinee with reported 26 fatal serious adverse events . Thrombosis (PT: 
Cereblal venous thrombosis , Cerebrovascular acci dent, Thrombectomy) in combination r.dth throrobocytopeni a (PT : 
Immune thrombocytopenia) is listed in the company core data sheet o( AZDl222 . However, ~s t.he event.s ( tiTs : 
Cerebral venous thrombosis # Cerebrovascular ~ccident , Thrombectomy, Immune thrombocytopenia) were repor ted with 
seriousness criteria of death , the combination is consideted unlisted. Vomiting , Headache , Nausea. ,;ind F-0ti9ue are 
listed in the company core data sheet of AZD1222 . However as they were reported with seriousness criteria of 
death, these even t s are considered as unlisted. The cause of death reported are all 26 serious events . 
Concomita nt. medication metfo:c:min a nd sitagliptin could be conside r ed as confounding factors for Vomiting , Nausea , 
headache and fatigue . All the reported events could be in association with each other. Due to limited information 
on baaseline health condition before vaccination, relevant medical and family history, date of vaccination, event 
onset and death dates , details and circumstances surro1.1nding the events, possible risk factors (diabetes, 
cardicvasculat· disorders, neurological disorders , infection> and detailed diagnostic and etiologic workup 
(physical examina~ion, neutological findings, complete blood count , blood laboratory tes~s , coag~la~ioo studies, 
infection profile , electrocacdiogram, echocardiogram, chest radiological studies and imagi ng a nd abdominal 
ultrasound/radi ologi cal i maging) , autopsy report with confirmed final diagnosis , th(} !!valuation did not f ind 
evidence to suggest a causal r elat ionship bet.ween the event s and AZ01222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

I Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebral venous thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11} 

Comments (B.1.7.1g) 

MedDRA version (B,1,7.1a,1) Episode name (B,U ,1a,2) 

26 . 0 C@rebrovascula r accident 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

(B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: 
Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA ve·rslon (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA ve-rsion (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

IE2B 04652541 (2) 

Episode name (B.1.7.1a.2) 

Coagulopathy 

Continuing (B.1.7.1d) l Enddate 

Episode name (B .1.7.1a.2) 

Immune thrombocytopQnia 

Continuing (8.1.7.1d) I End date 

Episode name (B.1.7.1a.2) 

Thrombectomy 

Continuing (8 .1.7.1d) I End date 

Episode name (B.1.7.1a.2) 

Vomiting 

Continuing (B.1.7.1d) I End date 

Episode name (B.1.7.1a.2) 

Decompressive craniectomy 

Continuing (B.1.7.1d) I End date 

Episode name (B.1.7.1a.2) 

Cerebral haemorrhage 

Continuing (B.1.7.1d) I End date 

Episode name (B.1.7.1a.2) 

Platelet transfusion 

Continuing (B.1.7.1d) I End date 

Episode name (B.1.7.1a.2) 

Venous hypertension 

Continuing (B.1.7.1d) I End date 

!Episode name (B.1.7.1a.2) 

I 

(B.1.7.11) 

(B.1 .7.11) 

(B.1.7.11) 

(B.1 .7.11) 

(B.1 .7 .11) 

(B.1 .7.11) 

(B.1.7.11) 

(B.1 .7.11) 

PageU3 
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Canada Vigilance AER#: 
26 . 0 

Start date (8.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) 

2& . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA ve·rsion (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

IE2B 04652541 (2) 
Vision blurred 

Continuing (B.1.7.1d) I End date (B.1.7.11) 

Episode name (B.1.7.1a.2) 

Headache 

Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Episode name (B.1.7.1a.2) 

Hau9ea 

Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Episode name (B.1.7.1a.2) 

f'atigue 

Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Episode name (B.1.7.1a.2) 

Haemorrhage i ntracranial 

Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Episode name (B.1.7.1a.2) 

·rhrombosis wi th thrombocyt openia syndrome 

Continuing (B.1.7.1d) I End date (B.1.7.11) 

Episode name (B.1.7.1a.2) 

Feeding d i sorder 

Continuing (B.1.7.1d) I End date (B.1.7.11) 

Episode name (B.1.7.1a.2) 

Cerebral venous s i nus thrombosis 

Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Episode name (B.1.7.1a.2) 

Aphasia 

Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

I PageU4 
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Canada Vigilance AER#: IE2B 04652541 (2) 
Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Conf usi onal stat.e 

Start date (B.1.7.1c) Continuing (B.1.7.1d} I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2} 

26 . 0 flyp~rtens i o n 

Start date (B.1.7.1c) Continuing (8.1.7.1d} I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hyperglycaemia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA ve·rslon (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Muscular weakness 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Intracranial pressure i ncrease d 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Subarachnoid haemorrhage 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA ve-rsion (B.1 .7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Neuro logical decompensation 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

I 

(B.1.7.11) 

(B.1 .7.11} 

(B.1.7.11) 

(B.1 .7.11) 

(B.1 .7 .11) 

(B.1 .7.11) 

(B.1.7.11) 

PageU5 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.1.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRI VACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PR! VACY 

(A.2.1.1d) 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Cana d a 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

Qu.ilification (A.2.U) 

Other heal t h professi onal 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
UNKNOWN 

(A.2.1.1d) 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qu.ilification (A.2.1.4) 

Other health p rofessio nal 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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D um r R d U 
lnforrnrrnon Act hv HP'111 CJOMS FO.Rtl\11 
d1 ul LI ud I l I 

l'mfo maMn ar ante Cona ,j 

SUSPECT ADVERSE REACTION REPORT 

I I I I I I I I I I I 
I.REACTION INFORMATION 

I .PATIENT INTTIALS la.COUNTRY 2.DATE OF BIRTH 2o.AGE 3. SEX 4-6 REACTION ONSET 8-12 CHECK ALL 
(first. last) 

Ca nada Day 

I 
Month I Year Year.; Day 

I 
Month I Year APPROPRJ;XTE 

68 Kg 
TO ADVERSE 

54 F ? ? ?? ?? REACTION l 60 cm 

7+13 DESCRIBE REACTION(S) (including relevant tests/lab data) 

Cereb ral venous thrombosjs (10008138) [v . 26 . 0) - Fatal 
Ix) PATIENT DIED 

Protocol relatedness : D INVOLVED OR 
As per ,eporter : PROLONGED INPATIENT 
As per compan;, : HOSPITALIZATION 

Cerebrovascular acciden t (10008190 ) [v . 26 . 0] - Fatal 
0 JNVOLVED PERSISTENCE OR 

SIGNIFICANT DISABILITY OR 
Protocol relat:edness : fNCAl'ACITY 
As per reporter : 
As per company : □ LfFE THREATENING 

Coagu l op;:i thy (10009802 ) [ v . 26 . OJ - F;:i ta l 

Protocol rclotedness : □ CON<lENITAL.ANOMALY 
As per reporter : 
As per company: 

Immune t h r olnbocytop enia (10083842) [ v . 26 .01 Fatal 
Ix) 011-lER MEDICALLY IMPORTANT 

CONDITION -
P.rotocol rela tedne ss : 

Cont . .. 

JI.SUSPECT DRUG(S) INFORMATION 

J 4. SUSPECT ORUG(S) (illcludc geocric name) 20.0TD REACTION ABATE 

VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0 . 5ML (cha.dox l - s [ recombinant] ) ( SOLUTION 
AFTER STOPPfNG DRUG? 

INTRAJ\10S CULAR) ( c h ad oxl- s [recombinant]} , Un known 

Cont . . . □ YES □ No □ NA 

I 5. DAILY DOSE(S) 

1

16. ROUTE(S) OF ADMINISTRATION 21.DID REACTION 

Dose Un known ON CE/ SINGLE IntramuscuJ.ar 
REAPPEAR AFTER 
REINTRODUCTION? 

17. INDlCATION(S) FOR USE 
COVID- 1 9 prophylaxis [l0084458 ] [ v . 26 . OJ 

□ YES □ NO □ NA 

18. IBERAPY DATES(fi"onlito) 119. THERAPY DURATION 

Ill.CONCOMITANT DRUG(S) AND HISTORY 

22.CONCOMJTANT DRUG(S) AND DATES OF ADMJNTSTRATION (exclude those us,d to u~at reaction) 

METFORMI N/SITAGLI PTIN ONCE/SINGLE 

E: (M£TFORMIN, ADMINIS'l'l<AT!◊"N 

S I TAGLI PTIN ) (ME,TFORMIN", 

SITAGLIPTIN) 
C'Ant-

21 OTHER RELEVANTHTSTORY (e.g. diag11os1ic:;, allergic,, prognancywitli la& tnonth of pe)j od, clc.) ✓ 

,,, 

IV.MANUFACTURER INFORMATION 

24a. NAME AND ADDRESS OF MANUR~CTURER 
HealthCanada Post Market -
Canada 

24b. MAt CONTIWL NO. 
CA-AstraZeneca-2021A714773 

Log No : 2021A7 14773 

24c. DATE RECEIVED 24d. REPORT SOURCE 
BY MANUFACTURER □ STUDY □ LITERAfURE □ AUTHORITY 

21/APR/2022 1K] HEALTH PROIBSSlONAL □ OTHER 

DATE Of TI-US REPORT 25a. REPOR,· TYPE 
21/IIPR/2022 !XI INrnAL □FOLLOW VP 

COVID-19 VACCINE ASTRAZENECA 
COVID-19 VACCINE ASTRAZENECA 
COVID-19 VACCINE ASTRAZENECA 

Company Remarks (Sender: ' s comments) 
This case concer ns a 54-year-old female vacci nee 
wl t.h report ed 26 fatal sez:ious adverse events . 
Thz:ombosis ( PT : Cerebral venous thrombosis , 
Cerebrovascular accid ent , Thrornbectomy) in 
c ombination with thrombocytoeenia (PT : Immune 
thrombocyt openi a) i s l i sted in the company core 
d ata s heet of AZD1222 . However, as the events 
(PTs : Cerebral venous th.romb osi s , Cerebrovascular 
accident , Thrombectomy, Immune thrombocy top enia) 
were rep orted wjth seriousness c riteri a of death, 
t he combi nat ion is c onsidere d unliste d . Vomit ing , 
Headache, Nause a and Fat igue are l i st ed i n the 

Cont ... 

Cont ... 

= Continuation attached sheet(s) 
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Reaction Information ( Cont ... ) 

Seq. No. 1 
Reaction 
Duration 

Cerebral venous thrombosis (10008138) [v . 26 . 0J 
5 D 

Describe Reaction(s)(lnclude relevant test/lab data) ( Cont ... ) 
As per reporter : 
As per company : 

Thrombectomy (10043530) ( v . 26 . 0] - Fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

Vomi ting (1 004770 0) [v.26 . 0 ] - E'ata l 
Protocol relatedness : 
As per r e porter : 
As per company : 

Deco mpressive croniectomy (10078092 ) [v . 26 . 0 ] - Fatal 
Protocol r e l a tedness: 
As per reporter: 
As per company : 

Cerebral haemorrhage (10008111 ) (v.2"6 . 0J - Fatal 
ProtocoL relatedness : 
As per reporter : 
As per company : 

Pl atelet transfusion (10035543) [v . 26 . 0] - Fatal 
Protocol relatedness : 
As per reporter : 
As per company: 

Venous hypertension (10082503) [v . 26 . 0] - Fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

Vi sion blurred (10047513) [ v . 26 . 0 ] - Fatal 
Pr otocol relatedness : 
As per reporte r : 
As per company : 

Headache (10019211 ) [v . 26 . 0] - fata l 
Protocol relatedness : 
As per reporter : 
As p-.,r company : 

Nausea (10028813) [v . 26 . 0 J - Fatal 
Pr otocol relatedness : 
As pet repo;r.te r : 
As per compan;t : 

Fati gue (10016256 ) [v . 26 . 0J - Fatal 
Protocol r elatedmass : 
As per reporter : 
A's per company : 

Haemorrhage int:r-acranial (10018$-115) [v . 26.0 ] -, Fatal 
Protocol relatedness : 
As_ per reporter : 
Al's per collipany : 

Thrombosi s wi th th r ombocytopenia syndrome (1 0086158) [v . 26 . 0] - Fatal 
Pr otocol relatedness : 
As per reporter : 
As per company : 

Feeding disorder (10061148 ) (v . 26 . 0 J - Fatal 
Pr otocol relat s'dness : 
As per reporter : 
As per company : 

Cer ebral venous sinus thrombosis (100 83037 ) [v . 26 . 0] - Fatal 
Protocol relatedness : 
As per repo rter : 
As per company : 

Ap hasia (10002948- ) [v . 26 . 0 J - Fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

Confusi ona l state (10010305) [v . 26.0] - Patal 
Protocol relatedness : 
As per reporter : 
As per company : Page: 62 of/de 2,140 
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Hypertensjon (10020772 ) {v . 26.0] - Fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

Hyperglycaemia (10020635 ) [v . 26 . 0] - Fatal 
Protocol relatedness: 
As per reporter : 
As per company : 

Muscular weakness (10028372) [v . 26 . 0) - Fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

I ntracrania l pressure i ncre ased (10022773) [v . 26 .0] - Fatal 
Pr otocol relatedness: 
As per reporter : 
As per company: 

Suba r ach noid haemo r rhag e ( 1004 2316) [v. ?6 .0] 
Protocol r e l atedn e ss : 
As per r epo rter : 
As per company : 

Fa La l 

Neurological decompensation (10068357) [v.26 . 0] - Fatal 
Protocol rel atedness : 
As per reporter : 
As per company : 

Case level outcome : Fatal 

A spontaneous report has been received f r om a health professional via the regulatory authority in Canada 
concerning a fema l e patient of unknown ethnic orjgin of age 54 years , he i ght 160 cm and weight 68 kg . 

No medical history was reported . 

Concomitant medicat i on incl uded metformin, sitagliptin and paracetamol . 

On an unknown date, the patient received Covid- 19 Vaccine Astrazeneca (covid- 19 vaccine nrvv ad (chadoxl 
ncov- 19)) (batch number Unknown) once/singl e administrat i on , via i ntramuscular r oute , fo r covid- 19 prophyla x is . 

On an unkno wn da t e , the paLient experienced c erebr al venous thrombosis (preferred t erm : Cerebra l venous 
thrombosi s ), c e rebrovasclllar accident (pr e f erred term : Ce rebrovascular acci d e nt), coaglllOpa t hy (preferred t e rm: 
Coagulopathy), immune thrombocytopenia (preferred term : I mmune thr ombocytopenia), t hrombectomy (preferred t e rm : 
Thrombectomy l , vomiting (preferred term : Vomiting), decompressive craniectomy (preferred term : Decompressive 
craniectomy) , cerebral haemorrhage (preferred term: Cerebral haemorrhage ), platelet transfusion (preferred 
term: Platelet transfusion) , venous hypertension (preferred term: Venous hypertension), vision blurred 
(preferred t erm : Vision blurred) , headache (preferred term : Headache) , nausea (preferred term : Nausea), fatigue 
(preLerred term : Fatigue ), haemorrhage intr acranial (preferred term: Haemorrhage i ntracrania.i) , thrombosi s with 
thrombocyt openia syndrome (preferred term: Thrombosis with thrombocytopenia syndrome) , feeding di-sorder 
(pr-eferred term : Feeding disorder') , cerebral venous sinus thrombosis (preferred term : CerE!b.ral venous sinus 
t h rombosis ), aphasia (p1eeferred t erm: Aphasia) , confusi ona l state ("j>,tefe r red ter m: Confus_ion.a l state) , 
h)tpertensi o n (pte-fer red ter m: J-lype.rtension ), hypei;glycaemja (preferred term : Hype,;glycaemia) , muscul ar weakness 
(pr.eferred term: Muscular weakness) , intracranial pressure increased (preferred term : I ntracrani al pressure 
i n creased) , subarachnoid~h~emorrhage (preferred term : Subarachnoid haemorthage) and neurological decompensation 
(prBferred term: Neurological decompensation) . 

It was unknown if any action was: t a ken with Covid- 19 Vaccine Astrazeneca. 

On an unspecified date , the patient died from the event of cerebral venous thrombosis , cerebrovascular 
accident, coagulopathy , . i mmune t.hrombocytope nia , thrombectomy, vomiting, decompressive craniectomy, cerebral 
haemorrhage, platelet transfusion , venous hypertension , vision blurred, headache, nausea , fatigue , haemorrhage 
intracranial , thrombosis with thrombocytopenia syndrome, feeding disorder , cerebral venous sinus thrombosis, 
aphasia , confusional state , hypertension , hyperglycaemia , muscular weakness , intracrani a l pressure i n c r eased , 
subarachnoi d haemo r r hage and neurological decompensat i on . 

The cause of deat h was cerebral venous thrombosis , cerebrovascul ar accident , coagulopathy, immune 
thrombocytopenia, t hrombectomy, vomi ting, decompressive craniectomy , cerebral haemorrhage , platelet 
transf usion, venous hypertension, v i sion b l urred, headache , nausea, fatigue , haemorrhage intracranial , 
thrombosis with thrombocytopenia syndrome, feeding disorder , cerebral venous sinus thrombosis , aphasia , 
confusional state , hypertension, hyperglycaemia , muscular weakness , intracr anial pressure increased, 
subarachnoi d haemo r r hage and neurological decompensatLon . 

The reporter considered the events of cerebral venous thrombosis, cerebrovascular accident, coagulopathy , 
immune thrombocyt openia , t hrornbectomy, vomiting , decompressive craniectomy, cerebr al haemorrhage , p l atelet 
transfusion, venous hypertension, vision blurred, headache , nausea, fatigue, haemorrhage intracranial, 
thro mbosis wi th thrombocytopenia syndrome, feed i ng d i sorder , cer ebral venous sinus thrombosis , aphasia , 
confusional state , hypertension, hyperglycaemia , muscular weakness , intracranial pressure increased, 
subarachnoi d haemorrhage and neurological decompensation as serious due to seriousness criteria of death . 
The reporter considered the events of cerebral venous thrombosis , cerebrovascular accident, immune 
thrombocytopenia and cerebral haemorrhage were considered serious due to seriousness criteria of important 
medical event . 

For regulatory reporting purposes , i f an event is spontaneously reported, at least a reasonable possibi l i ty of 
a causal relatior,shi p is implied by the reporter, even if the relationshi p is unknown or uns tat ed page: 63 of/de 2,140 

A2023000085 



HealLhCana da Pos L Ma rke t 
Canada 

JI 

11 

Continuation Sheet for CIOMS report Mfr. Control No. :CA-AstraZeneca-202lA714773 

The Astra-Zeneca COV1D-l9 vaccine i s an AstraZeneca Canada inc product authorized under the interi m order . 

Summary of follow- up information received by AstraZeneca/Medimmune 29- Mar-2022 from health professional via 
spontaneous source : New pri mary reporter health professional added. New events i ncluding Haemorr hage 
intracranial , Thrombosis with thrombocytopenia syndrome, Feed ing disorder , Cerebral venous sinus thrombosis, 
Aphasia , Confusional state , Hypertension, Hyperglycaemia , Muscular weakness, Intracranial pressure increased, 
Subarachnoid haemorrhage and Neurological decompensation . 

Corrected report on 21-Apr-2022: CCC updated.CAUSE OF DEATH : CEREBRAL VENOUS THROMBOSIS CAUSE OF DEATH : 
CE:REBROVASCULAR ACCIDENT CAUSE OF DEATH : COAGULOPATHY CAUSE OF DEATH: IMMUNE THROMBOCYTOPENIA CAUSE 01" DEATH : 
THROMBECTOMY CAUSE OF DEATH: VOM I TING CAUSE OF DEATH: DECOMPRESSIVE CRANIECTOMY CAUSE OF DEATH : CEREBRAL 
HAEMORRHAGE CAUSE OF DEATH : PLATELET TRANSFUSION CAUSE OF DEATH : VENOUS HYPERTENSION CAUSE OF DEATH : VISION 
BLURRED CAUSE OF DEATH : HEADACHE CAUSE OF DEATH : NAUSEA CAUSE OF DEATH : FATIGUE CAUSE OF DEATH : HAEMORRHAGE 
I NTRACRANIAL CAUSE OF DEATH : THROMBOSIS WT TH THROMBOCYTOPENI A SYNDROME CAUSE OF DEATH : FEEDING DISORDER CAUSE 
OF DEATH : CEREBRAL VENOUS SINUS THROMBOSIS CAUSE OF DEATH : APHASIA CAUSE OF DEATH : CONFUSIONAL STATE CAUSE OF 
DE:ATU: HYPERTENSI ON CAUSE OF' DEA'l'H: HYPERGLYCAE:M IA CAU SE: OF DEATH: MUSCULAR WEAKNESS CAUSE OF DEATH: 
I NTRACRANIAL PRESSURE INCREASED CAUSE OF DEATH: SUBARACHNO J D HAEMORRHAGE CAUSE OF DEATH : NEUROLOGICAL 
DECOMPENSATION CEREBRAL VENOUS THROMBOSI S - MEDICAL CONFI RMATION BY HEALTH PROFESSIONAL : Yes CEREBROVASCULAR 
ACCI DENT - MEDICAL CONF'!RMATTON BY HEALTH PROPESSIONi'IL : Yes COAGO LOPATHY - ME DICAL CONFrRMl>iTTON BY HEALTH 
PROFESSIONAL : Yes IMMUNE Tl lROMBOCYTOP!-: NlA - MEDI CAL CONF'J RMAT!ON BY HEALTH PROF8SSTONAL : Yes THROMBECTOMY -
ME: IHCI\L CO NFIRMI\T TON BY HF.i\LTH PROFESS ION/\1,: Yes VOMI T TNG - MF:Dl Cl\l, CONFTRMI\T ION BY H r:i'ILTH PROl"ESS IONAL: Yes 
DECOMPRESSIVE CRANI ECTOMY - MEDI CAL CONFIRMATION BY HEALTH PROFESSIONAL: Ye s CEREBRAL HAEMORRHAGE - ME DI CAL 
CONFIRMATION BY JlEALTH PROFESSI ONAL : Yes E'l,ATELET TRANSFOSJON - MEDICAL CONF!RMA'l' IO N BY HEALTH PROFESSIONAL: 
Yes VF.NOUS HYPERTSNS10N - MEDICAI, CONFIRMAT10N BY HEALTH l?ROFESSTOhlAL : '/es VT SION BLURRED. - MEDI CAL 
CONFIRMATION B)'. HEALTH PROFESSIONAL : Yes HEADACHE - MEDlCA:L CONFIRMA'l:iON BY HEALTH PROFESSI-ONAL : Yes NAUSEA -
MEDICAL CONFIRMATION BY Htl\LTH PROEESSIONAL : Yes FATIGUE - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes 
T}IROMBOSIS WITH THROMBOCYTOPENIP.. SYNDROME - - MEDICAL CONF1RMATI ON BY HEALTH PROFESSIONAL : Yes FEEDING DISORDER -
MEDl CAL CONl"lRMATION BY HEALTH PROF£SSIONAL : Yes CEREBRAL VENOUS sMus THROMBOSIS - MEDICAL -CONFIRMATION BY 
HE:ALTH PROFESSIONAL : Yes APHASIA - MEDICAL CONl"IRMATION BY HEALTH PROFESS I ONAL : Yes CONFUSIONAL STATE - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL : Yes HYPERTENS I ON - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes 
HYPERGLYCAEMIA - MEDICAL CONl"IRMATION BY HEALTH PROl"ESSI ONAL : Yes MUSCULAR WE,AKNESS - MED ICAL CONFIRMATION BY 
HE.ALTH PROFESSIONAL : Yes INTRACRANIAL PRESSURE INCREASED - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes 
SUBARACHNOJ D HAEMORRHAGE - MEDICAL CONFIRMATION BY HEALTH PROFESSI ONAL : Yes NEUROLOGICAL DECOMPENSATION -
ME:DICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes NULLIFICATION/AMENDMENT REASON : Amendment : See corrected/ 
amended report paragraph in na rrative . 
Th e Astra-Zeneca COV1D-19 Vacci ne i s an AstraZeneca Canada 1nc . p c oduct authorized under t he I ntec im Or der . 

Company Remarks (Sender's comments) (Cont ... ) 

company cor e data sheet of AZD1222 . However as they were reported with seri ousness criter i a of death , these 
events are considered as unlisted . The cause of death reported are all 26 serious events . Concomitant 
medi cation metf ormi n and s i tagl i ptin coul d be considered as confoundi ng factors for Vomiting, Nausea, headache 
and Fatigue . Al l the reported events coul d be in associ ation with each other . Due to l i mi ted i n f o r mation on 
baseline heal th condition before vaccination, relevant medi cal and f amily history, date of vacci nation, event 
onset and death dates , details and circumstances surroundi ng the events , possible risk tactors (diabetes , 
cardiovasc ular disor ders , neurol ogical d i s o rder:-s , inEection) and de t ai l ed diagnostic and e t iologic workup 
(physical examinatio n , neur ologi cal findi ngs, complet e b l ood c ount, blood l aboratory tests, coagula tion 
studjes, infection profil e , electrocardio g r am, echocardi o g r am, chest radi o l ogi ca l studi es a n d jmagi ng and 
abdominal ultrasound/radi o l ogi cal imagi ng) , autopsy report with confi rmed f i nal d i agnos i s , the eval uat i on d i d 
not find evjdence t o suggest a causal re l at i onship between the events and AZD1222 . 

Suspect Drugs (Cont ... ) 

Product-Reaction level 

Seq.No. 
Dtug 

Daily Dose 
Route of Admin 

Causality 

1 
VAXZEVRI A VIAL CON'tAINS 10 DOSES OF 0 . 5ML(chadoxl- s [ recpmbi nantj) (SOLUTION 
INTRAMUSCULA.R) ( chac\oxl - s [ recomb.i'.nan't I f , Unknown 
1 ) Dose Unknown ONCB7Sl NGLE ADMI NI STRATTON 
1 ) Intramuscular 

1) Cerebral venous thrombosis ( 1000~ 138 l -I v . 2 6 . 0] 
Action(s) taken with dmg Unknown 

Concomitant drugs (Cont ... ) 

Seq.No. 
Drug 
Route of Admin 

Seq.No. 
Drug 
Daily Dose 
Route of Admin 

Initial Reporter ( Cont. .. ) 

1 
METFORMI N/SITAGLIPT IN E (METfORMIN , SITAGLI PTI N) (METFORMIN, SITAGLI PTlN) 
l ) Unknown 

2 
TYLENOL (acetami nophen) (NOT SPECIFIED) (acetami nophen) 
1 ) ONCE/SINGLE ADMINISTRATION 
1 ) Unknown 
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HealthCanada eos t _Market 
Canada 

Continuation Sheet for ClOMS report 

PRIVACY UNKNOWN eRlVACY 
UNKNOWN 
UNKNOWN, UNKNOWN UNKNOWN 
Canada 

Dom, 
Inf 1 DaSf', •P !A/,R/2022 
UI U t age : 5 { 5 I 

I r 

Mfr. Control No. :CA-AstraZeneca-2021A714773 
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lcanada Vigilance AER#: le2B 04677486 (1) 

Canada Vigilance HC Latest Received Date: 
20211112 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021 011',1323 (2 l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~------'-~---'-~-'---~-"----------j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210909 
CCYYMMDD 

Addltlonat documents? (A.1.8.1.) 

No 

2 0211108 
CCYY!-t'1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'!:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021Qll91323 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2 ) E2B_01841533 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!ZER INC- 20210119l 323 

Reason for nullification (A.1.13.1) 

Onset Age 

19 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04677486 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

DIED THE NEXT MORNING AFTER GETTING THE VACCINE AFTER JOGGING. 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(Ll T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a sponta neou s repo1t from a contactable consumer . A 19-year- olct fema le pati~nc received BNT162B2, vi~ a n 
unspecified route of ad:ninistration on an unspecified date (Batch /Lot number r,.,•as not reported) as dose nurr.ber 
unknown, single for COVID-19 i rrinuni sation . The patient ' s medical history and concomitant medications were not 
reported . The patient died the next morning after getting the vaccine after jogging on an unspecified d~te . Caller 
stated the vaccine is causing death, permanent disability , blindness , heart attacks , strokes , and blood clots 
being the number 1 thing . The patient died on an unspecif ied date . It was unknown if an autopsy was performed . The 
outcome of the event •,1as fatal . 

The following information on the lot/batch number has been requested . 

Follow- up (08Nov2020): This follow-up is being submitted to notify that the batch/lot number is not available 
despite the follow- up attempts made . Follow-up attempts have been completed and no further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4J 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- - --- - - -- - --- ------ - - -- - - ----------

Patient Medical History (B.1.7) 
MedDRA ve.rsion (8.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

-

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 

Page: 71 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101197454 {l) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 04681454 (O) 

HC Latest Received Date: 
20210917 
CCYYMMDD 

HC Initial Received Date: 20210917 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7} Disabling/Incapacitating? No 

20210913 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

20210913 
CCYYMHDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IJIC-2021Qll97454 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZEIUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!ZER !NC- 202t01L97~54 

Reason for nullification (A.1.13.1) 

Onset Age 

16 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04681454 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

5 Days 5 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

DIED 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightli ghted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t from the Pfizer Sponsored ?rogram Pfizer . com - Genera l Company tnformation , received 
from a concactable consumer . A 16-year-old male patient received BNT162B2 (~FIZER- BIONTECH COVID-19 V~CCINE), via 
an unspecified route of admini st:-ation on an unspecified date as single dose f o r covi d- 1 9 immunisation. The 
patient medical history and concomitant medications \<i'ere not reported . The patient d iecJ five days afte r he took 
the vaccine . The outcome of the event was fatal . The patient died on an unspecified date . It was not reported if 
an autopsy was performed. 

No f o llow- up attempts ().re possible; info rmation about lot/batch number cannot be obtained. No further informat.ion 
is -expected. 
BNT162B2 approved under Interim Order in Canada. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (8.5.la) 

Sender's diagnosis (8.S.3b) 

Sender's comments (B.S.41 

Unit (B.3.1e) Nor mal low range (B .3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of t ests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of deat:.h 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) I End date (B.1.7.11) 

Comments IB.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (8.1.Sg.2) 

I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
Qualificati on (A.2.U) 

Consume 1 / o t her non he ~lth prof e ssional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04689995 (O) 

Canada Vigilance HC Latest Received Date: 
20210921 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210921 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2021- 319893 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------~-----~"'--'-J......C--"'-~-------------~----1 

Type of report 

-Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Disabling/Incapacitating? No 

20210913 
CCYYMMDD 

Additional documents? (A.1.8.1) 

Yes 

20210913 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

~2b biffere~ces Repo~t 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC.-MOD-2021•319893 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Souree(s) (A.1.11.1) 

irrns 
QMODER!ll\.l> 

Duplfcate (0) / Link (L) Report number(s) (A.1.12) 

(1) £2ll_04689993, (2) t2B_04690139 

Report riullifieation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMI\ Cl\NI\DA CORPORATION 

PRIVACY Female 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- l rms -t•mCA2l - 03016 
-CA- MOOERNI\TX, INC . - MOb- 2021- 319893 

Reason fot nullification (A.1.13.1) 

Onset Age 

19 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 04689995 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada Unknown 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510014 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

Non-Health care professional 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

19 YEAR OLD WOMAN GOT THE MODERNA VACCINE IN AND DIED THE NEXT DAY. 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedORA term(LL T) (B.2. i.1.b) 

Death 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Death 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

(8.2.1.8) 

This spontaneous c ase was teported by ii consl.lmer and de.scribes t.he occurre11ce of DEATH (1 9 year old woma11 got. the 
Moderna vaccine in and died the next day . ) in a 19- year- old female patio2nt who received mRNA-1273 (Moderna 
CoviD- 19 Vaccine) {batch no. Unknown) for COVID-19 vaccinati on . 

No Medical History information was reported . 

On an unknown date , the pa tient received dose of mRN~- 1273 (Moderna CoviO- 19 Vaccine) (unknown route) 1 dosage 
form . Death occurred on an unknown date The cause o f death was not r eported. rt is unknown if an autopsy was 
performed . 

~lo relevant concomitant and t:reatment. medications ,1e,e 1eported . 

This case concerns a 19 year-old female patient with no details on past medical history , with un@i-.-pected events 
reported of Death which was happed one day after the administration of Hoderna Vaccine {date of vaccination not 
reported including the dose number} . The reported cause is unknown including if an autopsy was done . The benefit 
r isk relationship of Moderna vaccine is not affected b y this re-port . 

Thls case was linked to MOD-2021- 319899 (Patient Li nk) . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

This case concerns a 19 yeac-old female patient with no details on past medical history , with unexpected events 
reported of Death which was happed one day after the administration of Moderna Vaccine {date of vaccination not 
repoi:tect including the dose numbe.-1 , The .-e,>ortect ca\lse is unllno·•n including if an ,rntopsy ""s done . The 
benefit risk relat.ionship of ~ode1na vacci ne is not. a(fect ed by this report . 

Unit (B.3.1e•) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26. 0 Unknown cause of dea t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

(B.3.1.2) More info (8.3.1.3) 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth profe ssi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: I E2B 04738411 (3) 

Canada Vigilance HC Latest Received Date: 
20211102 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZER INC- 20210L~75ll ~f4) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ........ '-'-------'----'----'---~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? Yes 

2021-
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

2 021-
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IRC-202101275114 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Ffizer 
PFIZERil<C 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2 ) 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (8,1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Yes 

No 

Yes 

Duplicate Case Ident ifiers (A.1.11.2) 

202101294913 
CA- PFLZER I NC-202101275114 

Reason for nulllflcatlon (A.1.13,1) 

Onset Age 

35 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Kidne~• failure 

MedDRA ver sion for cause (B.1 .9.2.a) Reported cause(s) (B.1.9 .2.b) 

26 . 0 Livei:: fai lure 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 .Liver inflammation 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.k.2.3) Batch/lot no. (S.4.k.3) 

Canada F 7206 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k.7) Roule of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14j 

202-- 2021-
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (BAk.13.2) 4.k.15) 

1 Days 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA verSion (B.4.k.18.1a) 

26.0 

React ion assessed (B.4.k.18.1b) 

Amenorrhea 
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Canada Vigilance AER#: IE2B 04738411 (3) 

Source of assessment (B.4.k ,18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Amenorrhea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Blood test abnormal 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Blood test abnormal 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a} Reaction assessed (B.4.k, 18.1b) 

26.0 Coloring yellow 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3} 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18, 1 b) 

26.0 Coloring yellow 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Hepatomegaly 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Hepatomegaly 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Glooal lntro~peclion 

MedDRA version (i3.4.k.18.1a) Reaction assessed (8.4.k.18.1 b) 

26.0 Inappropriate schedule of vaccine administered 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Inappropriate schedule of vaccine administered 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Jaundice 

Source of assessment (8.4.k.18.2) Method of assessment (8.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (8.4.k.18.1b) 

I Page*3 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.16-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04738411 (3) 

Jaundice 
- -

Method of assessment fB.4.k.18.3) 

Global Introspection 

Reaction assessed (B,4,k ,18,1b) 

Kidney failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Kidney failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Liver failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Liver failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Liver inflammation 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Liver inflammation 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oedematous weight gain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oedematous weight gain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Swelling of legs 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Swelling of legs 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Pagd4 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

---
Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

-
Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Reaction (8.2) 

IE2B 04738411 (3) 
Reaction assessed (B.4.k.18.1 b) 

Unable to walk 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Unable to walk 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

UTI 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

UTI 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

White blood cell count increased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

White blood cell count increased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Yellow ocular coloring 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Yellow ocular coloring 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

I 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.lc18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Page*5 

HER LIVER HAD DOUBLED IN SIZE DUE TO INFLAMMATION IN SUCH A SHORT TIME 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hlghtllghted by the reporter ? 

Reaction first time (B.2.i.7.1) 

Reaction/event MedDRA term(LL T) (8 .2.1.1 .b) 

Liver inflammation 

Reaction/event MedDRA term (PT) 18,2.i.2.b) 

Hepatiti s 

(B.2.1.3) Start Date 1s .2.1.4) 

2021 

IEnd Date (8.2.i.5) 

Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

(B.2.i.81 

(8 .2.i.6) 
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HER KIDNEY FAILING 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2. 1.1.b) 
reaction/event term LL T 

26 . 0 Kidney failure 

MedDRA version for 
(B,2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Renal failure -
IEnd Date I Durat ion Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.U) (B.2.1.5) (B.2.1.6) 

2021 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

LIVER FAILURE 
MedDR.A version for (B,2.1.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 Liver failure 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 1-Jepat i c fa i lu,e 

Term hightlighted by the reporter? (B,Z,i.a) Start Date IB,Z,i,4) IEnd Date (B,Z,i,5) I Duration (B,Z,i,6) 

2021 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

!'atal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SHE STARTED TO EXPERIENCE JAUNDICE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Jaundice 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Jaundice 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.6) 

202 ... 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

25 oays 25 Days Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SHE MISSED HER PERIOD 6-7 WEEKS POST-VACCINATION 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Amenorrhea 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Amenorrhoea 

Term hightlighted by the reporter? (B.2.LJ) Start Date (B.2.1.4) IEnd Date (B.2.1.5] I Durat ion (B.2.1.6) 

202~ 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

23 Days 23 Days Not recovered/not xesolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HER LEGS WERE VERY SWOLLEN 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26.0 S•,.ielling of legs 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Peripheral swelling 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (8.2.i.5) 

2021 

I Duration (B.2.i.6) 
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Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SHE CAN'T EVEN WALK. 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Unable t.o wal k 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Gai t inability 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.1,4) IEnd Date (B,2.i.5) I Duration (B.2.i.6) 

2 02 1 

Reaction first t ime (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Not recovered/ not rl!solved 

Reaction/event as reported by primary source (B.2.1.0) Currenl reaction 

UTI 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

Z6,0 VTI 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Uri nary tract infection 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/ not resolved 

Reaction/event as reported by primary source (B.2.1.0) Curfent reaction 

LIVER WENT FROM THE SIZE OF A BASEBALL TO THE SIZE OF A FOOTBALL 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 Hepatomegaly 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

2 6 . 0 Hepa t..on\ega l y 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) !End Date (B.2.i.5) I Duration (B.2.i.6) 

2021 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.i.8) 

Not recovered/ncL resolved 

Reaction/event as reported by primary source (S,2,i,0) Current re...tion 

SHE WENT INTO THE HOSPITAL AT 130 POUNDS (LBS), SHE'S NOW 16O-165LBS. 
MedDRA version for 

(B.2.1.1,a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 Oedematous weight gain 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Oedema 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date {8.2.i.5) I Durat ion (8,2.i.6) 

2021 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Not recovered /not r esolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HER EYES AND SKIN TURNED YELLOW 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Yel low o cular coloring 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

Page: 90 of/de 2,140 
A2023000085 



ATIA-19(1 ) 

Canada Vigilance AER#: IE2B 04738411 (3) I Page~8 

26 . 0 Ocular icterus 

Term hightllghted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

2021 

Reaction first time (8.2.i.7.1) Reaction last time 18,2.i.7.2) Outcome (B.2.i.81 

Not r~co,,~r~d/not 1't!'S01Vt!'d 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

HER EYES AND SKIN TURNED YELLOW 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

reaction/event term LL T 

26.0 Coloring yel l ow 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 .0 Yellow sJd n -
IEnd Date I Duration 

-
Term hlghtllghted by the reporter? (B.2.1.31 Start Date iB.2.1,4) (8.2.1.5) (8.2.1.6) 

2021 

Reaction first time (B.2.1.7.1) Reaction last time 1B,2.1.7.2) Outcome (B,2.1.8) 

Not recovered/not :resolved 

Reaction/event as reported by primary source 1B.2.1.0) Current reaction 

UNBALANCED BLOOD WORK 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Blood test. abnormal 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Blood test abnormal 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date 1B.2.1.5] I Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

WHITE BLOOD CELL COUNT WAS VERY HIGH 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 White bl ood cell count increased 

MedDRA ve·rslon for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 White blood cell count increased 

Term hightlighted by the reporter? (B.2.i.3) Start Date 18.2.i.4) IEnd Date (8.2.i.5) I Duration 
2021 

Reaction first t ime (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

FIRST DOSE ON 021 AND THE SECOND DOSE ON 021 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2J.1.b) 

reaction/event term LL T 

26 . 0 Inappropriate schedule of vaccine administered 

MedDRA version for 
(B.2.I.2.a) Reaction/event MedDRA term (PT) 18 .2,i.2.b) 

reaction/event term PT 

26 . 0 Inappropriate schedule of product ddministratlon 

Term hightlighted by the reporter? (B.2.i,3) Start Date 1B.2.1,4) IEnd Date (8.2.1.5) I Durat ion 

202 -

Reaction first time (B.2.i.7,1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Past reaction 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hlghtlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

E28_04738411 (3) 

Reaction/event MedDRA term(LL T) (B.V.1.b) 

Headache 

Reaction/event MedDRA term (PT) IB.2.i.2.b) 

Headache 

(B.2.i.3) Start Date IB.2.i.4) End Date (B.2.i.5) Duration 

Reaction last time IB.2.i.7.2) Outcome (B.2.i.81 

Reaction/event as reported by primary source Past reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightllghted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Reaction/event Med0RA term (PT) (B.2.i.2.b) 

Asthenia 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

(8.2.i.8) 

(B.2.i.6) 

(B .2.1.6) 

This is a spontaneous report from a contactable consumer (patient 1 s husband) . A 35- year-old female patient 
received BNT162B2 (COHIRNATY, lot number F' 7206 (missin~ er , reporter will try to find the complete lot 
number) ), via an unspecified r oute of administration on~ 021 (at. the age of 35- year- old) as dose 2 , single 
for COVID- 19 immunisation . The patient ' s medical history was reported as no prior: conditions or low immune system. 
It was also reported that thC? patient was healthy and lived a regular life . Concomitant medications we:re not 
reported . The patient received the first dose of COHIRNATY (lot number : E\\10221) on- 021 (at the age of 35-
year-old) for COVID-19 Immunization and experienced mild symptoms (headache and weakness) . The reporter stated 
that on- 021, the patii nt missed her period 6-? weeks post-vaccination which in the 14 years he ' s known her 
had never happened. On 021 the patient started t o experience jaundice. Her eyes and skin turned yellow. Her 
legs were very swollen. It elt like she was hit by a truck. She went to he!:' or . for some blood tests . Her white 
blood cell courH: was vecy high , she developed a UTl (uril)~.r:y tract infecU.on) 1 her liver was i nf l~med d.nd her 
kidney failing in 2021 . Her liver had doubled in size due to inflammation in such a short time, cldrifying her 
liver went from the siz.e of a baseball to the siie of a football in 2021. She was treated as an alcohoU c, but she 
kept telling them she t..1as noc. a n alcoholic . She may occasionally have wine on t.he \'1eekends . Her doct.o:rs $aid t.hat 
her liver was inflamed, and she had been given steroids, but nothing happened she wasn ' t responding to st.eroid 
th(:!rapy . Sho WC!nt into the hospital at 130lbs, she ' s now 160-1651:bs in 2021 . Reporter ' s wifC! was dying in the 
hospital. She was waiting to get a liver transplant . Her legs were inflamed and she could not even walk . She was 
admitted to the hospital in 2021 and was now in hospice care, she was not expected to make a recovery and will die 
according to the doctors. As per her husband, her kidney had failed and her liver was " fried". The husband wanted 
to kno•.-.i if there had been other reports of liver failute after receivj,ng the vaccine . The doctors said she only 
had hours to d~ys to live and putting her in palliative care . The doctor did not. ask if she had a low immune 
system prior , and if she did , he would ' ve recommended only gett.ing one dose of the COV1D vaccine . She used to run 
a kilometer a day , run his business . He didn ' t know how her liver could be fried after being so healthy. As of 

02L it was reported that the patient passed ai..•ay. Event unbalanced blood work (unspecified date ) that was 
done at her physician's office required hospitalization . Yellow eyes required physician visit . Reporter stated 
that when the patient 1,mke up one morning with yellow eyes, he took her to his family physician that E)rescribed 
blood •,,rork . The results were very alarming . His family physician sent her family physician a request to see 
patient urgently . Her family physician only saw her 2 weeks later and sent her to the Emergency Room (E:R} right 
away . Reporter will be sending lab work and hospital summary . The outcome of events her liver had doubled in size 
due to inflammation in s uch a short time, her kidney failing , liver failu re was fatal # outcome of events 
unbalanced blood work was unknown, the outcome of the other events was not recovered . The patient died on an 
unsp.-c1fied date in 2021. lt was unknown 1! an autopsy was perfoillled, 

The lot number for BNT162b2 \..-as not provided and will be requested during follow up. 

Follow-up -◊21) : New inforroc;1t.ion from the same contactable consumer includes : suspect vaccinat..1,on details 
(second dose reported as suspect), first. vaccine dose deLails , medical hist.cry , events clinical course details , 
lab data. 

Follow- up - 021} : This is a follow-up report combining information from duplicate reports 202101294913 and 
202101275114 . The current and all subsequent follow-up inforrr.at.ion will be r:C!portcd undC!r manufacturer report 
number 202101275114: . The new information reported from a patient ' s husband includes new events "Liver failure" and 
i.she went into the hospital at 130 pounds (lbs) , she 1 s now 160-165lbs ." added and event details (outcome, onset 
date for event "She missed her period 6-7 t..•eeks post-vaccination"} . 

Follo'rl- up -◊21) : ~e'rl information received from the same con tac table consumer {patient 1 s husband) inc.ludes : 
patient data (death information and lab data added, historical vaccine date. updated ), event data (new event 
unbalanc~d blood t..•ork added) , and clinical details . 

Follow-up attempts are completed. No further information is expected , 
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Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB,S.3b) 

Sender's comments (B.5.4) 

2021 
ccn 
Unit (B.3.1e) 

Test date (B.3.1b) 

2021 
CCYY 

Unit (B.3.1e•) 

lbs 

Test date (B.3.1b) 

2021 
CCYY 

Unit (B.3.1•·1 

Test date (B.3.1b) 

Unit (B.3.1<>) 

Test date (B.3.1b) 

Unit (B.3.1e ) 

l bs 

Test date (B.3.1b) 

Unit (B.3.1e) 

k 

Blood test 

Normal low range 

Test name (B.3.1c l 

Weight 

Normal low range 

Test name (B.3.1c) 

White blood cells 

Normal low range 

Test name (B.3.1el 

Blood test 

Normal low range 

Test name (B.3.1cJ 

Neight 

Normal low range 

Test name (B.3.1c) 

Neight 

Normal low range 

Results of tests and procedures (8.3.2) 

Weigh 1):She's now 160-165Ibs. 
Blood ults were very alarming, 

(B.3.1.1) 

(B .3.1.1) 

(B.3.1.1) 

(B.3.1.1) 

(B.3.1.1) 

(B.3.1.1) 

PageHO 

Her white blood cell count was very high 

Normal high range (B.3. 1.2) More info (B.3.1.3) 

Yes 

Test result (B.3.1d) 

160- 165 

Normal high range (8,3.1.2) More Info (B.3.1.3) 

'tes 

Test result (B.3.1d) 

very high 

Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test result (B.3.1d) 

Unba.lancl!d 

Normal high range (B.3.1 .2) More info (B.3.1.3) 

't'es 

Test result (B.3.1d) 

130 

Normal high range (B.3.1.2) More info (B.3.1.3) 

Yes 

Test result (B.3.1d) 

58 . 957 

Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Blood '021 ):s·he developed a UTI (urinary tract infection) infection, her liver was inflamed and her kidney failing 
Weight():went into the hospital 

- - - - - - -

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Liver inflammation 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Kidney failure 

Start date (B.1.7.1c) Continuing (B,1.7.1d) 

Comments (B.1.7.1g) 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7,1a.2) 

26 . 0 Liver fa ilur e 

- - -- - -

I End date (B.1 .7.11) 

I End date (B,1 .7.11) 

- - - -- -

Page: 93 of/de 2,140 
A2023000085 



ATIA-19(1) 

Canada Vigilance AER#: IE2B 04738411 (3) 

Start date (B.1.7.1c) I Continuing (B.1.7.1d) IEnd date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

List cf non-enc oded Patient Relevant History~ 
Patient Ot he r Relevant ~ist oc y 1 : none 

Past drug therapy (B.1.8) 
Drug name 

BNT162B2 

(B.1.Sa) 

Start date (B.1.8c) 

202 -
CCYYMMDD 

2021-
CCYYMMDD 

Indicat ion MedORA vers ion 

26 . 0 
26 . 0 

Reaction MedORA version 

V .26. 0 

v . 26 . 0 

(B.1.8f.1) 

(B.1.8g.1) 

E.nd date (B.1.81) 

2021-
CCYYMM0D 

20 2 -
CCYYMM0D 

Indication (B., .8f.2) 

COVID- 19 immunizatio n 
COVID-19 immunization 

Reaction (B.1.8g.2) 

Headache 
trieakness 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

I PageUl 

(B.1 .7.1f) 

I 

I 

End date (B.1.10.7.11) 

Relevant medical history I Concurrent condlt_lo_n_s_t_ex_t _ ____ !B_.1_.1_0_.1_.2_) - ------------------------1 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.8a) 

Drug start date (B.1.10.Sc) 

MedORA version for Indication (B.1.10.8f.1) 

MedORA version for reaction (B.1 .10.Sg.1) 

Drug end date (B.1.10.Be) 

Indication (B.1.10.81.21 

Reactions (B.1.10.8g.2) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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ATIA-19(1 ) 

lcanada Vigilance AER#: le2B 04151505 (0) 

Canada Vigilance HC Latest Received Date: 
202 11007 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 202 11007 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 20210L~7535S(ll 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '-'------"---'-'-"'~--~-~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

2021-
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

2021-
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority"s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2 021Ql275355 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B.1.2.11 Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PtlZtl<. !NC- 202\01275355 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1} 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021 2021 
CCYY CCYY 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Sickness 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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ATIA - 19(1) 

Canada Vlgllance AER#: IE2B 04751505 (0) 
MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sickness 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 

:PAST AWA¥ 
(B .2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown c~use of death 

Reactlonlevent MedDRA term (PT) 

Death 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

202 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Duration (8.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B .2.1.7.2) Outcome (B.2.1.s1 

fatal 

Reaction/event as reported by primary source 
SICK 

(8.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedORA ve·rsion for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Sick.neas 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

.Illness 

Start Date (B.2.i.4) (8.2.i.5) 

2021 

(8.2.1.7.2) 

Durat ion (8 .2.i.6) 

(B.2.1.8) 

This is a spontaneous report from a contactable consumer (patient ' s wife friend} . A male patient of a n unspecified 
ag~ received BNT162B2 (PFIZER-BIONTECH COVID-1~ VACCINE, Lot number was not reported), via an unspeciiied route of 
administration on an unspecifi ed date in 2021 as dose .2 , s ingle for covid-19 immunsation . The patient ' s medical 
history and concomitant medications •,;,1ere not reported , The r eport.er complained that how there was no informing " a 

lot of people died from the Pfizer Covid Vaccine . They were not getting the materials safecy data sheet . It I s a 
lie . A lot of people have died . They died, millions of them died from the Covid vaccine. It will cause 
infertility, cancer and ultimately dedth . It 1 s not saving lives , it's making people sick. In line with this , the 
reporter ' s friend just called and told the reporter that the friend's hu.sband past away 2 -..ieeks ago - 021 ) . The 
patient got sick from his 2nd dose of Pfizer COV!D- 19 Vaccine , and he died . The patient got the vacc~ or 3 
months ago . The patient died in. 02! . Cause of death was unknown . The outcome of sick was unknown; outcome of 
past a',ojay -,,as fatal . IL was unlo w if a-n autopsy was performed . 

No follow-up attempts are possible; information about. lot/batch n umber cannot be obtained . 
BNT162B2 approved under Interim Order in Canada. 

Reporter's comments 10 .s.2) 

MedORA ver sion for sender's diagnosis (8.5.la) 

Page*3 
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Canada Vigilance AER#: E28_04751505 (0) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B .5.4) 

Unit (B.3.1• J Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.1.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknow11 causjllli o f death 

Start date (B.1.7.1c) Continuing (B.1.7.1dl [End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date 1s .1.Bc) End date fB.1.Be) 

Indication MedORA version (B.1.sr.1) Indication (B.1.sr.2J 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1 .Bg.2) 

Weight (Kg) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1 .10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.Bcl Drug end date (B.1.10.Se) 

MedORA version for Indication (B.1.10.Sf.1) Indication (B.1.10.Sf.2 ) 

Med ORA version for reaction (B.1.10.Sg.1) Reactions (B.1.1 0.Sg.2) 

Pagd4 

(B.3.1.3) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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ATIA - 19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- DHPR~H- 2021052711544 9_301 79 () 

Primary source country (A.1.1) 

Canada 

Type of report 

eponlaneoua 

1000951732 (0) 

HC Latest Received Date: 

HC Initial Received Date: 

Occur country (A.1.2) 

Cana.da 

20210527 
CCYYMMDD 

20210527 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Disabling/Incapacitating? No 

2021 
CCYY 

Additional documents? (A.1.8.1 ) 

2021 
CCYY 

List of documents held by send1er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9} Regulatory authotltY"s number (A.1. t0.1) 

Company number (A.1.10.2) 

Other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate {O) / Link (L) Report number(s) (A.1.12) 

(l) 000977087 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

rernale 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

centimeter 

Gestation Period (B.1 .2.2.1) LMP date 

GP medical record 
no. 

2021. 
CCYY 

(B.1.1.1a) 
Specialist 

(B.1.1 .1b) 
record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Othet medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

68 Kilogram 

Onset Age (B.1.2.2) 

5 4 Years 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

>-country drug o6tariied {rf.41<.2.3) eatch7Iotrio.{a.4T.3) 

MT0056 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

frequency{ext:lnject first dose at once 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021-
CCYYMMDD 

Start period (B.4.k.13.1) 

9 Days 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (13.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Drug end date (B.4.k.14) 

202-
CCYYMMDD 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

9 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000951732 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METFORMIN/SITAGLIPTINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorlzatlon/applicatlon: Canada 

Structured dosage Info (8.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of dru9 Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

acetaminophen 

Gountry arug 01>ta1nea (H.4.K.2.:J) 

Canada 

1000951732 (0) 

Medicinal product name (B.4.k.2.1) 

TYLENOL 

Hatc1111ot no. {tS.4.k.3) 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k. 7) Route of admin1stration (B.4.k.8) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Start period (B.4.k.13.1) Last period (B.4.k.13.2) 

Parent route of admin (B.4 .k.9) 

Indication (B.4.k.11 b) 

Duration of drug Adm In (B. 
4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Sourc& of assessment (B.4,k.18 .2) Method of assessment (B.4.k.18,3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source 
CEREBRAL SINUS VENOUS THROMBOSIS 

(8.2.i.O) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(8 .2.i.1.a) 

(8 .2.i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MeaDRA term(LL T) (8 .2.i.1.b) 

Cerebra l venous t h rombosis 

Reaction/event MedDRA term (PT) (8 .2.i .2.b) 

Cerebra l venous t h rombosis 

Start Date (B.2.U) 

202~ 
CCYYMMDD 

End Date (B.2.1.5) 

202-
CCYYMMDD 

Duration 

5 Days 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

9 Da ys 9 Days 

Reaction/event as reported by primary source (B.2.1.0 ) c urrent reaction 

SUSPECTED VIPIT VACCINE INDUCED PROTHROMBOTIC IMMUNE THROMBOCYTOPENIA 

(8.2.1.6) 
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Canada Vigilance AER#: 1000951732 (0) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Immune thrombocytopenia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Inunune th ronlbocytopeni a 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 18.2.i.4) !End Date (B.2.i.5) 

Reaction first time (B.2.i.7 .1) Reaction last time IB.2.i.7.2) Outcome 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

VENOUS HYPERTENSION 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

76 . 0 venou s hypertensl 011 --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26 . 0 Venous hypertension 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Reaction/event as reported by primary source (B.2.1.0) Curronl raactlon 

VENOUS THROMBECTOMY 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Thrombectomy 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Thrombectomy 

Term hightlighted by the reporter? (B.z.i.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

LARGE LEFT HEMISPHERIC HEMORRHAGE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Cerebral hemorrhage 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Cerebra l haemorrhage 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.51 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PLATELET TRANSFUSION 
MedDRA version for 

(B.2.1.1.o) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 P latel8t transfusi on 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Platelet transf usi on 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) !Reaction last time (B.2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

Page*5 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(B.2.i.6) 

(B.2.i.6 ) 

Page: 107 of/de 2, 140 
A2023000085 



ATIA-19(1) 

Canada Vigilance AER#: 000951732 (0) 

Reaction/event as reported by primary source (8.2.1.0) Cu.rrent reaction 

HEADACHE 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Headache 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Headac.he 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) !End Date (B.2.i.S) 

2021-

Reaction first t ime (B.2.1.7,1) Reaction last time (B,2.1.7.2) Outcome 

1 Days L Days 

Reaction/event as reported by primary source (B.2.1.0 ) Current reacllori 

FATIGUE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Fatigue 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 fatigue 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (8.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

NAUSEA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Nausea 

MedDRA version for (B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 .0 Nausea 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

202 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

5 Days s Days 

Reaction/event as reported by primary source (B.HO) Current reaction 

VOMITING 
MedDRA version for (B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Vom.1..t. ing 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Vomit.ing 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

BLURRED VISION 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Blurred vision 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Visiof'I blurred 

I 

I Durat ion 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.81 

Page~6 

(8.2.i.6) 

(8 .2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: 000951732 (0) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) End Date (B.2.i.S) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

BILATERAL DECOMPRESSI.VE CRANIECTOMY 

(8.2.i.O) CurTent reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Decompressive craniectomy 

Reaction/event MedDRA term (PT) 

Decompressive craniectomy 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) End Date jB.2.i.5) 

Reaction flrst time (B.2.1.7.1) teactlon last time 

Reaction/event as reported by primary source 

CAUSED AVC 

(B.2.1.7.2) 

(B.2.1.0) 

l ome 

Current reaction 

MedDRA version for 
reaction/event term LL T 

iB.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

CVA 

Reaction/event MedDRA term (PT) IB.2.l.2.b) 

Cerebrovascular accident 

Start Date 1B.2.1.4) End Date (B.2.1.5) 

(B.2.1.81 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Reaction/event as reported by primary source 

COAGULOPATHY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2,1.1.a) 

(B.2.i.2.a) 

Reaction/event Med ORA term(LL T) 

Coagulopathy 

Reaction/event MedDRA term (PT) 

Coagulopathy 

(B.2,1.1,b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date iB.2.U) End Date (B.2.1.5) 

Reaction first t ime (B.2.1.7.1) 

Case narrative (B.5.1) 

Durat ion 

(B.2.1.8) 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

Patient receiv.ed 1st dose of AstraZeneca Vaccine o~ hen started having headache and fatigue on-
The symptoms worsened over the following days and o she started havin nausea vomitin and 

blurred vis1on . She went to ER o~ and was quick y transf erred to··············· on 
due co a cerebral sinu~ Mom.bosis secondary to suspected VIPIT (Vaccine In uce Prot rombotic 

Thrombocytopenia) . Patient was started on IVIG and ALgatroban . She deteriorated neurologically presumably 
venous hypertension and ,..,as started on hypertonic n1edication and underl,o\•ent a venous thrombectorny. PaLient 

ti-ansientl y tmproved post procedure but unfortunately had a large left hemispheric hemorrhage i.n the context of 
severe 1..hrombocytopenia (9000) + ~.r-3a1..,:oban . She received plaLelet trans(usion utgently and underwent a bilatei:al 
decompressive craniectomy on ■ Unfortunately, she did not improve neurologically after this and after 

sion with her family, life supportive measures were withdrawn ::1nd p-atient passed away shortly a.fter ori-

Dhpr log details: 
Safety Report ID: CA·DHPR_H-20210527115449_30179 
Type of Report : 1nitial 
HC Ref . No : 

RepoLter File ~o .. 

Pagen 
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ATIA-19(1 ) 

Canada Vigilance AER#: 
Ezt. : 

Address : 
City : 
Province/Ter r itory : 
Postal CodG : 
Email address : 

~~g~~t,atton· 
Reporter Type : Pharmacist 

Pat.ient ID: 
l~ge : 54 Year(s) 

Sex : Female 
Height: 160 cm 
Weight : 68 kg 
Med History : Diabetea 
Uisto t y of neph,ectomy 

000951732 (0) 

Allergies : Amoxic1111n: pan corporal raGh per patient 
Nuts (except almonds} 
Apple : fresh dpples only , can eat if well washed/peeled/cooked . 

Serious 
Dau~ of 
Serious 
Serious 
Serious 
Ser i ous 
Serious 
Serious 

oe .. Lh: Y&s 

Death: 202 ... 
Life-Thceaten1ng : 
Disability : 
Hospitalization: 
Congenital Anomaly : 
Othe<: 
Othec Explain: 

Reaction 
Outcome: Died 
Reaction Start Date : 202 ~ 
Reaction End Date : 202---
Reaction Description : Seve.re and multiple cerebral .9i nus venous thrombosis secondary to Vl?lT (see additional 
description below) , caused AVC and bleeding due to coagulopathy/severe thrombocytopenia (platelet< 10 000} 

Suspect Product 1 
DIN K/NPN V: 02510847 
UPHN ¥ : 
Brand Name: AstraZeneca COVID- 19 Vaccine 
Co:mroon Name : ChAdOxl- S* Lecombinant 
Strength : 50000000 Other (describe) 
Strength other : 50000000000 VP/ 0 . 5 ML 
Dosage form : solution 
Manufacturer : AstraZeneca 
Lot K: MT0056 
Expiry date : 
Product start date : 20~ 
Product end date : 202 -
Dosage : 
Dosage other : 
Frequency: Inject first dose at once 
Route of administration : Int~amuscular 
Route of administration - Other : 
Indication : Prevention of COVID- 19 
Reported to Mfr : No 
Date reported to Mfr: 
Mfr Reference number : 
Drug action taken : Not appli cable 
De.challenge : Unknown 
Rc>challengc : Unknown 

Concomitants : Metfornun + sitagliptin 1000-SOmg PO BID 
OTC - Tylenol PRN (dose unknow) 
!est/Lab results narrative : 

Reporter's comments (8.5.2) 

MedDRA ver sion for sender's diagnosis (8.5.3a) 

Sender's diagnosis (8.5.3b) 

Sender's comments (8.5.4) 

Page: 110 of/de 2, 140 
A2023000085 



Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Di abet.es 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Nephrectomy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Drug all ergy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7,11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Al lergy to nu ts 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Food all ergy 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text {B.1.7.2) 

Di abetes 
Hi sto ry of neph~ecLomy 
Allergies ~Amoxicillin : pan corporal rash pe~ p~tient 
Nuts (except almonds) 

A~ple : fresh apples only, can eat if well washed/ peeled/cooked. 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2J 

Reaction MedORA version (B.1.8g.1) Reaction (B.1.8g.2) 

(B.3.1.2) More info (B.3.1.3) 
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ATIA-19(1) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (B.1.10.Bc) 

MedDRA version for Indication 

Med ORA version for reaction 

(A.2.1.2c) 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Drug end date (B.1.10.Be) 

(B.1.10.sf.1) Indicat ion (B.1.10.s1.2) 

(B.1.10.89.1) Reactions 1B.1.10.Bg.2) 

name 

Reporter department 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

End date (B.1.10.7.1!) 

Qualification (A.2.U) 

Pha rm~c 1 s t 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 041111so (4) 

Canada Vigilance HC Latest Received Date: 
20220120 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210!.359925 (51 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '-'-~-~--'---~-~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Olsabllngllncapacltating? No 

202-
CCYYMMDD 

Additional documents? (A.1.8.11 

No 

20220110 
CCYY!1.'1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) 

'>:es 

Regulatory authority's number (A:1.10.1) 

Company number (A.1.10.2) 

CA- PFIZER !NC- 2021013599Z5 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrnc 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

Yes 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~FrzeR INC- 2021013~9925 

{2) E2B_01 767142 , 12) E2B_ 04767H2, (2) E2B_ 04767112 , 12) E2B_ 01767142 , (21 E2B_ 04767112, (2) E2B_ M , 67H2, 121 
E2B_04767H2, 12l EW_04767142 

Report nullification? (A.1.13) 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAil " PFIZER 

Date of birth {B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

7 \Vee ks 

GP medical record 
(B.1.1.1a) 

Specialist 
{B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Reason for null1fication (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada FD7206 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

.3 ml 1 (Total) 

Dosage text (8.4.k.6) 

DOSE 1, 0.3 ML SINGLE 

Pharmaceutical form {B.4.k.7) 

Gestation period (B.4,k.10) 

5 Weeks 

Start date of drug (B.4.k.12) 

2021-
CCYYMMDO 

Start period (B.4.k.13.1) 

18590 Minutes 

Action(s) taken with drug (B.4.k .. 16) 

Nol Applicable 

Additional info (B.4.k.19) 

ExpOT=30-NOV-2021 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Transplacental Intramuscular 

MedDRA version (8.4.k,11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Drug end date (B.4.k.14) 

202-
CCYYMMDD 

Duration of drug Ad min (B. 
Last period (B.4.k.13,2) 4.k.15) 

18590 Minutes 

Did reaction recur on readministration? (B.4.k.17,1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Congenital anomaly 
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Canada Vigilance AER#: 

Source of assessment (B.4.k,18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04771780 (4) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Congenital anomaly 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Maternal exposure during pregnancy, first trimester 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Maternal exposure during pregnancy, first trimester 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Spontaneous abortion 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18, 1 b) 

Spontaneous abortion 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page~3 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: IE2B 04771780 (4) I Page~4 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

BIOTIN/CALCIUM CARBONATE/CALCIUM 0-PANTOTHENATE/CHROMIUM 
NICOTINATEICUPRIC OXIDE/0-ALPHA TOCOPHERYL ACETATE/FERROUS 
FUMARA TE/FOLIC ACID/MAGNESIUM HYDROXIDE/MANGANESE 
GLUCONATE/NICOTINAMIDE/POTASSIUM IOOIDEIPYRIOOXINE 

Concomftant HYDROCHLORIDE/RIBOFLAVIN 

Active Substance names (B.4.k.2.2) 

ascorbic acid 
selenomethionine 
ferrous fumarate 
vitamin k1 
biotin 
calcium d-pantothenate 
pyridoxine hydrochloride 
nicotinamide 
thiamine hydrochloride 
cupric oxide 
manganese gluconate 
magnesium hydroxide 
calcium carbonate 
riboflavin 
potassium iodide 
zinc gluconate 
sodium motyl)<l,ite 
vitamin a 
cyanocobalamin 
d-alpha tocopheryl acetate 
chromium n icotinale 
vitamin d3 
folic acid 

(;ountry arug oDtaanea (6.4 .K.2.J) 6atc1111ot no. {ts.4.11.J) 

Holder and authorization/application no. of drug (8.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Transplacental 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

CONGENITAL ANOMALY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Congenital anomaly 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Congenita l anomaly 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

2021 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

18590 Minut es 18590 Minu t es Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

AT THE TIME OF MY INJECTION I WAS 5 WEEKS PREGNANT. 
MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 Maternal exposure during pregnancy, f i rs t trimes ter 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2 .1.7.1) 

18590 Minutes 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Materna l exposure during pregnancy 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion 

2021 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

18590 Mi nutes Fatal 

Reaction/event as reported by primary source 

SPONTANEOUS ABORTION/ MISCARRIAGE 

(8.2.i.O) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hlghllighted by the reporter? 

Reaction first time (B.2.i.7.1) 

178 70 Minutes 

----,--

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Spontaneous aborti on 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

Abort ion spontaneous 

(B.2.1.3) Start Date (B.2.1.4) End Date (0.2.1.S) Duration 

2021-

Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

17870 Minutes !Fatal 

(B.2.1.6) 

(8.2.i.6) 

(8.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a epontaneoue r eport received via COVAES from a contact.ab 1 e consumer profe3:3ional {baby ' s morn) . This 
consumer reported for bot.h the mother a nd baby case . This is the baby case . 

A fetus patient of an unspecified gender received bntl62b2 (PFIZER-BIONTECH COVID-1:9 VACCINE ) , dose l 
transplacental or- 021 14 : 10 (Lot Number : FD7206 ; e xpiration dat e : 30Nov2021) as dose Mill O. 3 ml single for 
COVID-19 immunization. The mother at 32- years-old received the vaccine via intramuscular on 021 in the Arm 
Right . The last menstrual peciod~ 021 pregnancy due date is cn ~ 022 . The rnother a so id not receive any 
other vaccines ... iithin 4 weeks pr~ the COVIO vacci ne . No history of pregnancy complications , bleedi ng, 
spotting, and no history of miscarriage. 4 healthy, successful pregnancies . The patient medical history was no t 
reported . Concomitant medicati on i ncluded ascorbic acid, biotin, calcium carbon.ace , calcium pa ntothenate, chromium 
n icotinate, colecalciferol , c upric oxide , cyanocobalamin, fe r rous fumarat@ , folic aci d , magnes i um h ydroxi de , 
manganese gluconate , nicotinamide , phytomenadione, potassium iodide , pyridoxine hydrochloride , retino1 , 
r 1boflavinr selenornet h i on i ne , sodium mol ybdate, th i ami ne hydrochlo ride, tocopheryl a cetate, zinc gluconate 
(MULTI VfTAMlN f OR WOMEN) t ake n for an unspeci fied i ndi cation, ot a r t and otop dal e wer e not reported. l t was 
reported that the patient experi enc ed Congenjta.l anomaly/birt h defect (.c-epo rted as Congenital anomaly/birth 
defect : YES) . The mother re orted that : " At t.ha t:ime of my inj ection I 'Alas 5 weeks pregn3nt . I miscar-ried lJ days 
later (also r eported a 021 12: 00} . It was reported patient experienced Spontaneous abortion/ m~scarriaqe 
wi th onset ~ 021 (Me 1ca ly s i gnifi cant ) , outcome " to. ta!". r ho.ve no history o f pregna nc y compl ic.o.tion~. 
bleeding , sroffl'ng , a nd no history o t mJscarr ia.ge . l ha ve ha d 4 h eal thy , 3 ucceseful pr. e g nancie:! . [ hdv e nc, 1.eason 
t.o be lieve t.his pregnancy would have been ~ny dlffe r-e nt. i f no t. f en rece iving L.hi$ vacci ne wht ch doe3n 1 t hav e 
adequate testing on pregnant women" The patient died on ~ 021. The reported cause of death was congenital 
anomaly a nd abortion spontaneous. It was not reported if an autopsy was performed. The events resulted in Doctor 
or other healthcare professional office/clinic visit. Outcome of previous pregnancies : live births- no 
complications . No problems before , after and during delivery . Mother and father did no t smo ke , drink alcohol , 
1licit during this pregnancy . 

This follo· .. ,- up report is being submitted to amend previously reported information : Amend::n.ent : narrative updated to 
reflect that the events resul.ted i n Doctor or other healthcare professional offi ce/clinic visit . 

According t:o the Product Qual.ity Complaint Group report received on ~ 021: The i nvestigation included 
reviewing t.he involved batch records , dev1ation investigation and a ~ ysis of the compla1nt history for the 
reported lot and product type . The final scope was determined to be the associated lot (s) of the reported lot 
FD7206 . A complaint sample was not returned . No related quality issues wex:·e identified du r ing the i nvestigation . 
There is no impact o n product: quality, 1.egulatory, validatio n and stability. PGS Puuis concludes that the 1:eported 
defect is not representative o f the qualit.y of t.he batch and the batch remains accept.able . The NTM process 
determined that no regu latory· notificat i on was =equired . The reported defect could not be conf i rmed . No root cause 
or CAPA were identified as the complaint was not confi r med. 

Follow-up <- 021) : New information included Investigational report conclusion from Kalamazoo (EP) division for 
dose 1 (lot number : FD7206; expiration date : 30Nov202ll . 

Fol l ow op ~ 021) : Thi s is a sponta1,eoos follovJ-up repot"t r e c e i ved r rom the same c ont actable coz,sumer. Updat ed 
i nformatio n i ncluded : Paren t Route o f Admin j str.:iUon 

Follow-up - 021} : Follow- up ~ttempt.s completed. No further information is expected 

Follow up(l0Jan2022} : New infor mation received via fax from a con tactable reporter (Physician ) Updated 
information: New adverse event Spon taneous abortion was added . New reporter added . 'Time for 1st dose •..ias updated 
(BNT162B2) . Biological Product box updated . Correspondence contact added . Patient tab was updated. Narrative 
updated . Clinical course information added . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

As there is limited informatio n in the case provide d , the causal association between the event abortion 
spontaneous with the suspect druq 6NT162B2 cannot be e xcluded. The case will be reassessed once new information 
1s available . 
The impact of this report on the benefit/risk profile of the Pfizer product is eval.uated as part. of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse e vent.s . Any 
safety concern identifi ed as part of this review, as well as any appropriate action in response, will be promptly 
notified to regulatory aut.hocit.ies, Ethics Committees , and Investigators , as appropriate . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (6.3.2) 

(B,3.1.2) More info (B.3,1.3) 
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Canada Vigilance AER#: IE2B 04771780 (4) 
26 . 0 Spontaneous aborti on 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Congenital a nomaly 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1s.1.sc) End date (B.1.8•) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81'.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Scl Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

I Page*7 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Cons umer/othe i: non health pr.of essiona l 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
PR1VACY 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.31 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.2.1.1d) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04779472 (O) 

Canada Vigilance HC Latest Received Date: 
20211015 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211015 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101,366806 (l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '-'---------'--"'~--~-~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211012 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211012 
CCYYMl1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's numbet (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021Ql366806 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERtNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Yes 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~FIZER !NC- 202101366806 

Reason for nullification (A.1.13.1) 

Onset Age 

86 Yea r s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202. 
cc 

202. 
CCYYMM 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1 b) 

Hemoglobin low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

~ 

IE2B 04779472 Canada Vigilance AER#: (0) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Hemoglobin low 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.l) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of vaccine administered 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.l) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of vaccine administered 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 

I.OW m:MOGI.O~IN 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) 

(B .2.1.2.a) 

Term highllighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Hemoglobin low 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Haemoglobin decreased 

Start Date (B.2.1.4) End Date (B.2.1.5) 

202 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4:k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Duration (B.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.s1 

fatal 

Reaction/event as reported by primary source (8.2.1.01 Current reaction 

DOSE 1 1, DOSE 2~ 1 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedORA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1 ,a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8,2.1.7,1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Inappropriate schedule of vaccine administered 

Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

Inappropriate schedule of product administration 

Start Date (8 .2.i.4) End Date (8.2.i.S) Duration 

(8.2.1.8) 

(B.2.i.6) 

This is a spontaneous report received vi a COVAES from a non- contactable consumer {patient) . An 86- years- o ld female 
patient received bntl62b2 (PFIZER-BIONTECH COVID-1 9 VACCINE mRNA Vaccine ) , dose 2 via an unspecified route of 
administration on- o:a (Batch/Lot number was not reported} as single dose for covid-19 immunisation. The 
medical history was not reported. Prior t.o vaccination, the patient was not diagnosed r...rith COVID-19. There was no 
concomitant medication . The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. 
The patient e xperienced low hemoglobin on-◊21 requiring trans fusion of blood, hospitalization a nd then more 
blood and then death. Duration of hospitalization was 11 ddys . The event was sei:ious as death , hospitalization, 
medically significant 1 life ~hreatening . The event result ln Doctor or other healthcare professional office/clinlc 
visit and Emergency room/department or urgent care. The patient died in - 2021. lt was not reported if an autopsy 
was performed . Since the vaccination, the patient had not been tested for covrD- 19 . 

No follow- up attempts are possible; informati on about lot/bacch number cannot be obtained. No further information 
is expec t e d . 
BNT162B2 approved under Interim Order in Canada. 

Reporter's comments (B.s .2) 

MedDRA ver sion for sender's diagnosis (8.5.la) 

Page*3 
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ATIA-19(1) 

Canada Vigilance AER#: E28_04779472 (0) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

202. CCY Hemoglobin 

Unit (B.3.1•) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1 .7) 
MedDRA version (8.1.7.10.1) Episode name (8.1.7.1a.2) 

26 . 0 Hemoglobin low 

Normal high range (B.3.1.2) More Info 

No 

Start date (B.1.7.1c) Continuing (B.1.7.1d) ! End date (B.1.7.111 

Comments 10.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name 

BNT162B2 

(B.1.Sa) 

Start date (B.1 .Bc) 

2021-
CCYYMMDD 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

Start date 10.1.1O.1.1c) 

Comments (B.1.1O.1.19) 

(8.1.81.1) 

(B.1.Sg.1) 

E.nd date (B.1.Be) 

2-02 ia11111 
CCYYMMDD 

Indication (8.1.s1.21 

COVID- 19 immunisation 

Reaction (B.1 .Sg.2) 

Continuing (8.1.1O.7.1d) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (8 .1.1O.Sa) 

Drug start date (B.1.1O.Scl Drug end date (B.1.1O.Se) 

MedDRA ve.rsion for Indication (B.1.1O.81.1) Indication (B.1.1O.81.2) 

MedDRA version for reaction (B.1.1O.Sg.1) Reactions (8.1.1O.Sg.2) 

End date (B.1.1O.1.11) 

Pagd4 

(8.3.1.3) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 04783451 (2) 

Canada Vigilance HC Latest Received Date: 
20211209 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

US- PFIZf:R INC- 202101,368364 {JI 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~--~~-'---'--~--'---"----------j 

Type of report 

Gponlaneoue. 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20211013 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211125 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

US-PFIZER IJIC-2021Ql368364 

other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate SolJrce(s) (A.1.11.1) 

Pfi zer' 
Pfiz"r 
Pfizer 
PFIZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullif ication? (A.1.13) 

N'o 

Medically confirmed or f rom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (8.1.2.1) 

Gestation Period (8.1 .2.2.1) 

GP medical record 
(8.1.1.1a) 

no. 

Female 

Age group (8.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

US- PF!ZER !NC- 202\01368~74 
US- PF!ZER IHC- 202101368837 
US-PFIZER INC-202101368474 
US-PFIZER IHC-20210L36~364 

Reason for nullification (A.1.13.1) 

Onset Age 

76 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

~ 

IE2B 04783451 I Canada Vigilance AER#: (2) Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect BNT162S2 

Active Substance names (B.4.k.2.2) 

\,;OUntry arug ootarnea \ts.4.K . .l.J/ tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorizatlon/appllcallon no. of drug {8.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

202~ 
CC D 

Start period (B.4.k.13.1) 

14 Days 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORTER 

Route of admh1istratlon (B.4.k.8) Parent route of admln (B.4 .k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Drug end date (B.4.k.14) 

202-
CC D 

Duration of drug Ad min (B. 
Last period (B.4 .k.13.2) 4.k.15) 

14 Days 1 Days 

Did reaction recur on readminlstratl-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Liver disorder 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Liver disorder 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 
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ATIA-19(1) 

Reaction/event as reported by primary source 

BLOOD CLOT 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Clot l;,lood 

Reaction/event MedDRA term (PT) 

Thrombosis 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202 

IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

14 Days 14 Days Fatal 

Reaction/event as reported by primary source 

LIVER STARTED TO GO DOWNHILL 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Liver disorder-

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Liver disorder 

Start Date 

2021 

IB.2H) End Date (B.2.i.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This is a spontaneous report from contactable consumers via medical i nformation team. A 76- year- old (reported as 
75-78 years , pending clarification) fej lebpatient received bntl62b2 (PFIZER-BIONTECII COVID-19 VACCINE), via an 
unspecified route of administration on 021 {Batch/Lot number was not reported) as single for COVID-19 
immunization. Medical history included ia etes, renal failure: She was doing in-home care on renal dialysis , and 
heart attack from Au92020 (pending clarification). The patient had a hea~t attack and was pretty stressed out from 
all the lock downs , she ended up getting 4 stents , was gifted with dialysis and renal failure as a result . She was 
doing in-home hospice c:a re ort renal di~ . si. The patient' a con co mi tant medications were not reported. The patient 
received the Pfizer Covid 19 vaccine o 2021. On- 2021, she developed a blood clot in her leg . On 

021, her affected leg \..-as amputate . Her health started to deteriorate rapidly, whatever was spreading in 
her body went to her ot..het leg so the s u.rgeon ,,.,anted to remove the othe.r leg but wa:s a ( raid she •,.iouldn' t get past 
the anesthesia pa~t and wouldn ' t come back . The surgeon felt like she would not be ~ble to pull through the 
surgery. The reporter believed that her liver started to go downhill (2021) . The patient passed away in- 021 . 
The r eporter added that he knew people would try to say she had preexi sting conditions , she was under a l ot. of 
stress, but she ctidn ' t neect to lose her leg and she didn ' t need to die as a result of this . The reporter mentioned 
that his partner's aunt received COMIRNATY on-◊21 in Canada . Two weeks later {on- 2021) , she had a blood 
cl.ot and on - 021 {the 15th day) , she lost her leg, got worse , then passed away i 021 . The g>atient died 
on 021 . tt was not reporced if an autopsy ,.,_,as perfomed. 

The events occurred in a country different from that of the report.er . This may be a duplicate report. if another 
r epor ter from tho country where the event occurred has submi tted the same information to h is/her local agency . 

The lot n umber for the vaccine, {BNT162B2) , was noc: provided and will be requested d uring follo<ti up . 

f'ollo>1- up <250ct2021) , This Ls a follow- up report combining i.r>f◊tmation from duplicate reports 202101368474 and 
202101368364 . The current and all subsequent information i.dll be reported under manufacturer report number 
202101368364 . 

The lot number for the vaccine, {BNT162B2) , was not provided and will be requested during follow up. 

Follow- up ~25Nov2021} : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follor,.,•-up attempts made . Follor,.,•-up attempts completed . No furthe:r information is expected . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

(B.5.3a) 
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Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Di abet.es 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

202008 
CCHMM 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 flenal failure 

Start date (8.1.7.1c) Continuing (B.1.7.1d) 

202008 
CCYYMM 

Comments (B.1 .7.1g) 

She was doing in- home care on renal dialysis 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (8.1.7.ic) Continuing (8 .1.7.1d) 

202008 
CCYYMM 

Comments (B.1 .7.1g) 

MedDRA version (8.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Coronary st.ent placement 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dialysis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Stress 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Clot blood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

- --
Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.if) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 04783451 (2) I 
Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1s.1.8c) End date 1s.1.80) 

Indication MedORA version (B.1.8f.1) Indication (B.1.81.2) 

Reaction MedORA version (B.1.8g.1) Reaction 1s.1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions tex:t (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8cl Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1 .2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.J.11 

-
Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.31 

United States of America 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non heelth professional 

(A.2.J.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04190121 (0) 

Canada Vigilance HC Latest Received Date: 
202 11019 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 202 11019 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210L3744S7 (l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ~'-'------"-----'-~---~-~-----~---l 

Type of report 

Stu<.ly 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2021101 4 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

202H014 
CCYYM.'1DD 

List of documents held by sender (A:1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IRC-20 2101 37 44 57 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.f.11.1) 

llealth Cat\ada 
Unknown MAH 
PFIZERINC 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

() 

Report null lflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anoma.ly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E2B_04285882 
CA2-021AMR1026~8 
CA-PFIZER I NC-202101374457 

Reason for nullification (A.1.13.1) 

Onset Age 

52 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1.,;ountry arug ootarnea (B.4.K.2.3) t1atcn11ot no. \1:$.4.K..3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 0250921 O 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug {B.4.k.12) Drug end date {B.4.k.14) 

Duration of drug Admin (B. 
Start period (8.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Injection related reaction 

Method of assessment {BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Relaled 
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lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

mepolizumab 

country drug 01>ta1nee1 (tS.4.k.2.:3) 

le2s 04790121 (O) 

Medicinal product name (B.4.k.2.1) 

MEPOLIZUMAB 

tSatc1111ot no. {tS.4.k.3) 

Pagenl 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100 mg 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Reaction (B.2) 

Route of administration (B.4.k.8) 

Subcutaneous 

MedDRA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11 b) 

Asthma 

Duration of drug Adm in (B. 
4.k.15) 

615 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction/event as reported by primary source 

INJECTION RELATED REACTION 

(B.2.i.O) Curront reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 -
MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

I 11jection :rel.at-ed teaction -
Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Injection rel ated reaction 

Start Date 1e.2_.i_.4)--~I_En_d_ Date (B.2.i.5) J:ration 

!
Reaction la;tt ime (B.2.1.7.2) !Outcome (B.2.1.8) 

Fatal 

(B.2.i.3) (B.2.i.6) 
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Case narrative (B.5.1) 

This i s a non- intervent.ional study report f rom a contactable other health professional . Tht s is a report recelved 
from the Health Canada Regulatory Authority via an on- line database search. Regulato ry authority report is No 
E2B 04285882 . (Linked Regulatory No E2B 04022832). This information was initially reported to Health Canada on 
14J~n2021 from an u n ~mown Mar:ke t Au thorization Holder .Z\.ERl CA20:1AMR102648 . 

A 52-year-old male subject received bnt162b2 (?FIZER-BIONTECH COVID-19 VACCINE) , intramuscular on an unspecified 
date (Batch/Lot numbe r was not reported) a s single dose for covid- 19 prophylaxis; mepolizumab (manufacturer 
unknown), subcutaneous from a n unspecified date {Batch/Lot number: 'NBS not reported ) to an unspecified date , at 100 
mg tor asthma . The subject 's medical history and concomita nt medications were not reported . The subject 
experience d injection rel a ted reaction on an unspecifie d date . Seriousness Crite ria included death and other 
medically important condi tions . The act i on taken in response to the e ve nt for mepolizumab was unknown . The 
subject died on an 1..mspecified date. It was not reported if an autopsy wa s performed. Outcome of event was fatal . 

The reporter ' 3 ass-eesrnent of Lhe causal rel«ticml!lhip of lhe event 'Nith the su3pect products was not provlded at 
the time of this report . Since no determination has been received, the case is mana.,ged based o n the company 
causality assessme nt . 

No tollow-up attempts are possible: intoi.-mation about lot/batch number cannot be obtained . No further lntormation 
is expectecl. 
BN'l'l62B2 ~pprovad unde.r lnt.er1.m Orde1 iii C~nada . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Based on knor,,m drug safety profi l e , there is reasonable possibility of causal ~ssociation between the event 
injection site r~action and BNT162B2 . 

The impact of this report on the benefit/risk profi l e of the Pfizer product i s eva luated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adve rse events . Any 
safet y concern i dentified a s part of this revier.-.• , as well as any appropriate a ction in response, will be promptly 
notified to .regulat ory authorities , Ethics CctMlittees , and Investigators , as approp:c·iate . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

----------~-------- - -

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B .1.7.1a.21 

26 . 0 Inj ect.ion rel ated reaction 

Start date (B.1.7.1c) Continuing (B .1.7.1d} I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End date (B.1.Be) 

-
Indication MedORA version (B.1 .81.1) Indication (B.1 .81.2) 

Reaction MedORA version (B.1.Bg.1) Reaction (B.1 .89.2) 

I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Other studies 

!:
Qualificati on 

Othe( health 

(A.2.3.3) 

(A.2.1.4) 

professio nal 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04191195 (O) 

Canada Vigilance HC Latest Received Date: 
20211020 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211020 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC. - MOD- 2021- 350 499 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1----------------'-'-----=------------4 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20211012 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211012 
CCYYM,'!DD 

List of documents held by sendfer (A.:1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC. -MOD-2021-350499 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

.i.rms 
QMODERNAP 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(l 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - MODERNA BIOPIJARMA CANADA CORPORATION 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- irms- MDCA21- 0, 3 55 
CA- MODE!\NATX, INC. - 110D- 2021- 350499 

Reason fo·r nullification (A.1.13.1) 

Onset Age 

1 7 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B .1.1.1d) 
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ATIA-19(1) 

['c'ail"ada Vigilance AER#: le2s 04791195 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510014 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202g 
cc 

Duration of drug Admln (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k,17.2a} 

Drug React .ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Non-Health care professional 

Which reactlon(s)levent (s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 
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ATIA-19(1) 

Reaction/event as reported by primary source 

FOUND DEAD IN THE BEDROOM 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

2021 

IB,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Reaction first time (B.2.1.7.1) (8.2.1.8) 

Case narrative (B.5.1) 

Thls spontaneous case was teported by~ non-health professional and describes the occurrence of DEATH (Found dead 
in the bed~oom) in a 17-yea~-old male patient who received mRNA-1273 (Moderna CoviD-19 Vaccine} for COVID-19 
vacci nation. 

No Medical History information was reported . 

2021, t.he patient received second dose of mRNP..- 1273 (Moderna CoviD- 19 vaccine) (unknown route} 
dosage form . Death occurred o n 2021 The cause of death was not re.ported . It is unknown if an autopsy was 
performed . 

t.lo relevant concomitant medic-ations 1,1ere reported. 
Treatrr.ent informat.ion was unknown . 

Patient was found dead in the bedroom, fe 1N days after 2nd dose of Hoderna vaccine . 

Company comment : This case involves a 17-year-old male subject with unknown medical history who experienced the 
serious unlisted adverse event of death a few das after:: receiving his second dose of mRNA- 1273. The patient was 
found dead in his bedroom . No further inform.at.ion is currently available on the rea:3on of his death or events t.hat 
may have resulted in de~th . The reporter declined further information on his name or address . 

The benefit - tisk relationship of m.RNA- 1273 is not affected by this re_port . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's dla.gnosls (B.5.3b) 

Sender's comments (B.5.4) 

'!'hi s case involves a 17- year - old male subject ...,J.t.h unkn<H•.rn niedica 1 history who expe:r-ienced the serious unlisted 
adverse event of death~ few das ilfter receiving his second dose of mRNA- 1273 . The patient. was found dead in his 
bedroom. No further informatLon is currently available on the reason of his death or ~vents thac may have 
resulted in death. The repo!:cer declined f urther information on his name or add ress. 

The bene:fic-risk relationship of m.RNA.-1273 is not affected by this report . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1. 7) 
MedDRA version (B.1 .7.1a.1 ) Episode name (B.1.1.1a.2) 

26 . 0 Unknown cause of deach 

Start date (B.1.7.lc) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

(B.3.1.2) More info (B.3.1.3) 
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Canada Vlglla_n_c_e_A_E_R_#_: ___ ~IE_2_B~ 0_4_79_1_1_9_5~ (0~) _ ______________ ~I _____ Page*s 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

Start date (B.1.8c) End date (B.1 .Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent condit ions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Bo) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve.rsion for reaction (B.1 .10.Bg.1) Reactions (B.1.1 O.Bg.2) 

Primary Source (A.2} 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(",,2.1-1t) 
Reporter family 

(A.2,1.1d) 
title name name name 

PR[VACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.31 

Canada 

Project No 

Observed study type 

!
:Qualification (A.2.1.4) 

Consumer/ other non health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04191429 (O) 

Canada Vigilance HC Latest Received Date: 
20211020 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211020 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC. - MOD- 2021- 350527 I ll 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------~-----'------'----'--'------~-----4 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20211012 
CCYYMMDD 

Additional documents? (A.1.8.1) 

Yes 

20211012 
CCYYM.'1D D 

List of documents held by sendfer (A.1.8.2) 

~2b t>i!ferences Repott 

Fulfill expedited criteria? (A.1.9) Regulatory authority•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC.-MOD-2021•350527 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

()MODERN AP 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullif ication? (A.1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MOOERNA BIOPHARMA CANADA CORPORATION 

PRIVACY Ma le-

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Cl\- MOOERNArX , INC.-M00- 2021- 350527 

Reason for nullification (A.1.13.1) 

Onset Age 

27 'fears 

(B.1.1.1c ) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Canada 

Holder and authorizatlon/applicaUon no. of drug (B.4.k.4) 

Authorization/Application no.: 02510014 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage lo rm 

Pharmaceutical form (B.4.k.7) Route of administration (8.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI D-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k..16) Did reaction recur on readministratlon? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

ModDRA version (B.4.k.17 .2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Possible 
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Canada Vigilance AER#: IE2B 04791429 (0) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .. 18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Drug abuse 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Drug abuse 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

P~Ta. 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Dea~h 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Death 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

DRUG OVERDOSE 
MedDRA version for 

(B.2.i.1,a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event tenm LL T 

26 . 0 Drug abuse 

Med0RA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA tenm (PT) (B.2.1.2.b) 

reaction/event tenm PT 

26 . 0 Drug ab,lse 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) _td Oate (8.2.i.5) 

--
Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unknown 

I Page*3 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Resu It (B.4.k.18.4) 

Not Provided 

I Duration (8.2.1.6) 

(B.2.1.8) 

I Duration (8.2.i.6) 

-
(8.2.1.8) 
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Case narrative (B.5.1) 

This spontaneous case was t'eported by a consurner and descr ibes the occurr ence of DEJ>.TH (Death) and DRCJG ABUSE 
(Drug overdose} in a 27 - yea!'- 0ld male patient •Nh0 received mRNA- 1273 ft,.~oderna CoviD- 19 Vaccine) for COVID- 19 
vaccination. 

The patient's pa.st medical history included Depression . 

On an unknown date, the patient received fi.t·st dose of mRNA- 1273 (Hoderna CoviD- 19 Vaccine} (unknown route} 1 
dosage foun . On an u1)known dat.e, the patient experienced DEATH {Death) (seriousness criteria. death and medically 
significant:) and DRUG ABUSE (Drug overdose } (seriousness criterion medically significant. ) . The patient died on an 
unknown dat:c . The reported cause of d@ath was drug overdose and D r ug addiction . It is unknown if an autopsy was 
performed , At the time of death, DRUG J\.BUSE {Drug overdose) outcome was unknown , 

The ac tion taken i.dth mRNA-1273 (Moder na Covl0-19 Vac cine) (Unkno wn) wc.1s unknown . 

Concomi t~n t rne<licc1 t.1 on was not 1.epo r ted . 
'l'teJtment il"lforma.Lion wvs f'lOL r-epotted . 

Company Comment : 
The case concerns a 2~}-year-old--.male patient ,..,ith previous relevant medical history of drug abuse and depression, 

who experienced the unexpected events ot drug abuse and died. The events occurred on unknown days after the 
vaccination with of Spikevax. patient I s medical history of drug abuse and depression remain.,g as confounders . The 
benefit- risk relationship of SpHevax is not affected by this report . 

Reporter's comments (B.5.2) 

MedORA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

The case concerns a 27 - year- o ld- mdle patient wi th previous relevant rnedica.l history of drug abuse and 
depression r who experienced the unexpected events of drug abuse and died . The events occurred on unknown d~ys 
after the vaccit\,at:ion 1,\•ith of Spikevax. patient I s medical history of drug abuse and depression remains as 
confounders . The benefit-risk relationship of Spikevax is not. affected by this report. 

Unit (B,3,1e) Normal low range (B,3,1,1) Normal high range (B,3,1,2) More Info (B,3,1,3) 

Results of tests and procedures {B.3.2) 

- ··-- - - ·- ---- - - -- ---
Patient Medical Histor B.1.7 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Depression 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
L ate 

(B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Drug abuser NOS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Drug addiction 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

-
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Canada Vlglla_n_c_e_A_E_R_#_: ___ ~IE_2_B~ 0_4_79_1_4_2_9~ (0~) _ ______________ ~I _____ Page*s 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

Start date (B.1.8c) End date (B.1 .Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.So) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve.rsion for reaction (B.1 .10.Bg.1) Reactions (B.1.1 O.Bg.2) 

Primary Source (A.2} 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(",,2.1-1t) 
Reporter family 

(A.2,1.1d) 
title name name name 

PR[VACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.31 

Canada 

Project No 

Observed study type 

!
:Qualification (A.2.1.4) 

Consumer/ other non health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04804161 (O) 

Canada Vigilance HC Latest Received Date: 
20211022 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211022 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210L3S26Sl {11 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '--'---~--'------~--~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211018 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211018 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021Ql392651 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZEIUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.11 Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically Important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

C/\- PFUER WC- 202\0!392651 

Reason for nullification (A.1.13.1) 

Onset Age (e .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL {12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

l.ountry drug ootainea \ts.4.K.2.3) 1:1atcnI1ot no. {ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorizaUon/applicaUon: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Acllon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B,4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date (8.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: IE2B 04804161 (0) I 
MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lung disorder NOS 

Source of assessment (B.4.k.18-.2) Method of.assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lung disorder NOS 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

KNOWS " FOW.Y V~P" ];>~SONS T!IAT HA~ o;u;o I ONE OF THJ.;;M WAS A l>RETTY GOOP FRIJ.;;NO 
THAT HE KNEW FOR YEARS 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Term hightli ghted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Death 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Death 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source 1s.2.1.o) Current reaction 

THEY PUT HIM ON A VENT AND BLEW UP HIS LUNGS 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rslon for 
reaction/event term PT 

26 . 0 

(B .2.1.1 .a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Lung disorder NOS 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Lung disorder 

(B.2.i.3) Start Date (8 .2.l.4) End Date (8.2.i.5) Duration 

(B.2.1.8) 

(B.2.i.61 

(8 .2.i.6) 

This is a spontaneous report from <:l non- contactable consumer or other non- healthcare professional v i a the Medical 
Information Team. A male patient of an unspecified age received the second dose of BNT162B2 (COMIRNATY) via 
unspecified route of administration on unspecified date (ba tch/lot number was not reported) as DOSE 2 ~ SINGLE and 
the first dose of BNT162B2 (COMIRNATY ) via unspecified route of administration on unspecified date (batch/lot 
n umber was not reported) as DOSE 1 , SINGLE for COVID-19 immunization. The patient ' s medical history and 
concomitant. medications were not reported. The consumer noted that he knows "fully vaax.ed" persons that have died. 
He stated nobody he knows of has died from COVI D . He stated, " I don 't know, makes a guy wonder . " One of them was a 
pretty good friend that he knew for y ears . The patient .,.ias double vaaxed 1 went to PRIVACY and didn ' t come back. 

They put him on a vent and blew up his lungs . " They should have given him a real drug like lvermectin . " The 
patien t d ied o n an unspecified date. rt ·r1as unknown at the time of th i s report if an autopsy 1.,.as performed . 

No follow- up attempts are possible; infor mation about. the bat.ch / numbers cannot be obtained. No fur ther information 
is expected. 
Comirnaty approved under I nterim Or-der in Canacla. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Page*3 
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Canada Vigilance AER#: le2B 048041_6_1~ (~0~) ---------------~-----Page*4 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1<>) Normal low range {B.3.1.1) Normal high range (B.3.1 .2) More info 

Result s of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1o.2) 

26 . 0 Oedth 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Collapse of l ung 
-

J::e 
Start date (B.1.7.1c) Continuing (B.1.7.1d) (B.1.7.11) 

- -- -
Comments (8 ,1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- - - ---- ~ . -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B .1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Start date (B.1 .10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1 .10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

(B.3.1.3) 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04841533 (3) 

Canada Vigilance HC Latest Received Date: 
20211227 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210!.468129 ( 4 ) 

Primary source country (A.1.1) Occur country (A.1.2) Serious? (A.1.5.1} Serious 

Canadi:1 Seriousness (A.1.5.2) 

Type of report 
Caused/prolonged 

No hospitalization? 

eponluncou:s Results In death? Yes 

MAH/Sponsor Initial Received Date MAH/Sponsor Latest Received Date (A.1. 7) Disab II ngllncapacltating? No 
(A.1.6) 

20211027 20211214 Life threatening? No 
CCYYHMDD CCYYMMDD 

Additional documents? (A.1.8.1) 
Congenital anomaly/birth 

No 
defect? 

No 
Other medically important 

Yes tondition? 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IJIC-20210H68129 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) Duplicate Case identifiers (A.1.11.2) 

PF!ZERrnc 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_04883003, 12) E2B_ 04 883007 , (2) E2B_04883006, 
E2B_04883003, 12 I £26_04883006, (2 ) li.2B_04883007, {2) 
E2B_04877&65, !2 I E28_04869942, (21 E2B_04877680, 12) 
E2B_04877S,84, 12) E2B_04877679, (21 E2B _ 04 877620 , {2) 
E2B_04704132, 12) E2B_04707963, {2) E2B_04701951 , 12) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health profess Iona I? (A.1.14) 

No . 
Source (A.1.4) 

MAH - PFIZER 

12) E2B_04883003, 
F.2!1_04869916, 121 
E:2B _ 048 77 644 , 12 1 
E2B 04677486, 12) 

E2B=04883006, { 2) 

., 

C/\- Pt'l7..tR !NC- 202101468129 

(21 E2B_ 04B83007, (2) E2B_ 04883006, 
E2ll_0484 22q5, ( 2 ) IW,_0484l 653, 12 I 
E2B ... O 4 877639, (2) £28_ 04877647, 12 I 
E2B 04707931 , {2) E2B _ 04703895 , 121 
E2B)4883007, (2) E2B 04883003 

Reason for nullification (A.1.13.1) 

12 1 

Page: 160 of/de 2, 140 
A2023000085 



UNKNOWN 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

Onset Age (B.1.2.2) 

(B.1.6) 

Hospital 
(B.1.1.1c) 

Investigation 
record no. no. 

(B.1.1.1d) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2s 04841533 (3) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

UNKNOWN CAUSE OF DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t from a c:ontactoble consumer . This consume r repo rted sirnilar events for four family 
members . This is the first of 4 reports . A patient of unspecified age and gender received BNT162b2 (COMIRNATY; 
Lot Number: UNKNOWN) , v ia an unspecified route of administration on an unspecifi ed date as a s i ngle dose for 
COVID- 19 immunisation. Ongoing medical history included congestive heart failure from an unknown date. The 
patient 1 s concomitant medications were not reported . On an unknown date , the reporter stated that the patient had 
congestive heact failure and died from the vaccine . The cause of death was not provided . It was not reported if an 
aut..opsy was pei:forroed . 

The lot number for the vaccine, BNTl62B2, r,.,•as not provided and will be requested during follow up . 

Amendment: This follow- up report is being submitted to amend previously reported information: to amend validity. 

Amendment : This follow-up report is being submitted to allow appropriate reporting to health authorities . 

Follo,1- up (14Dec202ll : This f o llow- up is being submitted to notHy that th,> lot/ batch number for all dosGs is not 
available despite the follow- up attempts made . Follow- up attempts have been completed and no further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis IB,5.3a) 

Sender's diagnosis (8.5.3b) 

Sender's comments (B.5.41 

Unit (B.3.1e) Nor mal low range (B.3.1.1) 

Results of tests-and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Congestive heart. failure 

Start date (B.1.7.1c) Continuing (B .1.7.1d) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown caus~ of deat:h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 04841533 (3) I 
Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1s.1.8c) End date 1s.1.80) 

Indication MedORA version (B.1.8f.1) Indication (B.1.81.2) 

Reaction MedORA version (B.1.8g.1) Reaction 1s.1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions tex:t (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8cl Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1 .2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.J.11 

-
Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.31 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/ other non heel t h profe ss i onal 

(A.2.J.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04841653 (1) 

Canada Vigilance HC Latest Received Date: 
20211229 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210!.466128 (2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ~'---------'-----~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20211027 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211227 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER !NC-202101468128 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrnc 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2 ) E2B_01811533 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~t!ZER !NC- 202101 468128 

Reason for nullification (A.1.13.1) 

Onset Age 

19 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1.,;ountry arug ootarnea (B.4.K.2.3) t1atcn11ot no. \1:$.4.K..3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 0250921 O 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

28.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date {B.4.k.14) 

Duration of drug Admin (B. 
Start period (8.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessmMt (8.4.k.18.3) 

Globaf Introspection 

Reaction assessed (B.4 k.18.1 b) 

Clot blood 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: IE2B 04841653 (1) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assossment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (8.2) 
Reaction/event as reported by primary source 

DIED 

(8,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event tenm LL T 

26.0 

MedDRA version for 
reaction/event tenm PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause ot death 

Reaction/event MedDRA term (PT) 

Death 

(8.2.1.1.b) 

(8.2.i.2.b) 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

I 
Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Duration (B.2.i.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

Reaction/event as reported by primary source 

HAD THREE BLOOD CLOTS 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event tenm LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.1.a) 

(B .2.1.2.a) 

Tenm hightlighted by the reporter? 

Reaction first time (B .2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Clot blood 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

(B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion (B.2.i.61 

(B.2.1.8) 

This is a spontaneous report received from a contactable reporter(s ) {Consumer or other non HCP) from medical 
information team. 

A 19- year- old consumer (patient) of unkno••n gender regarding E'FIZER- BIONTECH COVID- 19 VACCINE . A 19- yea,·s- old 
patient of an unspecified gender received bnt.162b2 (BNT162B2} , via an unspecified rout.e of admi nist1.ation on an 
unspecified date (Batch/Lot nurr,ber was not reported) as DOSE NUMBER UNKNO-.'JN, SINGLE for covid- 19 immunisation. 
The patient medical history a nd concomitant med ications were not rt?ported . The patient experienced died on an 
unspecified date , had three blood clots on an unspecified date . The patient. died on an unspecified date . It was 
not reported if an autopsy was performed. Outcome of blood clots was unknown . 

The lot nu~~er for [BNT162] , was not provided and will be requested during follow up 

Follow-up <27Dec2021) : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follor. .. •- up att.empts made. Follow-up attempts have been completed and no further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (ll.5,3aj 

Sender's diagnosis (B.5.3bl 

Page*3 
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Canada Vigilance AER#: E28_04841653 (1) Pagd4 

Sender's comments (B.5.4J 

Unit (B.3.1•·) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

I Results of tests and procedures (B.3.2) 

-·--- --- - --- --~ --- - ---------·- - ----
Patient Medical History (8.1.7) 
MedDRA version (B,1.7.1a.1) Episode namo (B.1.7.lo.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.lc) Continuing (B.l.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.lg) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End date (B. 1 .so) 

Indication MedDRA version 1s.1.s1.1J Indication (B .1.a1.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.lc) Continuing (B.1.10.7.1dJ End date (B.1.10.7.11) 

Comments 1s.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1 .10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

Med ORA ve rs Ion for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 04841653 (1) 
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lcanada Vigilance AER#: le2B 04842245 (1) 

Canada Vigilance HC Latest Received Date: 
20211217 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 20210L4661 26 {2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'----'--'-~~...,_~...,_--~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20211027 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211213 
CCYYMMDD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority 's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- nIZER IJIC-2 02101 468126 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrnc 

Duplicate (D) / link (L) Report number(s) (A.1.12) 

{2 ) E2B_01811533 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B.1.2.1) Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

.other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

C/\- l'Fr7..£R !NC- 202t01468l 26 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04842245 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

12 Hours 12 Hours 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

DROPPED DEAD 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte 1 (s ) {Consumer or other non HCP) from medical 
information team. The =:-eporter is patient's cousin . 

A patient of unspecified age and gender received bntl62b2 {PFIZER- BIONTECH COVID-19 VACCINE), via an unspecified 
route of administration on an unspecified date (Batch/Lot nurrber was not reported} as dose number unknown, single 
for covid- 19 immunisation . The patient ' s medical history and conc omitant medications were not reported . The 
palien t experienced <fropped dead (dealhJ l d.eatt>I on an unspecHied date . Pati en t dropped. <iead 12 nours after 
receiving t:he vaccine . Patient died on an unspecified date . It was unknown if a,n autopsy was performed . 

The lot number for the vaccine, bnt162b2, was not p rovided and wi ll be requested duri ng follow up. 

Follow- up (13Dec2021) : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follow-up attempts made . Follm .. •-up atten\pts have been co1npleted a nd no further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e,) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cau3e of deat h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) ~ 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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I ATIA-19(1) 

Health 
Canada 

Dea 

Sante 
Canada 

11 II 
Canada Vigilance National Office 

Marketed Health Products Safety and Effectiveness Information Bureau 
Tunney's Pasture AL: 1908C 

Ottawa, ON K1A 0K9 
Tel (toll-free): 1-866-234-2345 
Fax (toll-free): 1-866-678-6789 

HC.Canada.Vigilance.SC@canada.ca 

August 9, 2021 

Re: Adverse Reaction Number 952325 

Thank you for your calls to the Canada Vigilance Program (CVP) on May 28, July 6 and August 4 , 2021 , 
regarding Zofran. We would like to express our deepest sympathy to you and your family for your loss 
and understand that this must be a difficult situation for you. We appreciate the time you took to call in 
about this tragic event and we apologize for the delay in our response but hope the information we 
provide will be helpful. 

The information that you included in your call has been recorded in the Canada Vigilance Program 
database. The report has been assigned the Adverse Reaction Number 952325. Please reference the 
respective report number should you wish to report additional information on this event. Please note that 
Health Canada will contact you about your report only if additional information is required for its 
surveillance activities. 

The CVP is Health Canada's post-market surveillance program that collects and assesses reports of 
suspected adverse reactions (ARs) to health products submitted by health professionals and consumers, 
who report voluntarily, and by manufacturers, distributors and hospitals, who are required to submit 
reports under the Food and Drugs Act. Consequently, we cannot provide you any legal advice but 
recommend you maintain all relevant documentation if you decide to pursue legal action. 

The information from side effect reports as well .as information from other sources of data is used to 
determine whether the benefits of a given health product continue to outweigh its risks and to take 
appropriate action to minimize any new risks. Such actions may include the update of the label of a 
health product in its authorized Canadian monograph, risk communication(s) to inform Canadians about 
possible new side effects and/or a recall of the product. 

For consumer information on health products for sale in Canada, you may wish to consult the Drug 
Product Database. This site allows you to search the database and read the product monographs, which 
provide information including contraindications, warnings and precautions as well as adverse reactions 
associated with a particular product. As requested, the 4 product monographs Zofran, midazolam, 
morphine and lorazepam monographs have been attached as individual PDF files to this email. 

Health Canada also has the Canada Vigilance Adverse Reaction Online Database, which is a subset of 
the database available from the adverse reaction database at Health Canada, and is updated monthly. 
The time period of the data presented remains 3 months behind, in order to account for data entry and 
quality control activities. You can use the Canada Vigilance Online Database to obtain information on 
Canadian AR reports that have been received for marketed health products, like Zofran. 

For your concerns on the care your mother received at the hospital, you mentioned you were already in 
contact with the College of Physicians and Surgeons of Ontario. Any concerns related to the ethics of 
health care professionals, including unethical payoffs and any tools being used in hospitals for patient 
care must be reported to the profession's respective provincial colleges as the "practice of medicine" is 
provincially regulated. If needed, please see the contact information for the College of Physicians and 
Surgeons of Ontario below. 
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College of Physicians and Surgeons of Ontario 
80 College Street 
Toronto, Ontario M5G 2E2 
Toll Free: 1-800-268-7096 Ext. 603 
Email: feedback@cpso.on.ca 

Do ument R 
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anada 

For your questions regarding the COVID-19 vaccination campaign, it has been redirected to the Public 
Health Agency of Canada (PHAC). You may follow-up with them directly via their email 
phac.vrtfcorrespondencegtpv.aspc@canada.ca. For the latest information on COVID-19, as well as 
vaccines and safety, you may visit the Government of Canada's COVID-19 webpage. 

If you would like to be kept informed of Health Canada's advisories, recalls and other communication on 
health products, you may subscribe to MedEffect. 

Once again, we would like to extend our sincere condolences, and wish you the best. 

Canada Vigilance Program 
Marketed Health Products Directorate 
Health Canada 
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ATIA -19(1) 

From : 

Sent: 
Leung, Jessjca (l:!~L~Q 
2021-06-011:54 PM 

To: 
Cc: 
Subject : 

HPFB MHPSEIB EFAX / BIIEPSC DGPSA (HC/SC) 

Canada Vigilance (HC/SC); Seguin, Michelle (HC/SC) 
RE: PUB-001221 Voicemail escalation 

Categories: COVID 

Hi EFAX, 

As a follow-up, I spoke with the■consumer and just took down her mother's death report to 
the Pfizer vaccine & subsequent Zofran use. It's related to this case and the Online Submission 
Confirmation Number is 20210601135303_93155. 

Just for awareness, the patient also had further follow-up questions which I was unable to answer 
so if you could provide me with the AER # to ensure whomever is assjgned to this case gets the 

whole picture. This also involves questions about the COVID-19 vaccination so I'm cc'ing Michelle 

Seguin as well. 

Regards, 
Jessica 

From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Sent: 2021-06-011:41 PM 

To: HPFB MHPSEIB EFAX / BIIEPSC DGPSA (HC/SC) <hc.hpfb.mhpseib.efax
biiepsc.dgpsa.sc@canada.ca> 

Cc: Leung, Jessica (HC/SC) <jessica.leung@canada.ca> 

Subject: FW: PUB-001221 Voicemail escalation 

Hello EFAX, 
Please see AR report below for DE 

Once DE, could you please provide the AER number to Jessica (cc here) 
Thank you © 

Lynda 

From: litowitz, Paul (HC/SC) <Qaul.litowitz@canada.ca> 
Sent: 2021-05-314:32 PM 

To: Canada Vigilance {HC/SC) <hc.canada.vigilance.sc@canada.ca> 

Cc: Leung, Jessica (HC/SC) <jessica.leung@canada.ca> 
Subject: RE: Voicemail escalation 

Yes please, most likely to Jessica. Thanks! 

From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Sent: 2021-05-3111:57 AM 

To: Litowitz, Paul (HC/SC) <f2aul.litowitz@canada.ca> 

Cc: Leung, Jessica (HC/SC) <jessica.leung@canada.ca> 
Subject: RE: Voicemail escalation 

Good morning Paul, 
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I ATIA-19(1) I 

Should I assigned this is PUB correspondence? Please let me know. 

Thanks, 

Shun 

From : litowitz, Paul (HC/SC) <12aul.litowitz@canada.ca> 
Sent: 2021-05-31 11:52 AM 

To: Stienburg, Lynn (HC/SC) <!v.nn.stienburg.@canada.ca>; Aubertin, Nancy (HC/SC) 
<nancy.aubertin@canada.ca> 
Cc: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca>; Leung, Jessica (HC/SC) 

<jessica.leung_@lcanada.ca> 
Subject: RE: Voicemail escalation 

HI Nancy, 
Area codelllllll is part of th~ region's territory in PROS. Would it be possible to update 
CRMU's records accordingly? 
Paul 

From: Stienburg, Lynn (HC/SC) <!v.nn.stienburg@canada.ca> 
Sent: 2021-05-3111:37 AM 

To: litowitz, Paul (HC/SC) <12aul.litowitz@canada.ca> 
Cc: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Subject: RE: Voicemail escalation 

- esponsibility for this area code was largely put in place a number of years ago for 
distribution of reports for processing. limited calls come in from this area code. I have no working 
knowledge related to delivery o- ervice health system contacts, provincial roles and the delivery 
of healthcare In the province of 

For consideration moving forward as to whether areaI cod~ hould continue to be supported 
by Atlantic? 

Thank you, 
- Lynn 

From: Stienburg, Lynn (HC/SC) 
Sent: 2021-05-3112:27 PM 
To: litowitz, Paul (HC/SC) <12aul.litowitz@canada.ca> 
Cc: Canada Vigi lance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Subject : RE: Voicemail escalation 

Hi Paul and Myriam, 

I would appreciate your direction in this case. Who would respond to the caller as they are 
discussing lawsuits? I .am not familiar with the healthcare system in -

Thank you, 
- Lynn 

From: Dionne, Alexandre (HC/SC) <alexandre.dionne@canada.ca> 
Sent: 2021-05-3111:52 AM 
To: Stienburg, Lynn (HC/SC) <!v.nn.stienburg@canada.ca> 
Cc: Litowitz, Paul (HC/SC) <12aul.litowitz@canada.ca> 
Subject: Voicemail escalation 
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I ATIA-19(1) I 
Hello, 

We received a call over the weekend from a woman who was calling to report that her mother 
had passed away following an AR to the medication Zofran, which was administer-ed while she 
was in the hospital last week. She was also questioning why this drug was administered to her 
mother in the first place and why it's approved by Health Canada, citing information she found 

online concerning multiple lawsuits in the US, and considering recourses. 

As I do not have much experience yet and this call has potential medical/legal ramifications, I 
felt more comfortable escalating this case. 

Caller: 

Thank you! 

Alexandre Dionne 

Support Officer/ Agent de soutien 
MHPSEIB / BIIEPSC 

n behalf of her 

Marketed Health Products Directorate (MHPD) / Direction des produits de sante commercialises 
(DPSC) 
Health Canada/ Sante Canada 
alexandre.dionne@canada.ca 
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I ATIA-19(1) I 

"Safety Report ID: CA-DHPR-20220204163929_129195 

Type of Report: Follow-up 

HCRef.N-

Reporter File No.: 

Transmission Date: 20220204 

First Name. 

LastNam

Telephone 

Ext.: 

Address: 

City:

Province/Territory: -

Postal Code: 

Email address 

Organization: 

Reporter Type: Other health professional 

Patient I D:■ 
Age: 71 Year(s) 

Sex: Female 

Height: 

Weight : 

Med History: Multiple CT scans with contrast agents leading up to the hospitalization, diabetes, 

congestive heart failure 

Allergies: 

Serious Death: Yes 

Date of Death: 
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I ATIA-19(1) I 

Serious Life-Threatening: 

Serious Disability: 

Serious Hospitalization: 

Serious Congenital Anomaly: 

Serious Other: 

Serious Other Explain: 

Reaction 1 

Outcome: Died 

Reaction Start Date: 2021'11111 

Reaction End Date: 

Reaction Description: The reporter still strongly feels that the original reason her mother was in the 

hospital in the first place was with a headache, vomiting, diarrhea, upper left quadrant pain which cou ld 
have been related to her first Pfizer shot. The patient's daughter also wanted to add that she just 

received her mother's autopsy results, which confirms she had fatal levels of morphine (134 when max 
is 120, with a margin of error of+/- 14) but they did .not test for Zofran levels. She had some cysts on her 

kidney and ultimately passed away from an ischemic stroke. The patient is skeptica l a proper full 
autopsy was done on her mother's body. Upon reviewing the hospital's EMAR system records, where 

decided that after she had a stroke, she would be undergoing a palliative regimen without the reporter's 
consent. The physician, Drllllll initiated a DNR protocol while t he patient was still undergoing post

stroke treatment. They tested the patient for COVID-19 while she was in the hospital and she was 

negative as well. She would like me to emphasize that she has major concerns that the funding for 

medication is being highly biased towards pushing COVID-19 related treatments into Canadians due to 
profit for big pharma (e.g. become long term patients for big pharmaceutical companies). Funding 

partnerships like these are violations against human rights. Verbal report taken b~ on Feb 4, 

2022. 

Suspect Product 1 

DIN #/NPN #: Zofran 

Product Name: 

Strength: 

Strength other: 

Dosage form: 

Page: 184 of/de 2, 140 
A2023000085 

nt 



Manufacturer: 

Lot#: 

Expiry date: 

Product start date: 

Product end date: 

Dose: 

Frequency: 

Route of administ rat ion: 

Route of administration - Other: 

Indication: 

Reported to Mfr: 

Date reported to Mfr: 

Mfr Reference number: 

Drug action taken: 

Dechal lenge: 

Rec ha I lenge: 

Suspect Product 2 

DIN #/NPN #: 02509210 

Product Name: PFIZER-BIONTECH COVID-19 VACCINE 

Strength: 

Strength other: 

Dosage form: 

Manufacturer: 

Lot#: 

Expiry date: 

Product start date: 

Product end date: 

Dose: 
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Frequency: 

Route of administration: 

Route of administration - Other: 

Indication: 

Reported to Mfr: 

Date reported to Mfr: 

Mfr Reference number: 

Drug action taken: 

Dechallenge: 

Rechallenge: 

Concomitants: First dose of Pfizer vaccine. Also ~orphine and midazolam while patient was in the 

hospital for treatment. She has already started ~ investigation, file number 1117323. 

Test/Lab results narrative:" 
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lcanada Vigilance AER#: le2B 04843733 (O) 

Canada Vigilance HC Latest Received Date: 
20211103 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211!03 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2021- 363285 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------~-------"'-------'--'-----------1 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211025 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211025 
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC. -MOD-2021-363285 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMODERNl\E' 

Duplicate (D) I Link(L) Report number(s) (A.1.12) 

{l) E2B_ 04.561608 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

E'RIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- HOOERNAtX, ll'JC .. - MOD- 2021 - 363285 

Reason for nullification (A.1.13.1) 

Onset Age 

29 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorizatto-n/Application no.: 02510014 
Country of authorizatJon/application: Canada 

Structured dosage Info (B.4.k.S) 

1 Dosage forms 

Dosage tex:t (B.4.k.6) 

1 dosage form 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 vaccination 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B;4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1b) 

Cancer 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cancer 

Result (B.4.k.18.4) 

Possible 
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Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Dyslexia 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Dyslexia 

Source of assessment (B.4.k.18.2) Method of assossment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Heart attack 

Source of assessment (8.4.k.18-.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.A.k.18.1b) 

26.0 Heart attack 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Interchange of vaccine products 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) . 

MAH Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Interchange of vaccine products 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k, 18.1 b) 

26,0 Mental disorder 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

MAH Glot,al lntrospec:tion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Mental disorder 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Retardation mental 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Retardation mental 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I Page*3 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Not applicable 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 
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26.0 

Source of assessment (B.4.k.18.2) 

MAK 

MedllRA version (B.4,k, 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Non-Health care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

Non-Health care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B,4.k.18,.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Non-Health care professional 

I E2B 04843733 (0) 

Retinal detachment 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k, 18, 1 b) 

Retinal detachment 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Retinal tear 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Retinal tear 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Retinal thinning 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Retinal thinning 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page~ 4 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Posslble 

Result (B.4.k.18.4) 

Not Provided 
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lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) 

Canada 

le2s 04843733 (0) 

Medicinal product name (B.4.k.2.1) 

BNT162B2 

Batch/IOI no. (B.4.K.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4 .k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202 ... 
CCYYMMDD 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Unknown 

MedDRA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of admin (B.4.k.9) 

Indication (B.4.k.11b) 

COVID-19 immunisation 

Duration of drug Ad min (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B,4.k.18) 

MedDRA version (B:4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reactionlevent as reported by primary source 

HEART ATTACK 

(8.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event tenm PT 

26 . 0 

(B .2.i.1.a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8 .2.i.7.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

Heart attac k 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Myoca rdi a 1 infarction 

Start Date (B.2.i.4) End Date (B.2.i.S) 

202~ 
CCYYMMDD 

t eaclion last time (8.2,;,7.2) 

!
Outcome 

Fatal 

Result (B.4.k.18.4) 

Durat ion 

(8.2.i.8) 

(8 .2.i.6) 
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Reaction/event as reported by primary source (8.2.i.O) Current reaction 

RETINAL TEAR 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

reaction/event term LL T 

26.0 Retinal tear 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 ReLinal tear 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

RETINAL DETACHMENT -- ---- -- - - - - -
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Retinal det.achmen-c 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Retinal detachment 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unkno1·m 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

ALL DSM 5 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 

reaction/event term LL T 

26 . 0 Mental disorder 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Mental disorder 

Term hlghtlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

DYSLEXIA 

MedDRA ve.rsion for 
(B.2.1.1.a) Reaction/event MectDRA term(LL T) (B.2.1,1.b) 

reaction/event term LL T 

26 . 0 Dyslexia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Dyslexia 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (B.2.i.5) 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

CANCER 

MedDRA ve·rsion for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 

reaction/event term LL T 

26 . 0 Cancer 

MedPRA version for 
(B.2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Neoplasm malignant 

Term hlghtllghted by the reporter? (8.2.1.3) Start Date (B.2.1.4) jEnd Date (B.2.i.5) 

I 

I Duration 

(8.2.i.8) 

I Duration 

(8.2.1.8) 

I Duration 

(8.2.1.8) 

I Durat ion 

(8.2.1.8) 

!Duration 

Page~6 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(B.2.i.6) 

(B.2.i.6) 
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~ 

I E2B 04843733 Canada Vigilance AER#: (0) 

I 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

UnknO\'in 

Reaction/event as reported by primary source (B.2.1.1)) Current reaction 

RETINAL THINNING 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1 .b) 
reaction/event term LL T 

26 . 0 ReL.i na1 thl nning 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Retinal degenerat ion 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B,2.1.7,1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

RETARDATION 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Retardation menta l 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) [B.2.1.2.b) 

reaction/event term PT 

26 . 0 lnLellectual d isability 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

INTERCHANGE OF VACCINE PRODUCTS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Interchange of vaccine products 

MedDRA version for 
(B.2,i,2,a) Reaction/event MedDRA term (PT) 111,2,i.2.b) 

reaction/event term PT 

26.0 Interchange of vaccine products 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] 

202 -

Reaction first time (B.2.i.7 .1) Reaction last time (B.2.i.7 .2) Outcome 

1 Oc3ys Unknown 

I 

I 
(B.2.1.81 

I Durat ion 

(B,2.1.8 ) 

I Duration 

(B.2.i.8) 

I Durat ion 

(B.2.i.8) 

Page*7 

(B.2.1.61 

(B.2.i.6) 

-

(B.2.1.6) 
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Case narrative (B.5.1) 

This spontaneous case was reported by a consurner and describes the occurrence of MYOCARDIAL INFARCTION (Heart 
attack.) , RETlN.A.L 'I'E:AR (Retinal tear) , RE.TINAL DET.ACH.MEN'r (Retinal detachment) , MENTAL D!SORDEK {All DSM 5) , 

DYSLEXlA (Dyslexia) , NEOPLASM MALIGNANT (Cancer ) , RETINAL DEGENERATION (Retinal thinning) , INTELLECTUAL DISABILITY 
(Retardation) and INTERCH.Zi,.NGE Ot' VACCINE PRODUCTS (Interchange of vaccine products ) in a 29-year-old male patient 

who received mRNA-1 273 {Moderna CoviD-19 Vaccine) for COVID-19 vaccination , 

Co- suspect product included non- company product BNT162B2 for COVID-19 immunisation . 

The patien t ' s pa.st medi.cal history included Meningococcal meningitis {Hospitalisation prolonged: Yes , No treaunent 
received) in May 2018 , Mental. disorder NOS a nd Electroconvulsive therapy {Hospitalised for 4 days a nd 
hospi talization prolonged, Treatment received : u nknown) on~ 2021 . 

On-,021, the patient ceceived second dose of BNT162B2 (unknown route) I dosage form. 
On ~ own date, t.he patient received first dose of mRNA-12'73 (Moderna Cov.10-19 Vaccine) ( l111known ro\.1 te ) 
dosage form . Or, ..... 021, t he patient experienced I NTERCHANGE or VACCtNE PRODUCTS {lnterchange of vaccine 
products ) (seriousness criterion medically significant) . On an unknown date , t:.he patient experienced MYOCARDIAL 
INFARCTION ((leatt attack) (seriousness crit eria death , hospitalization and medically significant) , RET1NAL TEAR 

(Retinal tear ) (seriousness critedon medically eigniticant) , RETINAL DETACHMENT (R<>tinol detachment) (seriousne•o 
criterion medically olgniflc~nt) , MENTAL DrSORDER (All DSM 5) loeriou•nass crilerion inedlcally signific,>nt) , 
DYS Ll=:XlA (Dyslexi~) (seriousness ct.it.erJon mediC,)l ly s.1 gn1!J canl) 1 Nl:WPLASM MA.LlGNAN'r (CJncet ) (serlousrt~ss 
criterion medically significant) , RETINAL DEGE~ERATION {Retinal thinning) (seriousness criterion medically 
signific- INTELLECTUAL DISABILITY (Retar dation ) (seriousness criteri on medically signifi cant) . The pat i ent 
died on 021 . The reported cause of death was Heart attack . It is unknown if an autopsy was performed . At 
the time o ea h , RETINAL TEAR (Retinal tear), RETINAL DETACHMENT (Retinal detachment) , MENTAL DISORDER (All DSM 
5) , DYSLEXIi, (Dyslexia), NEOPLASM MALIGN/INT (Cancer) , RETINAL DEGENERATlON (Retinal thinning), INTELLECTUAL 
D1SABH,ITY (Retardation) and TNTERCH/\NGE Of VACCINE PRODUCTS (Tnter change o f vaccine products) outcome i,as 
unknown . No t Provided 

No rele van t concomitant and treatment medications were reported . 

Company comment 
This is a case of Inr:.ercha nge of vaccine products for this 29- year- old, male patient with no relevant medical 
history , who experienced the serious unexpected e vents of Myocardial i n farction wit h a fatal outcome, Re tinal 
tear, Ret inal detachment, Mental disorder , Dyslexia, Neoplasm malign.an t , Retinal degeneration , and Intellectual 
ct1sability. The events occu=red on an unknown day after receiving the most recen t COVID vaccine BNT162B2 (Pfizer 
vacc ine ) with date of administration- 2021 . Hm-.•ever , mRNA-1273 was also administered prior to the patient 
.receiving the BNT162B2 for COVI0- 19 immunization . (Date of administration of Moderna product is in ques tion per 
source document) . The benefie- risk relationship of mRNA- 1273 is not affected by t hi :3 repoi:-t . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

This is a case of I n terchange of vaccine products for this 29- year-old, male patient with no relevant medical 
history , who exp1=rienced the serious unexpected events of Myocardial infarccion with a fatal o utcome, Retinal 
t e ar, Retinal de tachment, Mental d isorder, Dyslexia, Neoplasm malignant, Retinal degeneration , and Intelle ctual 
d i sabl llty . The events occuri:,ed on a· •n day after receiving the most teeant COVJD vaccin e BN1'16282 (Pfi%er 
vaccine ) with da te of administration 2021 . Howe ver , mRNA- 1273 was ~lso administere d prior to the pa tie n t 
i::eceiving t:he BNT162B2 for COVID- 19 . " tion . (Da te of a dministr ation of Moderriia product is in question per 
sou rce document} . Th@ benefit-r isk rela tionship of mRNA-1273 is not a ffect ed by this r eport . 

Unit (B.3.1e-J Normal low range (8.3.1.1) Normal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

- -------
Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Electroconvulsive therapy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

202 - Unknown 
CCYYMMDD 

Comments (B.1.7.1g) 

Hospital ised for 4 days and hosp1.talization prolonged , Treatment received :unknown 

More info (B.3.1.3) 
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MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Meningococcal meningitis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

20180 5 Unknown 
CCYYMM 

Comments (B.1.7.19) 

Hospi~alisation prolonged :Yes , No treatment received 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Mental disorder NOS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1o.1) Episode name (B.1.7.11.2) 

26 . 0 Heart at tack 

Start date (B.1.7.1c) Continuing (B .1.7.1d) End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I - -- -- --- - - - - ------ - -- -------- -----------------------

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B. 1 .8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction 1s.1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

-
Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 04847583 (1) 

Canada Vigilance HC Latest Received Date: 
20211222 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210U95439 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'---'------'-------'----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211019 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211220 
CCYYJ1MDD 

List of documents held by sender(A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202101195439 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1} 

PF!ZE:Rl.NC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_ 01852939, (2) E2B_ 04 852939, (2 ) E2B_ 04852939 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

C/\- PF!ZER !IIC- 202101495439 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04847583 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

I HAVE A FRIEND WHO HAS LOST 2 LOVED ONES FROM YOUR VACCINE 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(Ll T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.I.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte 1 (s ) {Consumer or other non HCP) from medical 
information tearr. .. 

A patient of unspecified age ancl gender received BNT162B2 {COMIRNAT'i , solution for injection) , via an unspecified 
route of administration on an unspecified date (Batch/Lot nurrber ~as not reported} as dose number unknown , single 
for COVID- 19 immunisation . The patient ' s medical history and conc omitant medications were not reported . The 
teportel:' st aL.ed that t he repotter has a f riend 'A'ho has losl. 2 loved o nes from the vaccine. The patient died on an 
unspecified date . It was not reported if an autopsy was performed . 

The lot number for BNT162b2 was not provided and will be requested during fellow up . 

Follow- up (20Dec2021) : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follow-up attempts made . Follm .. •-up atten\pts have been completed a nd no further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e,) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA versio n (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cau3e of deat h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) ~ 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04852939 (1) 

Canada Vigilance HC Latest Received Date: 
20211222 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 20210J.505893 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ........ '-'---~--"'-----'----'----'----'~--'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20211019 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211220 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202101S05893 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZE:RlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2 ) E2B_ 01847583, (2) E2B_ 04B47583, (2 ) E2B_ 04847583 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFt2ER !NC- 202101505893 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04as2939 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Page: 206 of/de 2, 140 
A2023000085 



Reaction/event as reported by primary source (B.2.1.0) current reaction 

I HAVE A FRIEND WHO HAS LOST 2 LOVED ONES FROM YOUR VACCINE 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(Ll T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.I.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte 1 (s ) {Consumer or other non HCP) from medical 
information tearr. .. 

A patient of unspecified age or gender received BNT162B2 (COMIRNATY , solution for injection) , via an unspecified 
route of administration on an unspecified date (Batch/Lot number 'Was not reported} as dose number unknown, single 
for COVID- 19 immunisation . The patient medical history and conco·mitant medications were not reported . It was 
tepoJ·t.ed, " l have a fr i e nd who has lost 2 loved o nes ftom your vacci ne" . The patien t died on an unspecl fied date . 
It was not reported if ,;1.n autopsy was performed . 

The lot number for BNT162B2 , was not provided and will be requested during follow u p . 

Follow- up (20Dec2021) : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follow-up attempts made . Folloi,..•-up attempts have been completed and no further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e,) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA versio n (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cau3e of deat h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) ~ 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04883003 (1) 

Canada Vigilance HC Latest Received Date: 
20211229 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101.565276 {2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'----"----~--'-----~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20211027 
CCYYHMDD 

Additional documents? (A.1.8.1.) 

No 

20211227 
CCYY!<k'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER I!IC-20 2101 565276 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrnc 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

{2 ) E2B_ 018 41533, (2) E2B_ 04B41533, (2 ) E2B_O48 41533, (2) E2B_ 048415 33 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) 

Gestation Period 

GP medical record 
no. 

(B.1.2.2.1) 

(B.1.1.1a) 

Age group (B.1.2.J) 

LMP date (B.1.6) 

Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PrtZER tNC- 202\01$6527 6 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04aa3003 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

UNKNOWN CAUSE OF DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedORA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t from a contc1ctable consumer . This consume r reported sirnilar events for four family 
members . This is the fourth of 4 reports . A patient of unspecified age and gender received BNT162b2 (COMIRNATY; 
Lot Number: UNKNOWN) , via an unspecified route of ad.ministration on an unspecifi ed date as a s i ngle dose for 
COVID- 19 immunisation. Ongoing medical history included congestive heart failure from an unknown date. The 
patient 1 s concomitan t medications were not reported . On an unknown date , the reporter stated that the patient h ad 
congestive heai:-t failure and died from the vaccine . The cause of death was not provided . It was unknown if an 
autopsy was pei:forroed . 

Follow-up ~27Dec2021} : This follow-up is being submit.ted to notify t.hat the lot/batch number is not available 
despite the follow- up attempts made . Follow-up attempts have been completed and no further information is 
expected . 

Reporter's comments (8.S.2) 

MedDRA version for sender's diagnosis (B.S.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.S.4) 

Unit (B.3.1e-) Nor mal low range (B.3.1.1) Nonnal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (8.3.2) 

-------------------------------------------------------------------------------------- ----

Patient Medical History (B.1.7) 

MedORA ve·rslon (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Congestive heart failure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (8.1 .7.11) 

Yes 

Comments 1B,1.7.1g) 

MedDRA version (8.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth profe ssi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 

Page: 215 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2B 04BS3oos (1) 

Canada Vigilance HC Latest Received Date: 
20211228 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101.565222 (2 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ~'--------'------~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Olsabllngllncapacltating? No 

20211027 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

2D2112 23 
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A, 1.10.2) 

CA-PFIZER INC-2021O1565222 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrnc 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

{2 ) E2B_ 018 41533, (2) E2B_ 04B41533, (2 ) E2B_O48 41533, 121 E2B_ 048415 33 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) 

Gestation Period 

GP medical record 
no. 

(B .1.2.2.1) 

(B.1.1.1a) 

Age group (B.1.2.J) 

LMP date (B.1.6) 

Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- E'F!Z~ !NC- 202101565222 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04aa3oos (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

UNKNOWN CAUSE OF DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte1 (s ) {Consumer or other non HCP) from medical 
information tearr. .. 

A patient of unspecified age ancl gender received BNT162b2 {COMIRN.AT'i ; Lot Number : UNKN01•lN') , via an unspecified 
route of administration on an unspecified date as a single dose for COVI0-19 immunisation. Ongoing medical 
history included congestive heart failure from an unknown date . The patient ' s concomi tant medications were not 
reported . On a.o unkoo"'•n date, the repoJ·ter stated that the patient had congestive heart fallute and d ied f rom the 
vaccine . The cause of death was not provided. It was not. reported if an autopsy was performed . 

The l ot number f or the vaccine, BNT162B2, was not p r ovided and wi ll be requested duri ng follow up. 

Follow-up (23Dec2021) : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follow-up attempts made. Follm .. •-up atternpts have been co1npleted a nd no further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e,) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Congestive heart Cai lure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7,1d) 
I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04as3001 (1) 

Canada Vigilance HC Latest Received Date: 
20211228 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101.565275 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'------'----...L------~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211027 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211223 
CCYY!<!:1D D 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authotlty's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021O1565275 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrnc 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

{2) E2B_ 01841533, (2) E2B_ 04B41533, (2) E2B_O4841533, (2) E2B_ 04841533 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) 

Gestation Period 

GP medical record 
no. 

(B.1.2.2.1) 

(B.1.1.1a) 

Age group (B.1.2.J) 

LMP date (B.1.6) 

Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

C/\-PFI iER !NC- 202 t01S65275 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04aa3001 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

UNKNOWN CAUSE OF DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte1 (s ) {Consumer or other non HCP) from medical 
information tearr. .. 

A patient of unspecified age ancl gender received BNT162b2 {COMIRN.AT'i ; Lot Number : UNKN01•lN') , via an unspecified 
route of administration on an unspecified date as a single dose for COVI0-19 immunisation. Ongoing medical 
history included congestive heart failure from an unknown date . The patient ' s concomi tant medications were not 
reported . On a.o unkoo"'•n date, the repoJ·ter stated that the patient had congestive heart fallute and d ied f rom the 
vaccine . The cause of death was not provided. It was not. reported if an autopsy was performed . 

The l ot number f or the vaccine, BNT162B2, was not p r ovided and wi ll be requested duri ng follow up. 

Follow-up (23Dec2021) : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follow-up attempts made. Follm .. •-up atternpts have been co1npleted a nd no further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e,) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Congestive heart Cai lure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7,1d) 
I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth profe ssi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04886899 (1) 

Canada Vigilance HC Latest Received Date: 
20220202 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101.556198 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '-'------~---'-----'-----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211109 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220125 
CCYY!<!.'1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202101556198 

Other case identifiers in previous fransmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2 .3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Othe'r medically .important 
condition? 

No 

No 

Yes 

Dlfplicate Case Identifiers (A.1.11.2) 

CA- ~FIZER !NC- 202101556J98 

Reason for nullification (A.1.13.1) 

Onset Age 

51 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04886899 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary sour ce 

HE DROPPED DEAD 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202. 

1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repott from a contactable Nurse. A 51 yeat:-old male patient received BNT162B2 (l'FIZE.R
BIONTECH COVfD-19 VACCINE) as DOSE NUMBER UNKNOWN, SINGLE for COVID-19 immunisation . He died i nllll2D21 and he was 
vacci nated 4 He was out doing some exerci ses and he dropped dead . It was u nknown if autopsy done~ tcome of the 
event was fata l . 

Follow-up (25Jan2022} : This follow-up is being subrr.itted to notify that the lot/batch number for all doses is not 
available despite Lhe lo) l01A1- tJp attempts made . FoJ low- up a Ltempts have been comp) eted and no fur:the1· .intor:rnatj on 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 1B,5.3a) 

Sender's diagnosis (B.S.3bl 

Sender's comments (B.5.4) 

The information currently provided is too limited to make a meaningful medical assessment. However , per company 
causality assessment guidance, the event of death with unknown cause is assessed as related until the cause of 
death is clarified . 
Tho impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review appropriate action in response, will be prompt.ly notified 
to Regulatory Authorities, Ethics Committees , and Investigators , as appropriate and analysis of aggregate data 
for adverse events . Any safety concern identified as part of this review, as well as any as any appropriate 
act.ion in response , w.111 be promptly notified to Regulatory Authorities, Ethics Commit.tees , and Investigat.ora, as 
appropriate . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (8.1.7.1a.1) Episode name (8.1.7.13.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments 1B,1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- -

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

l:Qualification 

Other heal th 

(A.2.3.3) 

(A.2.1.4) 

profess i on al 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04886909 (0) 

Canada Vigilance HC Latest Received Date: 
20211112 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211112 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 20210!.555942 (l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'-'----'-~---'-~---~--~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospita lization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211109 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211]0,) 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202101555942 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!ZER !NC- 202101555942 

Reason for nullification (A.1.13.1) 

Onset Age 

56 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 04886909 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

3 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Nol Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

PASSED AWAY FROM A HEART ATTACK 3 DAYS AFTER HIS 1ST DOSE 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(Ll T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardi al infarction 

(B.2.i.1.b) 

(B.2.I.2.b) 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a sponta neous repo tt from a contactable consumer (patient. ' s friend } . A 56-year-old male patient received 
the first dose of bnt162b2 (COMIRNATY ) via an unspecified route of administration on an unspecified date (Lot 
number was not reported) as DOSE 1 . SINGLE for covid-19 immunisation . The patient medical histor y and concomitant 
medications r,.,•ere not reported. The patient experienced passed away from a heart att.ack. 3 days after his 1st dose 
on an unspecified date . The patient died on an unspecified date . It was not reported if an autopsy was performed. 

No follow- up attempts are possible. No f urther. i nfocroation expect ed . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis I0.s.Jbl 

Sender's comments (B.5.4) 

Unit (B.3.1••) Nor mal low range (B.3.1.1) Normal high range 

Results of t ests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Hear:t al.tack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (8.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

(B.3.1.2) More info (B.3.1.3) 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
Qualificati on (A.2.U) 

Consume 1 / o t her non he ~lth prof e ssional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04896059 (0) 

Canada Vigilance HC Latest Received Date: 
20211116 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211116 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2021- 378352 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------~----~---'---~-----------------1 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Disabling/Incapacitating? No 

20211108 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211108 
CCYYl<!.'lDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regolatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, rNC. -MOD-2021-378352 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMODE'RIIAP 

Duplicate (D} / Link{L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Dupllcate Case Identifiers (A.1.11.2) 

CA- MObtRNAt'X, I NC . - MOD- 2021- 378352 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 04896059 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510014 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

MAH 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 
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Reaction/event as reported by primary source (B.2.1.0) Current reaction 

FRIEND DIED AFTER RECEIVING THE MODERNA VACCINE 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(Ll T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

Based on the current case. da.t:.a, this case he.is been classified as invalid . This spontaneous case was r,eported by an 
other tiealt.h care professional and describes the occurrence of DEATH (Friend died a.fter receiving the Moderr~a 
vacci ne) i n a patient of an unknown age and gender who received .mRNA-1273 (Hoderna CoviD-19 Vaccine) for COVID- 19 
vaccination. 

No Medical History information was reported . 

On an unknown date , the patie nt received dose of rnRNA- 1273 (Moderna Covi0- 19 Vaccine) (unknown route) 1 dosage 
for m. Death occurred on an unknown date The cause of death was not r eported. It is unKnown if an autopsy was 
performed . 

For mRNA-1273 (Moderna CoviD- 19 Vaccine) (Unknown} , the reporter did not provide any causality assessments . 

l-lo relevant concomitant medi cati on info1:mation provided. 

No releva.nc treatment: med.icat.ion infor mation provided . 

Company Comment - This case concerns a patient. of an unknown age and gender with no relevant medical history , who 
experienced the unexpected event of Death . The event occurred 22 days after receiving an unknown dose number of 
mRNA-1273 Vaccine with a fata l outcome. The rechallenge was unknown since only information about an unknown dose 
numbe.t wa s d isclosed . The cause of death •,Ja:-;; not reported . It is unk.nown if an autopsy , .• 1as performed. The benefit
r isk ~elationship of mRNA- 1273 Vaccine is not affected by this report . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B,5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

This case concerns a patient of an 1.ink.nown .age and gender with no relevant medical history, wl10 experiencecl the 
unexpected even~ of Death . The even~ occurred 22 days after receiving an unknown dose number of m.RNA-1 273 Vaccine 
with a fatal o\ltcome, The rechallenge was unknown since only information about an 1.mknown close number "'"a 
di sclosed . The cau$e of deat..h Y1as not reported . rt i s unknown if an autopsy was per!o.rmed. The beneCit.- risk 
releitionship of mRNA- 1273 Vaccine is not affected by this report. 

Unit (B.3.1eJ Normal low range (B.3.1.1) Normal high range (B.3.1 .2) More info (B.3,1.3) 

Results of tests and procedures (B.3.2) 

- --- --------- ----- -------------- ------- -----------

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.10) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments iB,1.7,1g) 

Relevant medical history/ Concurrent conditions text (B,1.7.2) I 
I 

Page: 243 of/de 2, 140 
A2023000085 



Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

l:Qualification 

Other heal th 

(A.2.3.3) 

(A.2.1.4) 

profess i on al 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04922110 (1) 

Canada Vigilance HC Latest Received Date: 
202 11201 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 202101·61616 2 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ -~--"-"---'------'----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Oisabllngllncapacltating? No 

20211117 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211125 
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER !NC-202101618162 

Other case identifiers fn previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.f) 

PF!ZERXNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically Important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER !NC- 202101618162 

Reason for nullification (A.1.13.1) 

Onset Age 

36 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 

Page: 246 of/de 2, 140 
A2023000085 



MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) Rep1>rted cau$e($) (B.1.9.2.b) 

26 . 0 Che~ical exposure 

MedDRA version for cause (B.1 .9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Hemoptys i s 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Poor ql1ali t.y vacc ine administered 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Produc t con t aminati on chemical 

MedDRA version for cause (B.1 .9.2.a) Reported cause(s) (B.1.9 .2.b) 

76 . 0 P, oduc-l contamination microbia l 

Drug characterization (8.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4,k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {6.4.k.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN. SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11 a) Indication (B.4.k.11 b) 

26.0 COVI0-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminist ration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event (s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 
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Canada Vigilance AER#: 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

E28_04922770 (1) 

Reaction assessed (B.4.k.18.1b) 

Chemical exposure 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chemical exposure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Melena 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Melena 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Poor quality vaccine administered 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Poor quality vaccine administered 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Product contamination chemical 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Proouct contamination chemical 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Produc\ contamination microbial 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Product contamination microbial 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction/event as reported by primary source 
THERE WAS PARASI TE AND OXIDE FOUND WHICH I S I N YOUR VACCINE . 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.lc18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result {B.4.k.18.4) 

N/A 

Page*3 
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Canada Vigilance AER#: I E2B 04922770 (1) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Product contamination microbial 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Pr oduc t contaminati on 111.i crobi aJ 

Term hlghtlighted by the reporter ? (B.2.i.3) Start Date 18.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

~atal 

Reaction/event as reported by primary source (8 .2.i.O) Cvn-ent reaction 

THERE WAS PARASITE AND OXIDE FOUND WHICH I S IN YOUR VACCINE. 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

76 . 0 Produce coi, tam Ina t t oi, chem! ca J --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Product contamination chemical 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

THERE WAS PARASITE AND OXIDE FOUND WHICH IS IN YOUR VACCINE. 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Chemica l exposure 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8 .2.i.2.b) 

reaction/event term PT 

26. 0 Exposure to toxic agent 

Term hightlighted by the reporter? (B.z.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.1.5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

THERE WAS PARASITE AND OXIDE FOUND WHICH IS IN YOUR VACCINE . 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Poor qualit y vacci ne administered 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 ?oor quality pro duc t adrnini$tered 

Term hightlighted by the reporter? (8 .2.i.3) Start Date 18 ,2.i.~) IEnd Date (8.2.i.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0 ) Current reaction 

DIED IN A POOL OF BLACK BLOOD 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Me l ena 

MedDRA ve.rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) 1B,2.i.2.b) 

reaction/event term PT 

26 . 0 Mel aena 

Term hlghtllghted by the reporter ? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) !Reaction last time IB,2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

Page~4 

(B.2.i.6) 

(B,2.1.6) 

(B.2.1.61 

(B.2.i.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

This is a spontaneous report from a contactable consumer . A 36- year- old female patient received bntl62b2 
(CDMIRNATY}, via an unsp@cifiod route of administration on an unsp9cifi0d data as doSQ numb@r unKnown~ singl9 for 
COVID-19 immunization. The patient. 1 s medical history and concomitant medications were not reported. The patient 
d ied in a pool of black blood on an unspecified date . The reporter stated that there was parasite and oxide found 
which was in the vaccine . The patient underwent lab tests and procedures which included : there was oxide in the 
vaccine , parasitic test : there was parasite in the vaccine. The o utcome of event was fatal . rt was unknown if 
a\Jtopsy , ... as do ne t..o patient . 

No follow-up attempts arc possible; information about let/batch number cannot be obtained . No further information 
is expected. 

Amendmt:nt : This follow up report is being s ubmitted to amend previously reporled information : updated the event 
"died in a pool of black blood" coding from "hemopty.sis" to "melena". 

Reporter's comments (8.5.2) 

ModDRA vorsion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Investigation NOS was oxide 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Parasitic test There was parasite 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Chemical exposure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

-
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Poor quality vaccine administered 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 llemopt.ysis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Comments (B.1 .7.19) 

MedORA version (B.1 .7.la.1) Episode name (B.1.7.1a.2) 

26. 0 Product contamination microbial 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 
I End date (B.1.7.11) 

(B.3.1.2) More info 

No 

(B.3.1.3) 

(B.3.1.3) 
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Canada Vigilance AER#: I E2B 04922770 (1) 
Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 P.t:oduc t co ntaminati on cherni cal 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.81) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedORA version (B.1.sg.1) Reaction (B.1.s9.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Dru Therap (B.1.10.8 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.Be) 

MedDRA ve.rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

Med ORA version for reaction (B.1 .10.8g.1) Reactions (B.1.10.8g.2) 

I Page~6 

-
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 04922110 (1) 

Do ument R the o 
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I ATIA-19(1 ) I 
Ht-SC REC'D 15-JN-2021 

A.1 • Type of report* ' Initial 
[see Options] 

A.2 • Health Canada 
(HC) Reference No. 
(for follow-up 
reports only) 
[18ANI 
A.3 - Organization 
File No. 
[l00AN] 
A.4 - Date report 2021-06-15 
submitted 
[YYYY-MM-DD] 

A.5 - Documentation 021 
date* 
[YYYY-MM-DO) 
A.6a - Organization 

,.contactfitst n~me'\ 
[35ANI 
A.6b -La~t name* 
[35AN:] 

A.7.a -_Phone no.* 
(14N] 

A.7..a- ext. 
[SN] 

A.7.b - Email 
[l00AN] 

A.7.c • Fax 
[14N] 

A.8 - Organization 
name* 

•' 

[120A.N] 
A.9- Source of 
report· 
(profession) ,,, 
[see Optiol')s] 
A.1Q - Heath Canada 
institutional ID (If ID 
prc;,vided, no need 
to provide address) 
[9AN] ' 
A.11 - Address 
[l00A.N] 

A.12 • City 
(40ANJ 

A.13 • 
Provin~e/Territory 
[see Options] , 
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HC-SC REC'D 15-JN-2021 

A.14 - Po~tal code 
[6AN] 

A.ls.a - Reason for Life-threatening 
seriousness: Death* 
[see Options] ... ~ 

A.ls.a - Date of . 
'''death * 

[YYYY-MM-DDJ 
A.lS .. b - Reason for 
seriousn~ss: Life-
threatening* 
[see Options] 

A.lS.c - Reason for 
seriousness: 
Disability"' 
[see Options] 
A.15.d - Reason for · ,, 
ser\ousness: • 
Congenital 
malformation* 
[see Options] ',' 

A.1S.e - Rea_sonJor 
seriousness: 
'cause d/prolonged· •• 
in-patient ,;· 

hospitalization""' " 
[see Options] 
A.15.f - Reason for 
seriousness: 
Required medical ~ 

intervention to 
1·, avoid any of (a) to 

(e)~ 
[see Options] 
8.1- Patient ID (e.g·. 
initials, record no.) 
[lOA_N) ' 
8.2 - Sex** Male 
[see Options) 

0' 

!3.3.a - Age"'* ··• 

[Sf.I) 

B.3.h : Age u'nit ** 76 years 
[see Options] 

8.4. Height (cm) 
[3N) 

8:S. Weight (kg) 
[6N)0 , ,. 
8.6 - Known medical 
co·nditions and 
relevant fifestyle 
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I ATIA-19(1) I 
HC-SC REC'D 15-JN-2021 

factors* 
[lS0!)AN) 

8.7- Known 
allergies*~ -. -~ 
[500A.N] 
C.1- Did_the patient Not recovered 
recover?* ,, 
[se.e Options), ,. ,, 

C;2 - Reactio1f'sfart 
date>\< 
[YYYY-MM-DO] 
C.3 - Reaction end 
date* 
[YYYY-MM-00) 
C.4 - Description of 
the s~rious advetse 
drug reaction(st** 
(200N:] -~ >l 

0.1-Drug 
identification 
number (OIN)"'
[3SAN] 
0.2 - Identifying 
code for urgent 
public health need 
drugs~* 
(if applicable} 
[3SAN) 
0.3 - Brand name 
(per product 
label)>!<* 

[70AN] 
0 .4-
Common/proper 
name (active 
ingredient) 
[70AN) 
0 .5 - Strength 
(8NJ 

D.5 - Strength onit 
[see Options) 

0 .5 • Other strength 
unit 
[SOAN) 
0.6- Dose 
(SN) 

0 .6 - Dose unit 
[see Options] 

021 

2021 

1 week post Pfizer covid vaccination as an outpatient presented to Emerg with Left side deficits, 
aphasic found t o have basilar artery CVA admitted to ICU. Unsure if CVA is related to Vaccine as 
patient had other risk factors or may be spontaneous in origin. 

pfizer COVID 19 Vaccine 

<N/S> 
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HC-SC REC'D 15-JN-2021 

0.6 - Other dose 
unit 
[S0AN) 

07 - Frequency <N/S> 
(l00AN] 

0.8 - Dosage form 
[S0AN) 

0 .9 - RouJe of <N/S> 
administration 
[see Options) 
0 .9 - Other route of 
administration 
[l00AN) 

0 .10 - Product st art 
date* 
[YYYY-MM-00) 
0 .11 - Product end 

·date"' 
[YYVY-MM-00) . 
0 .12 - Indication CoVID PRevention 
[2SOAN) 

0 .13 - Lot no. 
[3SAN] 

0.14 "" Expiry date 
[YYVY-MM-00) 

D.15.a -
Manufacturer 
name* 
(70AN] . 

0 .15.b - Did you also 
report. to the 
manufacturer? 
[see Options) .,, 

0 .15.c - Date 
reported " 
[YYYY-MM-00) 
D.15.d - Reference 
no. (ifknown) 
[30AN] 

0.16 - What action Not Applicable 

was t aken? 
[see Options] 
0 .17 - Did the Not Applicable 
reaction stop if dose 
was reduced or 
removed? 
[see Options) 
0.18 - Oid1he Not Applicable 
reaction return with 
reintroduction of 
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HC-SC REC'D 15-JN-2021 

. the product? . 
[see Options) 

E- Known 
therapeutic 
prodl.fcts taken or 
used at the same 
tirne the reaction 
occurred* 
[2000AN] 
F.1- Use this section 
to include details 
that did not fit in 
the previous 
sections' structured 
boxes, or related 
test/lab results, 
autopsy 
information, 
treatment details, or 
_any other details "' 
you feel would 
~ontribute to 
as_se.ssment of the 
serious adverse drug 
reaction(s). 
[1800OAN] 
F.2 - " Mandatory" or Mandatory 
"Voluntary" report 
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I ATIA-19(1 ) J 

Dawson, Dianne (HC/SC) 

From: 
Sent: 2021-06-17 1:12 PM 
To: 
Subject: 

Canada Vigilance COVID19 vaccine / vaccin COVID19 (HC/SC); Seguin, Michelle (HC/SC) 
RE: [EXTERNAL) Health Canada Follow-Up Request (PFIZER COVID-19 VACCINE) 

Follow Up Flag: Follow up 
Flag Status: Flagged 

Categories: Michelle, Red Category 

Good Afternoon, 

Here is the information you requested on this patient. 
• As the patient did not receive the Pfizer vaccine at our facility, I am unable to answer if it was his first or second 

dose 

• It is documented the patient did not have any known past medical history "None known - son states he has not 

seen a doctor in years" and prior to admission was not on any regularly prescribed medications 

• At time of adverse event, patient was COVID-negative 

• It is undetermined if this adverse event is directly related to the patient's presenting diagnosis - stroke 

o It is documented the patient had the vaccine 1 week prior to presenting to hospital 

o The patient underwent 

• Bloodwork 

• Diagnostic imaging (CT, MRI) 

• EEG 

• ICU admission 

• Intubation 

• Thrombectomy - unsuccessful 

o The patient passed awa~ 

Please let me know if you require any further information. 

Thank you, 

From: Seguin, Michelle (HC/SC) [mailto:michelle.seguin@canada.ca] On Behalf Of Canada Vigilance COVID19 vaccine/ 
vaccin COVID19 (HC/SC) 
Sen~17, 2021 7:52 AM 
To:~ 
Cc: Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
Subject: [EXTERNAL] Health Canada Follow-Up Request (PFIZER COVID-19 VACCINE) 

1 
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ATIA - 19(1) I 
EXTERNAL 

Good afternoon 

Re: Health Canada Follow-Up Clarification Request 

We are contacting you today to confirm receipt of the adverse event following immunization (AEFI) report 
submitted to the Canada Vigilance Program on June 15th, 2021 regarding suspect products: PFIZER COVID-19 

VACCINE. 

As the result of internal Health Canada assessment process, t he Canada Vigilance Assessment Team has 
identified the present individual case safety reports (ICSRs) where clarification is needed in order to complete 
the case evaluation. 

Canada Vigilance Case 

Number 

000954410 

(Organization/Institutional File 
No. 

Clarification Requested 

Would you kindly have any information of the fo llowing: 

IZl Information about the COVID-19 immunization: Was this the 

patient's first or second dose of Pfizer vaccine and t iming of first 

vaccine dose (as relevant). 

IZl Clinical information regarding the patient's current medical 

history, including any potential cardiovascular risk factors (e.g., 

diabetes, smoking history, hypertension, hyper-cholesterol or 

hyperlipidemia and history of ischemic heart diseases), any history of 

blood clotting, and patient's concurrent medications. 

IZl Patient's COVID-19 status at the t ime of the adverse event? 

~ Information about any presenting symptoms and any pre-hospital 

t reatment(s) related to the adverse event, including the following 

information as available: 

i. all side effects experienced post vaccination 
including a description of the side effect(s), time to 
onset, course and outcome e.g. if had fatigue t ime to 
onset, duration, if resolved, etc. 

ii. Additional information regarding any pre-hospital 
symptoms of the presenting CVA including start date, 
course and any treatments the patient received prior 
to arrival at hospital, and timing of any medications 
taken in the 24 hours prior to the event (including 
reason for e.g. regular prescribed medication vs PRN 
(and indication, if relevant). 

May you please kindly respond to both myself, Michelle Seguin: michelle.seguin@canada.ca in addition to t he 
Canada Vigilance COVID-19 Vaccine generic account (hc.canada.vigilance.COV1D19vaccine
vaccinCOVID19.sc@canada .ca ). 

2 
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D um 
I f Ill 
1 J , L 

Or, if you prefer, you may fax the requested information to the Canada Vigilance Prdgraln fax \31: l l.866-678-
6789; please cite case number 000954410. 

If you require further information within the scope of this request, please do not hesitate to contact me. 

We thank you once again for your time. 

Sincerely, 

Michelle Seguin 
The Canada Vigilance Program, Health Canada 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction lnforrnation Specialist/ Specialiste de !'information sur !es effets indesirables 
Marketed Health Products Directorate I Dirt.'Clion des produits de sante commercialises 
Health Products and Food Branch I Direction gcncralc des produits de santc ct des aliments 
Health Canada I San te Canada 
Jeanne Mance Building I lmmeuble Jeanne Mance 8th floor, Room/Piece 808D 
200 Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario KlA 0K9, A.L. 1908C 
Telephone I Telephone (613) 793-5750 
Facsimile I Telecopieur (613) 957-0335 
michelle.seguin@canada.ca 

Disclaimer : This email (including any attachments or enclosed documents) is intended for the addressee(s) only and 
may contain pr ivileged, proprietary or confidential information. Any unauthorized use, disclosure, distribution, copying 
or dissemination is strictly prohibited. If you receive this email in error, please notify the sender immediately, return the 
original (if applicable) and delete the email. Avis : Le present courriel (y compris toute piece jointe) est destine a la 
personne ou aux personnes a qui ii est adresse, et peut contenir des renseignements confidentiels, prives ou proteges 
par un privilege juridique. Toute utilisation, divulgation, distribution, copie ou diffusion non autorisee est strictement 
defendue. Si vous avez re~u le present courriel par erreur, veuillez en informer immediatement l'expediteur, retourner 
!'original (le cas echeant) et supprimer ce courriel. 
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lcanada Vigilance AER#: I E2B 04927481 (O) 

Canada Vigilance HC Latest Received Date: 
2021112 3 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211!23 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t rnc - 202101·637375 (11 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ --'-~~----'-~-'----'~--~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacitating? No 

20211112 
CCYYHMDD 

Additional documents? (A.1.8.1.) 

No 

20211112 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

company number (A.1.10.2) 

CA- PFIZER IJIC-2 021O1637375 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link(L) Report number(s) (A.1.12) 

{2 ) , { 2 ) , {2 1 E2B_ 01927489 , (2 ) E2B_ 01927499 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B.1.2.1) Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER !NC- 20210!~37375 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04927481 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

HEART ATTACK 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repott from a non-contactable consumer via medical i11formation reporting same event under 
the same suspect product fo~ three patients . This is one of th~ee reports . 

A meile patient of an unspecified age received bntl62b2 (COHIRNATY}, via an unspecified rou t e of administration on 
an unspecified date (Batch/Lot number was not reported) as DOSE NUMBER UNKNONN , SINGLE for covid-19 immunisation. 
The patient medical history and concomitant medications were not reported. The patient experienced heart attack on 
an unspec1(i-ed dat..e. Repo.rter stated t..hat. she knew 2 younger males (exacL. ages unknown) who both died after heart 
at.tacks after receiving the Pfizer Covid- 19 vaccine . Reporter also stated that she knew another male (exact. age 
unknown ) who also d ied from a heart attack aft~r receiving the Pfizer Covid-19 vaccine . The patient died on an 
unspecified date . It was not r eported if an autopsy was performed. 

No follow-up atcempts are possible; information about lot/batch number cannot be obtained , No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4J 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- - - -- - - -- - -- ------ - - -- - - ----------

Patient Medical History (B.1.7) 
MedDRA ve.rsion (8 .1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

-

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth profe ssi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04927489 (O) 

Canada Vigilance HC Latest Received Date: 
20211123 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211!23 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 202101·637374 {l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ ----''-'-----"--'-~~--~-'-------~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211112 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211112 
CCYYMM.DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority' s humber (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC- 202101637374 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link(L) Report number(s) (A.1.12) 

{2) , {2) E2B_ 04927481, (2) E2B_ 04927499 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B.1.2.1) Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
eondition? 

No 

No 

No 

Oupllcate Case identifiers (A.1.11.2) 

CA- PFIZER tNC- 202101637374 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04927489 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

HEART ATTACK 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repott from a non-contactable consumer via medical i11formation reporting same event under 
the same suspect product fo~ three patients . This is one of th~ee reports . 

A meile patient of an unspecified age received bntl62b2 (COHIRNATY}, via an unspecified rou t e of administration on 
an unspecified date (Batch/Lot number was not reported) as DOSE NUMBER UNKNONN , SINGLE for covid-19 immunisation. 
The patient medical history and concomitant medications were not reported. The patient experienced heart attack on 
an unspec1(i-ed dat..e. Repo.rter stated t..hat. she knew 2 younger males (exacL. ages unknown) who both died after heart 
at.tacks after receiving the Pfizer Covid- 19 vaccine . Reporter also stated that she knew another male (exact. age 
unknown ) who also d ied from a heart attack aft~r receiving the Pfizer Covid-19 vaccine . The patient died on an 
unspecified date . It was not r eported if an autopsy was performed. 

No follow-up atcempts are possible; information about lot/batch number cannot be obtained , No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4J 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- - - -- - - -- - -- ------ - - -- - - ----------

Patient Medical History (B.1.7) 
MedDRA ve.rsion (8 .1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

-

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04927499 (O) 

Canada Vigilance HC Latest Received Date: 
20211123 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211!23 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101.587574 /l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '-'------...... ----'---'--"~--~-~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211112 
CCYYHMDD 

Additional documents? (A.1.8.1.) 

No 

20211112 
CCYYMMDD 

List of documents held by sencl!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFI ZER INC-202101587574 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_01927489, (2) E2B_04927181 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B.1.2.1) Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

·congeniial anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER !NC- 202101587574 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04927499 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.k:2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

HEART ATTACK 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repott from a non-contactable consumer via medical i11formation reporting same event under 
the same suspect product fo~ three patients . This is one of th~ee reports . 

A meile patient of an unspecified age received bntl62b2 (COHIRNATY}, via an unspecified rou t e of administration on 
an unspecified date (Batch/Lot number was not reported) as DOSE NUMBER UNKNONN , SINGLE for covid-19 immunisation. 
The patient medical history and concomitant medications were not reported. The patient experienced heart attack on 
an unspec1(i-ed dat..e. Repo.rter stated t..hat. she knew 2 younger males (exacL. ages unknown) who both died after heart 
at.tacks after receiving the Pfizer Covid- 19 vaccine . Reporter also stated that she knew another male (exact. age 
unknown ) who also d ied from a heart attack aft~r receiving the Pfizer Covid-19 vaccine . The patient died on an 
unspecified date . It was not r eported if an autopsy was performed. 

No follow-up atcempts are possible; information about lot/batch number cannot be obtained , No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4J 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- - - -- - - -- - -- ------ - - -- - - ----------

Patient Medical History (B.1.7) 
MedDRA ve.rsion (8 .1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

-

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth profe ssi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04931677 (O) 

Canada Vigilance HC Latest Received Date: 
20211124 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211!24 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A825069(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------....... ---'-'---------'--------~----1 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllng/lncapacitatlng? No 

20211121 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211121 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2021A825069 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAD!A~ flEALTH AUTHORITY 
MC CANADA 
AZPROD000C> 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(l 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - l\STRAZENECA 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(8.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

"Other medically Important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

EW 04410794 

CA-AstraZeneca-202JA825069 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8 .1.1.1d) 

Page: 280 of/de 2, 140 
A2023000085 



Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B,4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary sour ce 

DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

A spontaneous report has been received from the re.gulat.ory authority in Cirnada (CANADIAN HE.ALTH AUTHORITY) via 
consurr:e:: . The report concerns a male pati~nt (age not provided) of Unknown ethnic origin . 

No medical history was reported. No concomitant products were reported . 

The patient received Astrazeneca covid- 19 vaccine Vial contains 10 Doses Of 0 . 5ml (covid-19 vaccine nrvv ad 
<chado-xl ncov- 19) ) 0 . 5 ml, v ia intcall\uscular route, on an unknown date. The paLienL died (MedDRA PT ; Dea t h} on an 
unspecified d~te . 
Action taken with Astraze.neca Covid-19 Vaccine Vial Contains 10 Doses Of 0.5ml was not applicable . 

It was not known whether an autopsy was performed. The cause of death was death . 

The event death was considered serious (death) . 

~lo lab data was available . 

For r egulat.o :::-y r eporting pu=poses, if an event is spontaneously reported , at least a reasonable. possibility of a 
causal relationship is implied by the reporter, even if the relationship is unknown or i . .mstated.CAUSE OF DEATH: 
DEATH 
The Astra-Zeneca C0VID-19 Vaccine is an AstraZeneca Canada Inc. product authorized under the Interim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (tl,5,3bJ 

Sender's comments (B.5.4) 

This case reporc concerns a patient with reported fatal outcome (PT : death) in association with AZD1222 . Due to 
limited information regarding baseline char acteristics of the subject before vaccination and further 
c ircumstances leading t o the event , o t her relevant medical and family history of the patient , other concurrent 
diseases{cardiac disease, malignancy, kidney dis ease , liver disease ) and concomitant medications, specific risk 

factors , autopsy details, etiological ,nct co~plete diagnostic wotk-up(complete bloo4 count, imaging study panel , 
cardiac roaekers , kidney functio n test , l i.ver (unction tesls.}, the evaluat.i.on did not find evidence to suggest a 
causal relationship between event and Jl..2D1222. 

Unit (B.3.1eJ Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- --- --------- ----- -------------- ------- -----------

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Death 

Start date (8.1,7.10) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments iB,1,7,1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.1.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRI VACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

CANADIAN HEALTH AUTHOR!TY 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Confidentia l 

(A.2.Ub) 

Qualification (A.2.1.4) 

Consumer/other non he~lth pro f e ssional 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04933375 (1) 

Canada Vigilance HC Latest Received Date: 
20220315 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 

ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- BRISTOL- MYERS -SQUIBB COMPANY- BMS-202f- 125883 (2 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canad~ 
1-----------~----'------'--'-'--'--~----'-'------j 

Type of report 

epontancoue 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211119 
CCYYNHDD 

Additional documents? (A.1.8.1 ) 

No 

20220311 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

CA-BRISTOL-MYERS SQUIBB COMPANY- BMS-2021- 125883 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

HEALTHCANVIG 
HEALTHCANVIG 
01001nn19 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) E2B_04369581 

Report nullif ication? (A.1.13) 

N'o 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - BRISTOL-HYERS SQUlBB 

UNKNOWN Hale 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8 .1.2.2.11 LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Duplicate Case identifiers (A.1.11.2) 

CA- HEALTHCANV1G- e2B_04943036 
CA- H£ALTHCANVIG- E2B_04369581 
CA-BRISTOL-MYERS SQUI BB COMPANY
BMS-2021-125$83 

Reason for nullification (A.1.13.1) 

Onset Age 

102 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04933375 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ELIQUIS FILM COATED 

Active Substance names (B.4.k.2.2) 

apixaban 

Gountry arug 01>ta1nea (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

2.5 Milligram,2 every 1 (Days) 

Dosage text (S.4.k.6) 

2.5 milligram, bid 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Oral 

Gestation period (S.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Cerebrovascular accident 
26.0 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Related 

Resu It (B.4.k.18.4) 

No I ntormation 
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lcanada Vigilance AER#: le2s 04933375 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect TOZINAMERAN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batchilot no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

total 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

vial contains 6 doses of 0.3ml after dilution 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18 .2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
last period (8.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (BA.k.18.4) 
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lcanada Vigilance AER#: le2s 04933375 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METOPROLOL 

Active Substance names (B.4.k.2.2) 

metoprolol 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

12.5 Milligram,2 every 1 (Days) 

Dosage text (8.4.k.6) 

12.5 milligram, bid 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k, 18, 1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04933375 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PERINDOPRIL 

Active Substance names (B.4.k.2.2) 

perindopril 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

2 Milligram 

Dosage text (B.4.k.6) 

2 milligram 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Durat ion of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstration? (BA.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k, 18, 1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

vitamin d3 

country arug 01>ta1nea (H.4.K.:l.:J) 

Canada 

le2s 04933375 (1) 

Medicinal product name (B.4.k.2.1) 

VITAMIN D3 

Hatc1111ot no. {tS.4.k.3) 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02496992 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.1 0) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Oral 

MedORA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Pagenl 

Parent route of admin (B.4.k.9) 

Indication (B.4.k.11 b) 

Product used for unknown 
indication 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

DEATH 

(8.2.i.O) Current reaction 

MedDRA version for 
(B .2.1.1 .a) 

reaction/event term LL T 

26 . 0 

MedDRA version for 
(B .2.1.2.a) 

reaction/event terrn PT 

26 . 0 

Terrn hightlighted by the reporter? 

Y@s 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) 

Dea,h 

Reaction/event MedDRA term (PT) 

Death 

(B.2.1.3) Start Date (B.2.1.4 ) IEnd Date 

I Reaction last time (B.2.1.7.2) 

(B.2.1.1.b) 

(B.2.1.2.b) 

(B.2.1.5) 

!
Outcome 

i'atal 

Result (B.4.k.18.4) 

I Duration 

(B.2.1.81 

(B.2 .1.6 ) 
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Case narrative (B.5.1) 

This case ·...ras initially received via Pfizer Inc (Reference nu1n.ber : 202101624815} on 19- Nov- 2021 . l'he most recent 
information was received on 11- Mar- 2022 and was forwarded to BM$ on ll- M,3.r- 2022 . 
This spontaneous case was reported by a physician and describes the occurrence of DEATH in 102- year- old male 
patient who received apixaban (Eliquis) film-coated t.ablet for Cerebrovascular accident prophylaxis. 

CO-SUSPECT PRODUCTS included tozinameran (Comirnaty) suspension for injection for COVID~l9 immunisation . 

On an unknown date, the patient started Eliquis (Oral), 2 . S milligram twice a day and Comirnaty (Intramuscular) 
total . DE.~TH occurred on an u nknown date . The cause of death was not reported . It i:s unknown if an autopsy was 
performed , 

For E.liguis(Oral) , the reporter did not provide any cauaallty asaes3ments . 
This case was received via Health Authority Canada (Reference number ; CA-HEALTHCANVIG-E2B_04943036) 
Most. recenc follow-up information received from the physician incorporated above includes: 11-Mar-2022. Reporter 

added, product attributes and narrative updated . 

BMS Medical 8valuation Comment : 
This patient who was on api>:aban therapy along with tozinameran had died . Based on the limited information 
regarding the cause of death , autopsy report1 it cannot be ascertained with reasonable possibility that api xaban 
contributed to the reported fatal event . 

Reporter's comments (8.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.4) 

BMS Medical Evaluation Comment : 
This patient who \\1as on apixaban therapy along with tozinameran had d ied . Based on the limited information 
regarding the cause of death , autopsy report1 it cannot be ascertained with reasonable possibility that apixaban 
contributed to the reported fatal event . 

Unit (B.3.1o•) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (8.3.2) 

-- - -- ---- - -- - -- - -- - - ------------ -----------------------

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

-
Start date (B.1.Sc) End date 

Indication MedORA version (B.1.81.1) Indication 

Reaction MedDRA version (B.1.Sg.1) Reaction 

I End date 

(B.1.So) 

(B.1 .81.2) 

(B.1.Sg.2) 

(B.1 .7.11) 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

!

Reporter country (A.2.1.3) 

!
Qualificati on (A.2.1.4) 

Canada Physician 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

(A.2.1.1d) 

Page: 294 of/de 2, 140 
A2023000085 



Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04937087 (1) 

Canada Vigilance HC Latest Received Date: 
20211230 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210116 9953 (2) 

Prirnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ ---~-~-'--------~--'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Olsabllngllncapacltating? No 

20210910 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

20211221 
CCYY!-1.'!DD 

List of documents held by sencller (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2} 

CA-PFIZER IJIC-2021Qll89953 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERTNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~t!ZER !NC- 20210118995 3 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1.,;ountry arug ootarnea (B.4.K.2.3) t1atcn11ot no. \1:$.4.K..3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 0250921 O 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Feeling sick 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Feeling sick 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: I E2B 04937087 (1) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Neoplasm progression 

Source of assessment (B.4.k.18-.2) Method of assessment (BA.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4 .k .18.1 b) 

26.0 Neoplasm progression 

Source of assessment (B.4.k.18.2) Method of assossment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (8.2) 
Reaction/event as reported by primary source (8.2.1.0) Current reaction 

DYING OF LUNG CANCER/DIED DAYS AFTER RECEIVING THE SHOT 
MedDRA version for 
reaction/event tenm LL T 

26. 0 

MedDRA version for 
reaction/event tenm PT 

26 . 0 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) 

Neopl asm progt ess~on 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Neoplasm progression 

(8.2.1.1.b) 

(8.2.i.2.b) 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

I 
Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Duration (B.2.i.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fa tal 

Reaction/event as reported by primary source 

SHE IMMEDIATELY FELL ILL/SICK 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event tenm LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B .2.i.2.a) 

Tenm hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Feeling sick 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Mal a i se 

Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion (B.2.i.61 

(B.2.1.81 

The initial s a fety information received was r eporting only non-serious adverse d r ug react ions . Upon receipt of 
follow-up infor ma tion on 15Nov2021 , this c ase now contains seriou s adverse reactions , lnforrna ticn preces sed 
together . 

This is a spontaneous report from a contactable consumer (daughter- in- law) via medical information t.earn. A female 
patient of an unspeci f ied age recei ved bntl62b2 (PFIZER- BIONTECH COVID- 19 VACCINE) , i n t ramuscular o n an 
unspecified date (Batch/Lot n umbor was not reported) as dose 2 , single for CQVID-19 i mmuni sati on . Medical histor y 
included lung cancer : less than a week to live with lung cancer . Vaccination history included: Covid-19 vaccine 
(dose 1 , MANUFACTURER UNKNOWN) , for Covid-19 immunization .Concomitant medications were not reported. A doctor 
prescribed her mother-in-law {patient) who had less than a wee k to live with lung cancer the second dose and she 
immediately fell ill. Al though the consumer knew the patient didn ' t die from the vaccine , she was unnecessari l y 
sick for a vaccine that she really did not need . The doctor: sent a nurse to the house with the vaccine , in hours 
she was sick, in a day ctnd half she was unresponsive . The patient was dying of lung cancer and had day s to live . 
The patient died days after ~eceiving the shot , the consumer doesn ' t believe her death was because of the vaccine 
but dldn ' t he\p either . 'the consumer doesn ' t think her mother- i n - Jaw shou l d have had tl1e shot in the fitst place 
since she ,..,as dying of cancer . 'f he patient d i e d of lung cancer o n an unspecif ied date. It was un known if an 
autopsy wa s performed . Th9 outcome of "she immediately fell ill/sick" was unknown . 

Follow-up (21Dec2021) : This f o llow-up i s being submitted to notify that t he lot/bat ch number f o r (all) doses i s 
not a vailable despite the follow-up a ttempts ma de . Follow-up atte.mpts ha ve be en completed and no further 
informat ion is expected . 

Reporter's comments (B.5.2) 

Page*3 
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Canada Vigilance AER#: E28_04937087 (1) 
MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis 1B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info 

Results of tests and procedures {B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1n.2) 

26 . 0 Lung c a n cer 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments 1B.1.7.1g) 

less than a week to live with lung cancer 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26. 0 Neoplasm progressi on 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments 1B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

COVI D-1 9 VACCINE 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedORA version (B.1.81.1) Indication (B.1.sr.21 

26 . 0 COVID-19 immu nization 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.ag.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Pagd4 

(B.3.1.3) 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA- 19(1) 

lcanada Vigilance AER#: le2B 04941652 (1) 

Canada Vigilance HC Latest Received Date: 
20211221 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A832980{l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'---""---~--'--------"----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Disabllngllncapacltating? No 

20211124 
CCYYHMDD 

Additional documents? (A.1.8.1.) 

No 

20211211 
CCYYM,'1D D 

List of documents held by .sencter (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2021A832980 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MC CANADA 
Ai',PRODOOOO 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - AS'rRAZENECA 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

195~ 
CCYYMMDD 

Centimeter-

Gestation Period (B.1.2.2.11 LMP date 

GP medical record (B.1.1.1a) Specialist (B .1.1.1b) 
no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Yes 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA-AstraZeneca-,021A8329BO 

Reason fo·r null1flcation (A.1.13.1) 

81. 6 Ki log cam 

Onset Age (B.1.2.2) 

62 Years 

(B.1.1 .1c) Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04941ss2 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIAVIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.K.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Dose 2 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
indication 

26.0 Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

INITIAL REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

INITIAL REPORTER 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Dizzy spells 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Dizzy spells 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Yes 

Result (B.4.k.18.4) 

Yes 

Page: 304 of/de 2, 140 
A2023000085 



ATIA-19(1) 

Reaction/event as reported by primary source 

DIZZY SPELLS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Dizzy spells 

Reaction/event MedDRA term (PT) 

Dizziness 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) (8.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received by Canada from a consume, concernlng a male patient of Caucasian ethnic 
origin of age 62 years , height 68 in , weight lBO lb . 

No medical history was reported. No concomitant products were r:eported. Patient was healthy and hiked everyday . 

The patient received Dose 1 of Astrazeneca covid-19 vaccine Vial contains 10 Doses Of 0 . 5ml (covid- 19 vaccine nrvv 
ad (chadoxl ncov- l.9)) , via i nt.rarouscul.at route , fo.r unknown indicati o n, on an unknotvn dat.e. 't'he patjent received 
Dose 2 of Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of 0 . 5ml (covid- 19 vaccine nrvv ad (chadoxl 
ncov-19)), via intramuscular route, for unknown indication, on an unknown date . On an unknown date , the patient 
exper ienced dizzy spells (preferred term: Dizziness) . Dizzy spells started directly after 1st dose . Patient got 
tested after the dizzy spells began and found nothing . 

It was not applicable if any action was taken with dose 1 and dose 2 of Astrazeneca Covid-19 Vaccine Vial contains 
10 Ooses Of 0.5ml . 'T'he patient died from the event on 021 . 

An autopsy 'Nas performed. The cause of death was dizzy spells (confirmed at autopsy). 

The event was considered serious due to seriousness criteria death and life threatening. 

The reporter considered the following event{s) related to treatment with Astrazeneca Covid-19 Vaccine Vial 
contains 10 Doses Of 0 . 5ml (c:ovid- 19 vacc.ine orvv ad (chadoxl ncov- 19}) : diz-z.y spells . 't'he reporter considered the 
following event(s) related to treatment .,,ith Ast.razeneca Covid- 19 Vaccine Vial Contains 10 Doses Of 0 . 5ml 
(covid-l9 VDccine nrw ad (chadoxt ricov-19)): dizzy spells . 

The Astra - Zeneca COVJD- 19 Vaccine is an AstraZeneca Canada Inc . product authorized under the I nterim Order . 

All required follow-up attempts have been completed to obtain the Lot/ Bat.ch number for COVID-19 VACCINE 
ASTRAZENECA, however the Lot/ Batch nurnbee was not received . 

Summary of follow-up information received by AstraZeneca/Medlmmune on 17-DEC-2021 : Lot/ Batch number follow-up 
attempts information was updated into the narrative. AUTOPSY DETERMINED CAUSE OF DEATH : DIZZY SPELLS 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Fatal event of Dizziness (reported as DIZZY Sl?ELLS) is not listed in the company core data sheet of AZ01222 . The 
cause of death was reported as dizzy spells . The pati ent ' s overweight could be consjde~ed a contributory risk 
factor for the event . Due to limited information on details of the event leading to death, the exact date of 
vaccination, patient ' s baseline health condition before the vaccination, relevan t medical history , family 
history , concur r ent diseases , concomitan t medications , discussion on lifestyle and risk factors , etiologic and 
diagnostic workup {complete laboratory workup, imaging techniques) , treatment details, the evaluation did not 
find evidence to suggest a causal relationship betwoen the event and J\.ZD1222. 

Unit (B.3.1e) Normal low range (8.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

(B.3.1.2) More info (8.3.1.3) 
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Canada Vigilance AER#: IE2B 04941652 (1) 
26 . 0 Dizzy spells 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.8e) 

Indication MedORA version 1e.1.a1.11 Indication (B.1.a1.21 

Reaction MedDRA version (B .1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy {B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.S..) 

MedORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

I Page*S 

I 
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Reporter 
title 

Dr . 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

UNKNOWN 

(A.2.1.2 •) 

Reporter street 

PRI VACY 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter g iven 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

PR! VACY 

(A.2.1.2b ) 

Qualification (A.2.1.4) 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confidentia l 

Reporter department (A.2.Ub) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/ other no n he~ lth pro f e ss i onal 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3• ) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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ana um 'lt 
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lcanada Vigilance AER#: le2B 04949516 (1) 

Canada Vigilance HC Latest Received Date: 
20221215 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101·654 766 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ -~ ____ ..,_ ____ '--_'-------~--j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20211124 
CCYYNMDD 

Additional documents? (A.1.8.1) 

No 

20221213 
CCYYMMDD 

List of documents held by sencfer·(A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202101654766 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Heallh Car.ad.a 
U n known MAH 
PFIZER1NC 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

1,2!). 04459575 
CA2 0 21AMR1S770 5 
CA-PFIZER INC-202101654766 

Reason for nullification (A.1.13.1) 

Onset Age 

56 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04949516 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B,4.k.11a) Indication (B.4.k.11 b) 

26,0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL-COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Asthma 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Interchange of vaccine products 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Product dose omission issue 

Method of assi!ssment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Unrelated 
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lcanada Vigilance AER#: le2s 04949516 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect BNT162B2 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version {B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
last period (8.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Asthma 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Interchange of vaccine products 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Product dose omission issue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (BA.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Unrelated 
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lcanada Vigilance AER#: le2s 04949516 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1a.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1a.2) 

PHARMACEUTICAL COMPANY 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Asthma 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Interchange of vaccine products 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Product dose omissi6n issue 

Method of assessment (B.4.k.18.3) 

'Global Introspection· 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Unrelated 
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lcanada Vigilance AER#: le2s 04949516 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosago text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k·.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

'MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VI0-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment'(B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04949516 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

country drug 01>ta1nee1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100 mg 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Asthma 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

COVID-19 VACCINE/CHADOX 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Interchange of va~cine products 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Interchange of vaccine products 

(B.2.i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 10.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Reaction/event as reported by primary source 

ASTHMA 

(B,2.1.0 ) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Asthma 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Asthma 

Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2 .1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

PRODUCT DOSE OMISSION ISSUE 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Product dose omission issue 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Product dose omission issue 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

!Fatal 

(B.2.1.6) 

(e.2,;,5) 

(B.2.1.6) 
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Case narrative (B.5.1) 

This is a Non- Intervent.ional Study report frorr1 a contactable Other Health Professional . This is a report recelved 
from the Health Canada. Regulatory Authority via an on- line database search. Regulatory authority report t4o 

E2B 04q59575 _ (Linked Regulatory No E2B 03809929). This information was initially reported to Health Canada 
bet;een 23Jul2021 a nd 28Jul2021 from an-unknown Market Authorization Holder A.ER" CA:'.:021AMR157705 . 

A 56-year-old female patient received COVlD-19 Vaccine - Manufacturer Unk.noTm, as dose number unknown~ single 
(Batch/Lot number : unknown) for covid-19 immunisation; BNT162b2 (BNT162B2 )r aa dose number- unknc•,,.in , single (Batch/ 
Lot number : unknot,m) for covid- 1 9 irrJnunieation; BNT162b2 (COMIRNATY), as dose number unkno ... in, single (Batch/ Lot 
number : unknown) for covid- 19 immunisation; cha.doxl ncov- 19 (CHA.DOXl NCOV- 19) , as dose number unknown ,, single 
(Bat:ch/Lot number : unknown) i ntramuscular for covid-19 immunisation; mepolizurnab (MEE>OLIZUt-A.AB) , (Batch/Lot number : 
unknown) at 100 mg, subcutaneous for asthma. The patient ' s rel~vant medical history and concomi tant mQdications 
were not reported. 
The following information was r~ported: INTERCHANGE OF VACCINE PRODUCTS (death), out.come " fatal ", described as 
" Covid-19 voccine/Chadox" ; ASTHMA (death) , ot1 tcome " falal " ; E'RODlfCT DOS~ OMISS!ON ISSUE (deoth), oulcome " fatal". 
The action taken for mepolizumab was unknown . The patient date of death was unkno•,;n . Reported cause of death : 
" Asthma", " Product dose omission issue" . It was not repo.rted if an autopsy was performed . 

The r eporter ' s aasessment of the cdusal 1~e1ationsh ip ot all evcrnt., with the auspect product bntlG2b2 •,.,ia s not 
pJ.ovhted at the time ot ti1is report. Sirice uo c.leterminat.lon has Oeen received , the caae is managed ba.s6d on the 
comp,any cau sality assessment~ 

No follow-up attempts are. possible; informati on about lot/batch number cannot be obtained . No f1.1rther information 
is expected. 

Follow-up <13Dec2022) : This is a non-interventional study report received from the same contactable reporter(s) 
(Other HCP) from Regulatory Autt,ority . Regulator y number, E2B_04459575 (Health Canada) . Th i s informati on was 
initially reported to Health Canada between 23Jul2021 and 19Aug2022 from an unknown Market Authorizat.ion Holder 
AER~ CA202ll\MR151705 . 

Updated information included: new suspect products (BNT162b2 (COMIRNl'-.TY) , chadoxl ncov- 19) and new event 
( Interchange of vaccine products) , 

No follow- up attempts are possible; information about lot/bat.ch number can not be obtained. No further i nformation 
is e:i<.pected. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB.5.3bl 

Sender's comments (B.5.4) 

Based on known drug safety profile, there is reasonable possibility of causal association between the event 
Asthma lfatal) , and Interchange of vaccine products ( fatal ) and BNT162B2 , 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety eval ua t. ion , including the r:eview and anal ysis of aggregate data fo 1~ advei::se events . Any 
safety concern identified as part of this review, as well ~s any appropriate action in response, will be promptly 
notified to r egulatory authorities , Ethics Committees , and Investigators , as appropriate . 
Based on known drug safety pLofile , there is no reasonable possibility of causal association between the event 
Product dose omission issue {fatal) and BNT162B2. 

Unit (B.3.1e) Normal low range (B.3.1.11 Normal high range 

Results of tests and procedures (8.3.2) 

--- - - -- --- -- - - - -- - -
Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Asthma 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 P r oduct dose omi ssi on issue 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1 .7.11) 

(B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 04949516 (1) 
Comments 1B.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1.Sc) End date (B.1.Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .8f.2) 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8<!) 

MedDRA version for Indication (B.1.10.st.1) Indication 1e.1.10.s1.21 

Med0RA version for reaction (B.1.10.sg.1) Reactions 1B.1.10.s9 .2) 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

Reporter cit.y (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

].:porter state 

I Reporter country (A.2.1.3) 

~ da 

(A.2.1.2e) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type 

Other studies 

I 

End date (B.1.10.1.11) 

(A.2.1.2b) 

Qualification (A.2.1.4) 

Other heal t h p r o f ess i onal 

(A.2.3.3) 

PageHO 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04959596 (O) 

Canada Vigilance HC Latest Received Date: 
20211201 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211201 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202101~04834(1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------....._. ______ ....,_-"~--~-~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2021111~ 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211116 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER INC-202101604834 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFlZERrnc 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.11 Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital ~nomafy/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age (e .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 

Page: 320 of/de 2, 140 
A2023000085 



the o 
ana um 'lt 
ur I 

ada 

Page: 321 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: I E2B 04959596 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.k:2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (8.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

DIED 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightli ghted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a non- contactable. reporter ( s ) {Cons umer or other non HCP) from med ical 
information tearr .. 

A patient (no qualifiers provided) received bnt162b2 {COMIRNATY) (Batch/Lot number: unknown) as dose 1 , single for 
covid-19 immunisation. The patient ' s relevant medical history and concomitant medications were not reported . 
The following information was reported: DEATH (death), outcome " fatal 0

, described as "died". The patient date of 
death v,as unknown . The reported cause of death 'A'as 11 Died". tt. wa s not .s::eported ii an autopsy was performed . 
No follow- up ~ttempts are possible; info rmation about l ot/batch number cannot be obtained. No further information 
is expected. 

Reporter's comments (B.5 .2) 

MedDRA version for sender's diagnosis 18,5.la} 

Sender's diagnosis (B.5.3b) 

Sender's comments (B,5.4) 

Unit (B.3.le) Normal low range (B.3.1.1) Nonnal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B,1,7,2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1.8e) 

Indicat ion MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

I 
I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
Qualificati on (A.2.U) 

Consume1/other non he~lth profe ssional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04965589 (O) 

Canada Vigilance HC Latest Received Date: 
20211202 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211202 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101·655031 (11 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ -~-----"~'-'--'--~--~--~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospita lization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211124 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211124 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202101655031 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

C!\i:flSS 
PFIZERINC 

Duplicate tD) / Link (L) Report n.umber(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN Female 

Date of birth (B,1.2.1) Age group (B.1,2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

.No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

V21J3283 
CA- PFIZER INC- 20210:655031 

Reason for nullification (A.1.13.1) 

Onset Age 

65 Years 

(B.1.1.1c) 

(B.1.2,2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

lcanada Vigilance AER#: I E2B 04965589 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada EW0216 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202- 2021-
CCYYMMDO CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Myocarditis 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

PHARMACEUTICAL COMPANY Global lntrospecllon ... 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Myocardilis 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

N/A .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

MYOCARDI:TIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Myocarditis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Myoca rdi tis 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repott received from a contactable reportet (s ) {Consumer or other non HCP) from Regulatory 
Authority . Regulatory numbe~~ V2113283 (CAgFISS). 

A 65 year-old female patient received bntl62b2 (BNT162B2) , administration date - 021 (Lot numbei:: : E\\10216.) as 
dose 1 , single for covid-19 immunisation. The patient ' s relevant medical history and concomitant medications were 
not reported . 
'l'he following i.n(ormation was .cepocted: MYOCA.ROttIS (death , hos p i ta lization, med.ica J l y s i gnificant)~ 0~1tcome 
" fatal " , dRscribed as "Myoca~ditis" . 'l'he pati€nt date of death was unknown. The reported cause of death was 
myoca:rditis . It was not reported if an aut.opsy was performed. Impact of Adverse Event Following Immunization 
(AEFI) : prevented daily activities . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (8.5.la) 

Sender's diagnosis (8.S.3b) 

Sender's comments (B.S.41 

Unit (B.3.1e) Nor mal low range (8.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Myocar ditis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments IB.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
Qualificati on (A.2.U) 

Consume 1 / o t her non he ~lth prof e ssional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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I ATIA - 19(1) I 
Tropiano, Stephano (HC/SC} 

From: 
Sent: 
To: 
Subject: 

Categories: 

Good morning, 
Please see email below. 

Thanks, 
Ausmar 

Fro 
Sent: 2021-06-16 8:15 AM 

Canada Vigilance BC (HC/SC) 
2021 -06-16 9:46 AM 
Canada.Vigilance.NCR-RCN (HC/SC) 
FW: Possib,le Serious Adverse Effect of mRNA Vaccine 

COVID 

To: .bc.sc@canada.ca> 

Cc: 
Subject: Possible Serious Adverse Effect of mRNA Vaccine 

I am writing out of concern for how my mother passed away last week in-I have not been 
given much ·information on the causes because it happened too fast for even the doctors to keep 
up. 

nd she passed on-2021 i~hospital. She had 
gone in the before with shortness of breath. They put her in a Covid Unit isolation 
while they investigated. She had already had the first dose of Pfizer Vaccine. They tested her 3 
times for Covid and said they all came back negative. They explained that they were seeing a 
bunch of spots all over her ~xplanations. Her oxygen was dropping rapidly so they 
moved her to a lung unit on ......... with oxygen. They tested her for everything they 
could think of from TB, Legionnaires, pneumonia, etc. and found nothing. Bionic antibiotics had 
no effect on it. She never smoked in her life and was physically walkingRver day. They began 
discussions with her sister about nursing home living and I was called on o let me know. I 
wanted to speak to my mother, so a phone was ta.ken back over the hospita , ut they were in the 

rocess of movin her to palliative care! I never got to speak to her because she died at 1: 12 a. m. 
She went down hill extremely fast in 24 hours, and we have no 

explanation. They did say that maybe it was genetics? 

Can I ask that this possibly be investigated, or has it been reported? I realize it is not immediately 
connected to when she got her vaccine. I am assuming she would have had it a few weeks before 
that, however I am not sure when she received her vaccine. I am nervous if it is genetic related 
and vaccine related because I am due to have my second shot and it will be a mix of Astra and 
Pfizer. 

Thank you so much for any help, if an ou can rovide. I am sending this from my work email, but 
if you prefer my home contact it is: 

Sincerely, 

1 
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lcanada Vigilance AER#: le2B 04965594 (1) 

Canada Vigilance HC Latest Received Date: 
20220120 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101·654 785 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ -~---"---'-----~-'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor·Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

20211124 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

2 0220111 
CCYYMMDU 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202 10165 4785 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

C!\i:flSS 
PFIZERINC 

Duplicate tD) / Link (L) Report n.umber(s) (A.1.12) 

() 

Report nulliflcatlon? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

V2129701 
CA- PFIZER l HC- 2 02101 65 41 65 

Reason for nullification (A.1.13.1) 

Onset Age 

24 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B .1.1.1d) 
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ATIA - 19(1) 

['c'aii'ada Vigilance AER#: le2s 04965594 (1) Pagen l 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada FA9099 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2021■ 
CCYYMM 

202. 
CCYYMM 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

80640 Minutes 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

ExpDT=30-NOV-2021 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (8.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Myocarditis 

Method of assessment (B.4.k.18.3) 

Global Int rospection 

Reaction assessed (B.4.k.18.1b) 

Myocarditis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1 ) 

Reaction/event as reported by primary source 

MYOCARDI:TIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Myocard i tis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Myoca rdi tis 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte1 (s ) (Consumer or other non healthcar,e 
professional) from Regu latory Authority . The reporter is the patient . Regulatory number : V2129701 {CAEFISS} . 

An 18 to 2 9 years {as reported} female patient. (unknown if pregnant ) receivecl bntl6:2b2 (BNT162B2) , administr ation 
date - 2021 (Lot number : f'A9099 , expiration date : 30Nov2021} as DOSE 2 , SINGLE for ccvid-19 immunization . The 
patient's relevant medical history and concomitant medications were not reported . vaccination history included: 
Covid- 19 vaccine (Dose J, s i ng) e , Manufacturer. Unknown, Da Le of a pplicalion unknown) , (or covid- 19 immun i za lion . 
The follow1.ng informa tion w,;1s reported : M'.iOCARDtTlS (death, hospitalization), outco1ne " fatal ", described as 
"Myocarditis occurred aoeqo minutes after vaccination" . The patie.nt date of death was unknown . The reported cause 
of death was myocarditis . lt was unknown if an autopsy was performed . 
Conclusion : The complaint foe an Adverse Even~ Safety Request For Investigation from a vial the PF1ZER-BIONTECH 
COVID-19 VACCINE lot FA9099 was investigated . The investigation included a review of manufacturing and packaging 
batch reco rds , retain samples , deviation investi gations, and an analysis of t he complaint h ist o ry f or the repo rted 
lot . The final scope was determi ne d to be tbe reported finished g oods lot FA9099, f, 11 lot fA91 29 , and the bulk 
f ormulated drug product l o t EP8667 . A complaint. sample ,1as no t returned . No related quality issues we:re identHie<i 
dur ing the investigation . There is no impact on product quality . No root cause or corrective and preventive 
actions (CAPA) were identified because tho complaint was not confirmed. 
No follow- up attempts are possible . No further information e~pected. 

Follow-up ( 11Jan2022) : This is a follow-up report from p roduct q uality group providing investigation results . 
Updated i n.format ion included: expiration date of lot number FA9099 . I nvestigation resul ts provided. 

Reporter's comments (B.5.2) 

MedDRA vefsion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) (B.3.1 .1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Myocardi tis 

Start date (B.1.7.10) Continuing (B.1.7.1d) 

Comments {B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range {B.3.1.2) 

I End date (B.1 .7.11) 

More Info (B.3.1.3) 
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Drug name (B.1.Ba) 

COVID-19 VACCINE 

Start date (B.1.Bc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

End date (B.1.Bo) 

(B.1.8f.1) In dication (B.1.s1.2J 

COVID-19 immunization 

(B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d l 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2 a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRI VACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: I E2B 04965599 (O) 

Canada Vigilance HC Latest Received Date: 
20211202 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211202 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R rnc- 202ro1·654873 (11 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ -~'--~~-...._--"------''----''-------~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Disabling/Incapacitating? No 

202111 24 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211124 
CCYYMMDD 

List of documents held by send1er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021Ql 65 4873 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

C!\i:flSS 
PFIZERINC 

Duplicate tD) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

V2127S8l 
CA- PF!ZER INC-20210:654873 

Reason for nullification (A.1.13.1) 

Onset Age 

65 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B .1.1.1d) 
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ATIA - 19(1) 

lcanada Vigilance AER#: I E2B 04965599 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada FA9091 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021111111 
CCYYMMDO 

Start period (8.4.k.13.1) 

4 Days 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 
,., 

MedDRA version (B.4.k.18.1a) 

26.0 
~ 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

2021-
CCYYMMDD 

Duration of drug Adm in (B. 
Last period (8.4.k.13.2) 4.k.15) 

4 Days 1 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Myopericarditis 

Method of assessment (BA.k.18.-3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Myopericarditis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

MYOPERICARDITIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Myoperica.rditis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Myopericarditis 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightli ghted by the reporter? (B.2.1.3) Start Date 

202 ... 

1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo tt r eceived f rom a contac table report e t (s ) {Consumer o:r ct.he r non HCP) f rom Regulatory 
Authority . Regulatory numbe~~ V2127581 (CAgFISS). 

A 65- year- old male patient received bnt162b2 (BNT162B2) , administration date ~ 0 2 1 (Lot number : FA9091) as 
dose 2 , single for covid-19 immunisation . Relevant medical history included: "gastrointestinal 
bleeding" ~unspecified if ongoing}; "cataract ext.raction" (unspec ified if ongoing) ; "gout" (unspecified if 
ongoi ng) ; irhypec;t ension" (ungpecified i E ongoing) . The palient's concomit.a n t medi cal.ions were ooL reported . Past 
drug history included : Asa , n o tes : ASA 81 mg; Ra.bepr-azole . Vaccination history included : Covid- 19 vaccine (Dose l , 
unknown manufactu rer) , for COVID-19 immunisation . The following information was reported : MYOCARDITIS (death , 
medi cally significant) wi th onset- 021, outcome " fatal" , described as "Myopericardit i s " . The::apeutic measures 
were not taken as a result of myocardit i s. The patient date of death was - 021. The repo::ted cause of death 
was myocarditis . It was not reported if an autopsy was performed. Impact of Adverse Events f'ollowing lmmunizat i on 
(A.EFI} : prevented daily activities . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4J 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- - - -- - - -- - --- ------ - - -- - - ----------

Patient Medical History (B.1.7) 
MedDRA ve.rsion (8 .1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Gastrointestinal bleeding 

Start date (B.1.7.1c) Cont inuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cataract ex traction 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1.7.11) 

Comments 1B,1.7.1g) 

MedDRA version (8.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Gout 

Start date (B.1.7.1c) Continuing (B.1.7.1d) lend date (B.1.7.11) 

-
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I 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hype rtension 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 M_yoperjcarditis -
Start date (B.1.7.1c) 

-
Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name [B.1.Ba) 

ASA 

Start date (B.1.Bc) End date (8.1.Be) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .Bf.2) 

Reaction MedORA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Drug name (B.1.Ba) 

covro-1 9 VACC[NE 

Start date (B.1.Bc) End date (B.1.Be) 

Indication MedORA version (B.1.81.1) Indication (B.1.81.2) 

26 . 0 COVID-19 immunisation 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Bg.2) 

Drug name (B.1.Ba) 

RA9EPRAZOLE'. 

Start date (8..1.ilc) End date (8..1.Be) 

Indication MedORA version (B.1.81.1) Indication (B.1 .Bf.2) 

Reaction MedORA version (B.1.Bg.1) Reaction (B.1.Sg.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

I 

(B.1 .7.11) 

(B.1 .7.11) 

Page*S 
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Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.Bf.1) Indication (B.1.10.a1.21 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2a) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.7.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2•) 

Reporter postcode (A.2.1.21) (A.2.1.3 ) 

(A.2.1.1dl 

!

Reporter country 

Canada 

!Qualification (A.2.1.4) 

lconsurne r / other non health pro fes3iona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) I Middle name 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.ld) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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lcanada Vigilance AER#: I E2B 04970461 (O) 

Canada Vigilance HC Latest Received Date: 
20211203 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211203 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2021- 399962 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------~------~-'---"-~~-'--"'---'-----------1 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results in death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20211126 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

2021112~ 
CCYYM.'1D D 

List of documents held by sendfer (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory· authority's number (A.1.10.1) 

Yes 

Company number (A, 1.10.2) 

CA-MODERN/I.TX, me. -MOD-2021-399962 

other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMODERNAP 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1 .1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Oupllcate Case identifiers (A.1.11.2) 

CA- MODE~NATX, INC. - MOD- 2021- 399962 

Reason for nullification (A.1.13.1) 

Onset Age 

31 Yea r s 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorizatto-n/Application no.: 02510014 
Country of authorizatJon/application: Canada 

Structured dosage Info (B.4.k.S) 

1 Dosage forms 

Dosage tex:t (B.4.k.6) 

1 dosage form 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Nol Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 vaccination 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Result (B.4:k.18.4) 

Possible 
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ATIA-19(1) 

~ 

IE2B Canada Vigilance AER#: 04970461 (0) 

26.0 Death -Source of assessment (B.4.k.18.2) Method of assessment fB.4.k.18.3) 

MAH Global Introspection 

MedDRA version (El.4,k,18,1a) Reaction assessed (B,4,k,18,1b) 

26.0 Death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 

PASSED AWAY 

(B.2.i.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.La) 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.I.7.1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event Me(:!DRA term(!.!. T) (B.2.1.1.b) 

Death 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Death 

Start Date (B.2.i.4) 

202-
CCYYMMDD 

End Date (B.2.i.5) 

202-
CCYYMMDD 

I 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Not Provided 

Duration (e.2.i.6) 

Days 

(B.2.1.8) 

This spontaneous case was reporLed by a paLient. family men1ber or friend and describes Lhe occL1rrence of DEATH 
(passed away ) in a 31 - year- old male patient who received mRNA-1273 (t1oderna CoviD-19 Vaccine ) for COVJ0- 19 
vaccination . 

No Medical History information was reported. 

On an unknown date, the patient received first dose of mR.NA-1213 (Moderna CoviD-19 Vaccine) (unknown Ioute) 
dosage form . 
On an unknown date , received second dose of mRNA-1273 tModerna Covi0-19 Vaccine} (u nknown route} dosage was 
changed to 1 dosage f orm. Death occurred oe 021 The patjent died or 021 . The cause o( death was 
not reported . It is unk.no'i-m if an autopsy was performed. . 

No relevant concomitant and treatment medications were reported . 
Patient was doing amazi ngly \-.·ell and as soon as he got his first and second dose, hJ s body could not handle it any 
more and passed ar,.,•ay within 2 months of his second shot . 

Company comment 
This case concerns a 31-yea:r-old male patient with no relevant medical history , who experienced the serious 
uneKpected event of Death . The event occurred on an unknown number of days after receiving the second dose of 
mRNA-1273 vaccine with undisclosed vaccination date . The cause of death wag not reported. It is unknown if an 
autopsy was performed. The benefit-risk relationship of nlRNA-1273 vaccine is not affected by this report . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (ll,5,4) 

This case concerns a 31-year-old male patient. r,.rith no relevant medical history, who experienced the serious 
unexpected event of Death . The event occurred on an unknown number of days after receiving the second dose of 
mRNA-1273 Vaccine with undisclosed vaccination date . The cause of death was not reported. It is unknown if an 
autopsy was performed. The benefit-risk relationship of m.RNA- 1273 vaccine is not affected by this re~ort. 

Page*3 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of de.ath 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent condlUons text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1 .8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.191 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc] Drug end date (B.1.10.Se) 

MedDRA ve·rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

(B.3.1.3) 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada V igilance AER#: le2B 04993490 (1) 

Canada Vigilance HC Latest Received Date: 
20220118 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101·684 313 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ ------'~---'---------'----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20211127 
CCYYNMDD 

Additional documents? (A.1.8.1) 

No 

20220110 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory auth6rity•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IJIC-2021Ql 68 43i3 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERXNC 

Duplicate (D) / link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- P,IZER tNC- 202101~8 4313 

Reason for nullification (A.1.13.1) 

Onset Age (e .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04993490 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (8.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary sour ce 

DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter ? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

Thls is a spontaneous repo1t received from a contactable reporte 1 (s ) {Consumer or other non HCP) for a Pfizer 
sponsored program (005570) . 

A me1le patient received bntl62b2 (COMIRNATY) (Batch/Lot number: unknown) .as dose 2 , single for covid-19 
immunisation . The patient ' s relevant medical history and concomitant medications were not reported . Vaccination 
history included: Covid-19 vaccine (Dose 1 1 MANUFACTURER UNKNOWN), for COVID-19 imm.unisation . 

'l'he (ollowing in(ot:'mati on was reported: DEATH (death) , out.come '' f a t al", descri bed a~ '' dea t h.'1 • The patient. date of 
death was unknown . The reported cause of death r,.1as "he dropped dead". Clinical course. : The consumer stated the 2nd 
dose of the covid vaccine led to his/her father ' s death . He dropped dead . The patient left a full medical history 
on the table wi th inst~uctions to sue Pfizer explaining how the vaccine affected a certain gene which led to his 
eventual death . It was not reported if an autopsy was performed . 

The lot number for bnt162b2 was not provided and will be requested during follow up . 

Follo,1- up (10Jan2022) : This follow- up is being submitted to notify that thG lot/batch number is not available 
despice the follow- up attempt.s made . Follow- up attempts have: been completed and no :further information is 
expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis IB,5.3a) 

Sender's diagnosis (8.5.Jb) 

Sender's comments (B.5.41 

Unit (B.3.1e) Nor mal low range (B .3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests -and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26.0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) I 
I 
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Drug name (B.1.Ba) 

COVID-19 VACCINE 

Start date (B.1.Bc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

End date (B.1.Bo) 

(B.1.8f.1) In dication (B.1.s1.2J 

COVID-19 immunisation 

(B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d l 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2 a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRI VACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04997896 (4) 

Canada Vigilance HC Latest Received Date: 
20221109 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A8624SSfl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'--~---~.,_------"------------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Disabling/Incapacitating? 

Yes 

No 

20211208 
CCYYMMDD 

Addition al documents? (A.1.8.1 ) 

No 

20221107 
CCYYM11DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Rt!gulatory authority's number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2021A862455 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

H!:ALTH C/1~1\tl)I 
Market Authorization Holder AER Number 
MC CANADA 
AZPROD0000 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) , (2) , (2) , (2) , (2) , (2) E2B 05028497 

Report nullification? (A.1.13) 

N"o 

Medlcany confirmed orfrom health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MIIH - AS7RAZENECII 

UNKNOWN Male 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Centimeter 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

E2B __ 04586624 

Reason for nullification (A.1.13.1) 

63 Kilogram 

Onset Age (8.1.2.2) 

70 Years 

(8.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

1,;ountry drug obtained (B.4.k.2.31 1:1atch/101 no. \B.4.K.3) 

Unknown 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown-DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (8.4.k.7} Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B,4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1 Years 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministratl-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Reaction assessed (BA.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04997896 (4) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHADOX1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (8.4.k.8) Parent route of admin (8.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisaiion 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13,2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.18.1 b) 

Method of assessment (B.4.k.18.3) R.esult (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04997896 (4) 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Tablet 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2020 
CCYY 

Start period (B.4.k.13.1) 

1 Years 

Medicinal product name (B.4.k.2.1) 

LONSURF 

Batch/IOI no. (B.4.K.3) 

Route of administration (B.4.k.8) 

Oral 

MedORA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of admln (B.4.k.9) 

Indication (B.4.k.11 b) 

Colorectal cancer metastatic 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Did reaction recur on readmlnlstrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

PNEUMONIA 

(8.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B .2.1.2.a) 

Term hightllghted by the reporter? 

No 

Reaction first time (B .2.i.7.1) 

1 Years 

Reaction/event MedDRA term(LL T) 

Pneumo n i a 

Reaction/event MedDRA term (PT) 

Pneumon i a 

(B.2.1.3) Start Date Is .2.1.4) 

2021 

IEnd Date 

I Reaction last time IB.2.i.7.2) 

(B.2.i.1.b) 

(B.2.i.2.b) 

(B.2.1.5) 

!
Outcome 

Fat.al 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.i.8) 

(B.2.1.6) 
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Case narrative (B.5.1) 

A spontaneous report has been rece i ved from the Health Professional via regulatory authority i n Canada (HEALTH 
CANADA) concerning a male pat:.ient of Unkno1,,m et-hnic origin tage 7 o yea.rs , height 159 cm, weight 63 kg) . 

No medical history and concomitant products were reported. 

On an unknown date, the patient received Vaxzevria Vial Contains 10 Doses Of 0 . 5ml {covid-19 vaccine nrvv ad 
(chadoxl ncov- 19) ) (batch number Unknown), via intramuscular- route, for covid-19 imJnunisation . On an unknown date , 
the patient. received Chadoxl Ncov- 19 {covid- 19 vaccine nrvv ad {chadoxl ncov- 19)) 0 . 5 ml , via intramuscular 
route, f o 1: covid- 19 immunisation . 

The patient. started treatment with Lonsurf {tipiracil hydrochlori de , trifluridine) , oral, duri ng 2020 for 
colorectal cancer metastatic. 

During 2021, the palient experienced pneumonia (preferred term: l"neumonia l . 

It wa.s unknown if Qny action was taken with Chadoxl Ncov-19 and Lonsurf . Action tak-en with Vaxzevria Vial Contains 
10 Doses Of 0 . 5ml was not applicable. 

During 2021 , the patient died from the event for pneumonia. 

It was not known whether an autopsy 1,.ias performed. The cause of death was pneumonia _ 

The reporter assessed the event pneumonia to be serious due to seriousness criterion death and hospitalised. 

For regulatory reporting purposes , if an event is spontaneously reported , at least a reasonable possibility of a 
causal relationshi p is Jmplied by the reporter, even if the relationship is unkno••n or unstated. 

Summary of follow- up information recei.ved by A.s:traZeneca/ Medlmmune on 10- Jun- 2022 :from consumer via Spontaneous 
source: Action taken updated for both suspects . Start date added fo= the event , Narrative amended . 

Summary of follow up information received by AstraZeneca/Medimrnune on 08-Aug-2022 from health profess1onal via 
spontaneous source : Reporter tab updated . New reporter health professional were added . Reporting verbatim of 
suspect updated to Covid- 19 Vaccine Astrazeneca . suspect indication was updated to covid- 19 immunisation. 
Causality ,,,as updated. i_ctior. taken with Lon surf was ch,:1nged . Lot no added as Unknown . Dosage text were added. 
Narrative amended . 

Summary of follow up information received by AstraZeneca/Medlmmune on 05-Sep-2022 from health professional via 
spontaneous source : New reference reporters added . duplicate case identified. associated changes made . Verbatim of 
the suspect updated from COVID-19 VACCINE ASTMZENECA to VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0 .SML .Nar<ative 
amended . 

Summary of follow up inform.:i t.ion recelved by AstraZer.:eca/Medlm.mul'\e on 07- Nov-2022 !.rom health professior'tal via 
spontaneous source , Suspect product CHll.DOXl NCOV-19 was added, . Narrative amended CAUSE OF DEA'l'H : PNEUMONIA 
PNEUMONIA - MEDICAL CONFJRl·!ATION BY HEALTH PROF'ESSIONl\Lc Yes 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

Fata event of Pnet1monia is not listed J n the company core wta sheet of !\ZDl 222 . Th<! cause of death >ias reported 
as Pneumonia . Reported medical history of colorectal cancer metastatic and vaccinee"s advance age could be 
considered as a risk factors for the event . Use of concomitant medication tipiracil hydrochlorid~ , trifluridine 
could be considered as confounding factor for the event . Due to limited information on details and circumstances 
surrounding the event, exact date of vaccination, event onset date , concomitant medications , relevant family 
history , autopsy details, detailed etiological and diagnostic work-up , the evaluation did not find ev1dence to 
suggest a causal relationship between the event a nd AZD1222 . 

Unit (B.3.1a) Normal low range (B.3.1.1) 

Results of tests and procedures {B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.1.1a.21 

26 . 0 Pneumonia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~IE_2_B~ 0_49_9_7_8_9_6~ (4~) _ ______________ ~I _____ Pa ge~6 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

Start date (B.1.8c) End date (B.1.Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent condit ions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Bo) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve.rsion for reaction (B.1.10.Bg.1) Reactions (B.1.1 O.Bg.2) 

End date (B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRI VACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

HEAL TH CANADA 

(A.2.1.2b) 

Qu.ilification (A.2.U) 

Other heal t h professi onal 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

UNKNOWN 

(A.2.Ub) 

Qu.ilification (A.2.1.4) 

Other health p rofessio nal 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Confident i al 

(A.2.1.2b) 

Qu.ilification (A.2.1.4) 

0Lher health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: I E2B 04998124 (2) 

Canada Vigilance HC Latest Received Date: 
20230505 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A863505fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

epontaneoua 

MAH/Sponsor Initial Received Date MAH/Sponsor latest Received Date (A.1. 7) 
(A.1.6) 

20211208 20230504 
CCYYMMDD CCYYM,'IDD 

Additional documents? (A.1.8.1) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty•s number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A863505 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

ClltlAD!l\tl HEl\1.TR AUTR◊RlTY 
MC CANADA 
Market Authorization Holder .AER Number 
AZPRODOOO() 

Duplicate (0) / link (l) Report number(s) (A.1.12) 

(2) 

Report null ification? (A.1.13) 

Y~s 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Ml\11 - A$TRAZENECA 

Serious? (A.1.5.1} Serious 

Seriousness (A.1.5.2) 

Caused/prolonged 
No hospitalization? 

Results In death? Yes 

Dis ab II ngllncapacltating? No 

Life threatening? No 

Congenital anomaly/birth 
No 

defect? 

Other medically important 
No condition? 

Duplicate Case Identifiers (A.1.11.2) 

EW 04551664 

202101022711 
CA-AstraZeneca•2021A863505 

Reason for nullification (A.1.13.1) 

Case is a duplicate of Manufacture~ 
Report Number {CA-
AstraZeneca-2021A684 767 J 
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UNKNOWN Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

Onset Age 

95 Years 

(B.1.6) 

Hospital 
(B.1.1.1c) 

record no. 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2s 04998124 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosago text (B.4.k.6) 

Dose Unknown- Single 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4,k·,16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

'MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k,11a) Indication (B.4.k.11 b) 

26.0 C0VID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4,k.17,1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment'(B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04998124 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ELIGARD 

Active Substance names (B.4.k.2.2) 

leuprolide acetate 

country drug 01>taIne<1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

22.5 Milligram,1 every 3 (Months) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Prostatic cancer 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (8.4.k.1&.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

CARDIAC FAILURE CONGESTIVE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Cardi ac failure congestive 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cardiac failure congestive 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

DYSPNOEA 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Dy,pnoea 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Dyspnoea 

Term hightlighted by the reporter? (B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion (8.2.i.6) 

No 

Reaction first time (B.2.1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received from a consumer via the regulatory authority in Canada (CANADIAN HEALTH 
AUTHORITY) r concerning a male patient of unknown ethnic origin {age 95 years) . 

The patient's past and current medical history included prostate cancer (dates not reported) , cardiac failure 
congestive (dates not reported) and dyspnoea (dates not reported) . 

No conccmicant products were reported. 

On an unkno~n date , the patient received Covid-19 vaccine {covid-19 vaccine nrvv ad tchadoxl ncov-19)) , via 
intramuscular r:-ouLe, Cor covi d- 19 i.mmunlsatlon . 

The patienc started creatment with Eligard (leuprorelin acetate) 22 . 5 mg every three months , subcutaneous, on an 
unknown dace for prostate cancer. 

On an unknown date , che patient experienced cardiac failure congestive (preferred term: Cardiac failure 
congestive> and dyspnoea (preferred term: Dyspnoea) . 

The action taken 1,,1ith dose unknown Covid- 19 Vaccine t..•as not applicable . rt was unknown if any action was taken 
with Eligard. 

On an unspecified date , the patient died from the event of cardiac failure congestive and dyspnoea. 

It was not known whether an autopsy was performed. The cause of death was cardiac failure congestive and dyspnoea . 

The reporter assessed the events of cardiac failure congestive and dyspnoea as serious due to seriousness 
criterion of death . 

For regulatory reporting purposes , if an event is spontaneously i:-eported , at. least a reasonable possibility of a 
causal relationship is implied by the reporter, even if the relationship is unknown or unstated . 

This case was marked as suppressed due to Duplicate case. 

Summary of follow-up informc1tion received by AstraZeneca/MedllTlJflune 10-Jun-2022 from consumer via spontaneous 
source: Action ta.ken for covid- 19 vaccine updated to not applicable from unknown. Ntc1rrative amended . corrected 
report on 16- Jun- 2022 : WVl reter number 202101022711 added . Nartative amended 

Minor correct.ion on 14-Jul-2022 : Evaluate again o n date Ol-Jan-0001 removed . Relevant history prostate cancer, 
ciyspnoea , cacdiac failure congestive added. Narrative updated . 

5ummary of follow-up rnformat;icn received by ilstraZeneca/Medimmune 04-May-2023 from ccn5urner via spontaneou5 
source : Duplicate case identified. Reporter case id associated . Narrative aroeodedCAUSE OF DEATH : CA.RDlAC FAILURE 
CONGl':STTV& Ci\USE OF OEA'W : D¥Sl?N0E;A 
The Astra - Zeneca COVlD- 19 Vaccine is an AstraZeneca Canada Inc . product authorized under the I nterim Order . 

Reporter's comments (B.5.2) 
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Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~ E_2_B~- ~0_49_9_8_1_2_4~ (2~)~ ---------------~-----Page~6 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Fatal events of Cardiac failure conges tive and Dyspnoea are not listed in the company core data sheet of AZD12 22 . 
The cause o f death was descr ibed as Cardi ac f ailure congestive a nd Oyspnoea. Co~di ac failur e congest i ve could be 
c onsidere d as a confounding factor for Dyspnoea . Advanced age co uld be considered as a co ntributory risk facto i 
for the events. Due to limited information an baseline health conditio n before vaccination, circumstances leading 
to the events , concurrent conditions , relevant medical history, famil y history , date o f vaccination , onset dat.e 

of the events , concomitant medications , risk factors (smoking , alcohol use, obesity , stress, and i nfection), 
etiological and complete d1agnoslic workup (detailed a utop• y report. ) , the e valuation d1d noL tind evidence Lo 
s uggest a c ausal rel at1onship between t he events and AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3. 1.2) More info (B.3.1.3) 

I Results of tests and procedures (B.3.2) 

Patient Medical History (B.1 .7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Prostate cancer 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Unknown 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cardiac failure congestive 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Unknown 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.Q Dyspnoea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Unknown 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . Q Cardiac failure congestive 

Start date (B.1.7.lc) Continuing (B.1.7.1d) I End date (B.1.7.11) 

-
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . Q Dyspnoea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

-

Page: 372 of/de 2, 140 
A2023000085 



Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.1.11) 
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ATIA-19(1 ) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

UNKNOWN 

(A.2.1.2 •) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1I 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter g iven 
name 

(A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A. 3.1) 
Type (A.3.1.1) 

Pharmaceutical Company 

Department (A.3.1.3a) 

Patient Safety 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state 

UNKNOWN 

Reporter country 

Canad a 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

CANADIAN HEALTH AUTHOR!TY 

(A.2.1.2b ) 

Qualification (A.2.U) 

Physician 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

AZPRODOOOO 

Title (A.3.1.3b) 

Confidential 

(A.2.Ub) 

Qualification (A.2.1.4) 

Consumer/other non he~lth professional 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) Middle name (A.3.1.3d) Family name (A.3.1.3•) 

~at ient Safety 

Street (A.3.1.4a) 

(A.3.1.41) 

Sapphire . BusinessSupport@astrazeneca com 

I nterface Organisation 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Uni ted Kingdom 

Fax no. IA.3.1.4i) 
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Type (A.3.2.1) 

Regulatory Authori ty 

Department (A.3.2.2b) 

Trading Pat:tner Management Office 

Given name (A.3.2.2d) 

Street (A.3.2.3a) 

250 Lanark Avenue , Mail Stop 2005A 

City (A.3.2.3b) 

Ottawa 

Postcode (A.3.2.3d) 

KlA OK9 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Tl?MO - BGPC@hc - sc . gc ca 

Middle name (A.3.2.2•) 

Organization 

MHPD 

Title (A.3.2.2c) 

(A.3.2.Za) 

Family name (A.3.2.2f) 

State (A.3.2.3c) 

0111 

Country (A.3.2.3•) 

Canada 

Fax no. (A.3.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B oso11114 (1) 

Canada Vigilance HC Latest Received Date: 
20211217 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- JNJFOC- 20211214858(1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~-------'----'----~'--------~--j 

Type of report 

5tudy 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

2021-
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

202 ~ 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

CA-JNJFOC- 20211211858 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

JNJ FOC 

Duplicate (D) / Link (L) Report n umber(s) (A.1.12) 

{2 ) , { 2 ) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - JANSSEN INC 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

195~ 
CCYYMMDD 

Elderl y 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
re<:ord no. 

Life threatenfng? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

C/\- JNJ FOC- ?.0 2112148 58 

Reason for nullification (A.1.13.1) 

Onset Age 

69 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada KLSOH12, KLSOH12 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authortzatlon/applicatlon: Canada 

Structured dosage Info (B.4.k.S) 

520 Milligram,1 every 8 (Weeks) 

Dosage text (8.4.k.6) 

Pharmaceutical form (8.4.k.7) Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Intravenous (not otherwise specified) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Crohn's disease 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CCYYMMDD 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2} 4.k.15) 

49 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable Unknown 

Additional info (B.4.k.19) 

Provide the reason why sample is not available:: Discarded 

Drug Recurrence (B.4.k.17) 

Med ORA version (B.4.k.17 .2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

26.0 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Company 

Death 

Reaction assessed (B.4.k.18.1b) 

Crohn's disease aggravated 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: le2B oso11774 (1) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Crohn's disease aggravated 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reporter Clinical Judgement 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Death 

Source of assessment (B.4.k .18.2) Method of assessment (B.4.k.18.3) 

Company Clinical Judgement 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reporter Clinical Judgement 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Gallstones 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Company Clinical Judgement 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Gallstones 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k, 18.3) 

Reporter Clinical Judgement 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18,4) 

Not Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Related 

the o 
ana um 'lt 
ur I 

anada 

Page«J 
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lcanada Vigilance AER#: le2s oso11114 (1) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Country of authorization/application: Canada --Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11 a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k..16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 10.2.1.4) End Date (B.2.1.5) 

Yes 20 2 ... 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

49 Days Fatal 

Reaction/event as reported by primary source 

FLARE UP OF CROHN'S 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Yes 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Crohn 1 s disease aggravated 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Crohn 1 s disease 

Start Date IB.2H) End Date (B.2.i.5) 

2021 

Durat ion 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

GALL STONES 

(B.2.i.O) 

Unknown 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghllighted by the reporter? 

Yes 

(B.2.1.3) 

Gal ls t ones 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Chole lithiasi s 

Start Date (B.2.1.4) End Date (B.2.1.5) 

2021 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Unknown 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6 ) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This solicited report r eceived f r om a pha.r1oacist via Bio Advance REMfCADE SlMPONl STELAAA U-lBRUVlCA 
ZYTIGA TRE.MFYA ERLEADA E:PRtX BAt.VERSA concerned a 69 year old female (patient number■■■■■■■ (J.ocal case 

IDf 
The patient ' s height1 and weight were not reported . The patient ' s concurrent conditions include.ct : Crohn ' s disease , 
The patient was treated with ustekinumab (Stt:"ength 130 milligram) (solution for infusion, intravenous and batch 

number : KLSOH12 expiry: 30-NOV-2025) 520 mg, 1 time every 8 weeks, from·····021 for Crohn ' s disease , Non
company suspect vaccine included: ccvid-19 vaccine (form of admin , route ot actmin , and batch number were not 
reported) dose, frequency, and therapy dates were not reported for covid- 19 prophylaxis . No concomitant 
medications were ~eported . 
On a n unspecified date in 2021, the patient had gallstone and was going for ultrasound and blood work . Wants r.o 
know when the best time woul.d be to get a booster of COVID . Had a flare up of her Crohn ' s with last COVID 
vaccine . The family doctor told he~ to ask us to see what to do about STELARA injection and COVID vaccine -r 
direc ted her to the doctors office . 
The patien t ' i ii§Sif•e called to cancel medicatfon since t he patien t pas•ed a wa y on a day be f ore the da y of 
.reporting I I 1■111 2 1)2 1 ). The patient die d fro m unknown c ause of death . lt wets unkno·wn i f an autopsy -..1as per.fo.uned . 
Tho act ion taken with ustekinumab was not applica.ble wit.h respect to passed away . The ;1.ction taken with 
uste kinumab was no t r e ported with r espec t t o gall stones and flar e up of Crohn ' s , and c ovid- 1 9 vaccin€ w~ s no t 

applicable . -
The patient di ed o f paase<I away on 20?1, anu t he out come o f g~ll st ones and flare up of Crohn ' .s was no t 
r e pot ted. 
The reporter considered the causality between ustekinumab , and passed away, flare up of Crohn ' s, and 9all stones 
as related. The reporter did not provide a causality assessment between covid-19 vaccine , and passed away, flare 
u p of Crohn ' s , and gall stones . Company causality between ustekinumab, and passed away, flare up of Crohn ' s , and 
gall stones 1<.•as not related. 
This report was serious (Death, and Other Medically Important Condition) . 
'rl1i s case, J nvolvi ng the same patient is linkecl t o 20211052390 . 

Additional information was received from other health professional (Pharmacist. ) on- 2021 following 
information was updated and incorporated into case narrative : - En d ther apy updated , Additional event(Deceased and 
related fields) , Disease tab(unknown cause of d eath , date of death , autopsy performed}, Case level outcome and 
seriousness criteria updated , narrative updated , and other identification numbers was added . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.41 

Vl : Follow up information updat.es additional fatal event. (deceased) and relat.ed fie lds, disease tab (unknown 
cause of death, date of death , autopsy performed) , case level outcome and seriousness criteria, narrative 
updated, and other ident i fication numbers . 

This case concerns a 69~year-old female patient who experienced flare up of Crohn ' s afte~ receiving COVID 
vaccine, unspecified period and later passed away due to unknown reason approximately 1 month after the 
initiation of Ustekinumab therapy for Crohn ' s disease . The reported event flare up of Crohn' s after receiving 
covro vaccine is con founded by patient ' s underl ying disease of Crohn ' s d i sease whi ch ls cht:Ot)ic in nature, 
follows a, remitting, relapsing path and ls prone to progress and flare' s, hence compan.y causality assessed as n.ot. 
related . 
Available information precludes complete and meaningful medical assessment hence causality of event passed away 
was assessed as not related 

Unit (B.3.1ej Normal low range (B.3.1.1) 

Results of tests and procedures (8.3.2) 

--- - - -- --- -- - - - -- - -
Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26. 0 Crohn ' s disease 

Start date (B.1.7.1c) Continuing (B .1.7.1d) 

Yes 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of deat.h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Nonna! high range 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

(B.3.1.2) More info (B.3.1.3) 
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ATIA-19(1) 

~ 

Canada Vigilance AER#: IE2B 05011774 (1) 
Comments 1B.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8<!) 

MedDRA version for Indication (B.1 .10.st.1) Indication 1e.1.10.s1.21 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1B.1.10.s9 .2) 

name 

Reporter department 

iirter state (A.2.1.2e) 

(A.2.1.21) I Reporter country (A 21.3) 

~ da 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

BioAdvanee REMICADE S IMPONI STELARA H-IBRUVI CA 
ZHLGJ\ TREMPYA E:RLSADA SPREX BJ\L VERSA 

Sponsor Study no. (A.2.3.2) 

Project No 

Observed study type 

Other s t udies 

~ ification 

~ a.rmacist 

(A.2.3.3) 

(A.2.1.4) 

I Pagen 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B oso12012 (2) 

Canada Vigilance HC Latest Received Date: 
20221026 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A866513fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

epontaneoua 

MAH/Sponsor Initial Received Date MAH/Sponsor Latest Received Date {A.1.7) 
(A.1.6) 

20211208 20221024 
CCYYMMDD CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA•Astrazeneca-2021A866513 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Hl::ALTH C111'1AtlA 
MC CANADA 
MC CP.NADA 
AER NUMBER 
AZPRODO◊OO 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

(2) (2) 

Report nullification? (A.1.13) 

No 

Medically confirmed orfrom health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - ASTRAZENECA 

Serious? (A.1.5.1} Serious 

Seriousness (A.1.5.2) 

Caused/prolonged 
Yes hospitalization? 

Results In death? Yes 

Disab II ngllncapacltating? No 

Life threatening? No 

Congenital anomaly/birth No 
defect? 

Other medically important 
Yes condition? 

•· 

Duplicate Case Identifiers (A.1.11.2) 

e2s 04:,~4271 -202101748284 
CA-AstraZeneca-202111866513 

Reason for nullification (A.1.13.1) 

, , 
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UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1 .1a) 

no. 

MedORA version for cause 

n.o 
MedORA ver sion for cause 

26 . 0 

MedORA version for cause 

26 . 0 

MedORA ver sion for cause 

26 , 0 

MedORA ver sion for cause 

26 . 0 

MedORA version for cause 

26 . 0 

Female 

Age group (B.1.2.3) Onset Age 

49 'fears 

LMP date (B.1.6) 

Specialist 
(B.1.1.1b) 

Hospital 
(B.1.1.1c) 

record no. record no. 

(B,1,9.2.a) Reported cause(s) (8.1,9,2.bl 

Abdominal pain 

(B .1.9.2.a) Reported cause(s) (B.1.9.2.bl 

Arthralgi a 

(B .1.9.2.a) Reported cause(s) (8.U.2.b) 

Death 

(B.1.9.2,a) Reported cause(s) (B.1.9.2.b) 

Lymphadcnopathy 

(B .1.9.2.a) Reported cause(s) (B.1.9 .2.b) 

Pyrexia 

(B .1.9.2.a) Reported cause(s) (B.1.9.2.b) 

Unknown cause of death 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1dl 
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lcanada Vigilance AER#: I E2B 05012072 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Unknown 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown-DOSE NUMBER ·UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) Med0RA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 
26.0 COVID-19 immunization 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Old reaction recur on readministratlon? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment {B.4.k.18.3) 

Result (B.4.k.18.4) 

Resu It (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ALEMTUZUMAB 

Active Substance names (B.4.k.2.2) 

alemtuzumab 

country drug 01>ta1nee1 (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

12 Milllgram,1 every 1 (Days) 

Dosage text (B.4.k.6) 

12.0 Milligram; 1 every 1 Days 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intravenous drip 

Gestation period (B-4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Relapsing-remitting multiple 
sclerosis 

26.0 Relapsing-remitting multiple 
26.0 sclerosis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16} Did reaction recur on readministrati,on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k. 18.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACRIVASTINE 

Active Substance names (B.4.k.2.2) 

acrivastine 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatcn11ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

50 Milligram 

Dosage text (B.4.k.6) 

50.0 Milligram 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.1s..2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACETAMINOPHEN 

Active Substance names (B.4.k.2.2) 

acetaminophen 

country arug 01>taInea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intravenous drip 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) lndic~tion (B.4.k.11 b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlst raUon? (B.4.k.17.1) 

Addit ional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACYCLOVIR SODIUM 

Active Substance names (B.4.k.2.2) 

acyclovir sodium 

Gountry arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

200 Milligram 

Dosage text (B.4.k.6) 

200.0 Milligram 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k,18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FROVATRIPTAN SUCCINATE 

Active Substance names (B.4.k.2.2) 

frovatriptan succinate monohydrate 

country drug 01>talnee1 (l:l.4.K.2.3) I 1:latcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

2.5 MIiiigram 

Dosage text (B.4.k.6) 

2.5 Milligram 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GABAPENTIN 

Active Substance names (B.4.k.2.2) 

gabapentin 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

300 Milligram 

Dosage text (B.4.k.6) 

300.0 Milligram 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k .. 18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GRAVOL 

Active Substance names (B.4.k.2.2) 

dimenhydrinate 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

50 Milligram 

Dosage text (8.4.k.6) 

50.0 Milligram 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METHYLPREDNISOLONE SODIUM SUCCINATE 

Active Substance names (B.4.k.2.2) 

methylprednisolone sodium succinate 

country drug 01>tatnee1 (B.4.k.:l.:J) Batc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

1 Gram 

Dosage text (B.4.k.6) 

1.0 Gram 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Intravenous (not otherwise specified) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) Pagen2I 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant MIRTAZAPINE 

Active Substance names (B.4.k.2.2) 

mirtazapine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

45 Milligram 

Dosage text (8.4.k.6) 

45.0 Milligram 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Tablet Oral 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (8.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) Page,nl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NAPROXEN 

Active Substance names (B.4.k.2.2) 

naproxen 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

500 Milligram 

Dosage text (B.4.k.6) 

500.0 Milligram 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) Page,141 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NORTRIPTYLINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

nortriptyline hydrochloride 

country arug 01>talnea (l:l.4.k.2.:J) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

25 Milligram 

Dosage text (B.4.k.6) 

25.0 Milligram 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RANITIDINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

ranitidine hydrochloride 

country arug 01>taInea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

150 Milligram 

Dosage text (B.4.k.6) 

150.0 Milligram 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENLAFAXINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

venlafaxine hydrochloride 

country arug 01>talnea (t:1.4.k.2.:J) t:1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

37.5 Milligram 

Dosage text (B.4.k.6) 

37.5 Milligram 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 399 of/de 2, 140 
A2023000085 



lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN B 12 [VITAMIN B12 NOS] 

Active Substance names (B.4.k.2.2) 

vitamin b12 

country arug 01>ta1nea (tS.4.K.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k,8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRAversion (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: I E2B 05012072 (2) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN D 

Active Substance names (B.4.k.2.2) 

vitamin d3 

c ountry arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02505142 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlst raUon? (B.4.k.17.1) 

Addit ional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN E NOS 

Active Substance names (B.4.k.2.2) 

herbals homeopathic 

country drug 01>ta1ne<1 (B.4.K.2.:J) Batc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k,8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRAversion (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

zolmitriptan 

country drug 01>ta1ned (H.4.K.2.:J) 

I E2B 05012072 (2) 

Medicinal product name (B.4.k.2.1) 

ZOLMITRIPTAN 

Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

5 Milligram 

Dosage text (B.4.k.6) 

5.0 Milligram 

Pharmaceutical form (B.4.k.7) 

Gestation period (B,4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Oral 

MedDRA version (B.4.k.11a) 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11b) 

Duration of drug Ad min (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.1S.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

DEATH 

(B.2.1.0) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) tB.2.i.1 .b) 

Deat h 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Dea t h 

(8.2.i.3) Start Date (B.2.i.4) IEnd Date (8.2.i.5) 

Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

Result (B.4.k.18.4) 

(8.2.i.8) 

(8.2.i.6) 
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ABDOMINAL PAIN 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Abdominal pain 

MedDRA version for 
(B,2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Abdominal pain -
Term hightli ghted by the reporter? (B.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) 

No 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

ARTHRALGIA 
MedDR.A version for (B,2.I.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 /\rthralgia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Arthralg:ia 

Term hightlighted by the reporter? (a.z.;.a) Start Date (a,Z,i.4) IEnd Date (ll,Z,i,5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!'atal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

LYMPHADENOPATHY 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Lymphadenopathy 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Lymphadencpathy 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

PYREXIA 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Pyrexia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pyrex.ia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.1.4) IEnd Date (8.2.1.5] 

No 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

GAIT DISTURBANCE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26.0 Gait disturbance 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Gait distLlrbance 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.U) IEnd Date (8.2.i.5) 

No 

I 

I Duration 

(8.2.i.8) 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

I Duration 

Page,2~ 

(8.2.1.6) 

(ll,Z,i,6) 

(B.2.1.6) 

(8.2.1.6) 

(B.2.i.6) 
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Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

BLOOD PRESSURE INCREASED 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 

reaction/event term LL T 

26 . 0 Blood pr@ssur@ increased 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Blood pressur e increased 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i,4) IEnd Date (B,2.i.5) I Duration (B.2.i.6) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

No t r ecovered/ not rl!solved 

Reaction/event as reported by primary source (B.2.1.0) Currenl reaction 

HAEMOPHAGOCYTIC LYMPHOHISTIOCYTOSIS 

MedDRA ve·rsion for 
(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

Z6,0 H~emoph~gocytic l ymphohi$tiocytosio 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26.0 Haemophagocytic 1 ymphohisciocyt.osis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.i.O) Curfent reaction 

ATYPICAL PNEUMONIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Atypica l pneumonia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Atypical pneumoni a 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i,4) !End Date (B.2.i.5) I Duration (B.2.i.6) 

No 

Reaction first time (8.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Not recovered/ncL resolved 

Reaction/event as reported by primary source {B,2,i,0) Current re...tion 

CHEST PAIN 
MedDRA version for 

{B.2.i.1,a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Chest pain 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Chest pain 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date {B.2.i.5) I Duration (B.2.i.6) 

NO 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Not recovered/not r esolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

COUGH 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Cough 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 
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26 . 0 Cough 

Term hightllghted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

No 

Reaction first time (8.2.i.7.1) Reaction last time 18,2.i.7.2) Outcome (B.2.i.81 

Not r~co,,~r~d/not 1't!'S01Vt!'d 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

HEART RATE INCREASED 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Heart rate increased 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 .0 Heart r~,te increased -
IEnd Date I Duration 

-
Term hlghtllghted by the reporter? (B.2.1.31 Start Date iB.2.1,4) (8.2.1.5) (8.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not :resolved 

Reaction/event as reported by primary source 1B.2.1.0) Current reaction 

INFLUENZA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Influenza 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26. 0 Influenza 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date 1B.2.1.5] I Duration (B.2.1.6) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

!lot recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

NASOPHARYNGITIS 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Nasopharyngitis 

MedDRA ve·rslon for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Nasopharyngi tis 

Term hightlighted by the reporter? (B.2.i.3) Start Date 18.2.i.4) IEnd Date (8.2.i.5) I Duration (8.2.i.6) 

NO 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Not recovered/not. res olv ed 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

ORAL HERPES 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2J.1.b) 

reaction/event term LL T 

26 . 0 Oral herpes 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 18 .2.i.2.b) 

reaction/event term PT 

26 . 0 Oral herpes 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 1B.2.1.4) !End Date (B.2.1.5) I Durat ion (B.2.1.6) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.81 

No, recovered/not. :resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

OROPHARYNGEAL PAIN 
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MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 

reaction/event term LL T 

26 . 0 Oropharyngea! pain 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Oropha cyngeai pai ,, 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

No 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome (B.2.i.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

SINUSITIS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Slnus!ela --
Med0RA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Sinusitis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

No 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/ not .resolved 

Reaction/event as reported by primary source (B.2.1.0) Curronl raactlon 

VERTIGO 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Vertigo 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26.0 Vertigo 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) I Duration (B.2.1.61 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recoverecl /not. resolved 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

ALOPECIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Alopecia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Alopecia 

Term hightlighted by the reporter? (8.2.i.3) Start Date !B.2.i.4) IEnd Date (B.2.i.51 I Durat ion (8.2.i.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time 18.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

RENAL DISORDER 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Renal d isorder 

MedDRA ve.rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Renal disorder 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.i.5) I Duration (8 .2.i.6) 

No 

Reaction first time (B.2.i.7.1) !Reaction last time (B.2.i.7.2) !outcome (B.2.i.8) 
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-

Not recove reel/ not resolved 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

ABDOMINAL PAIN UPPER 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Abdominal pain upper 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Abdominal pain upper 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) !End Date (B.2.i.S) I Durat ion (8.2.i.6) 

No 

Reaction first time (B.2.1.7,1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reacllon 

DECREA SED APPETITE 
MedDRA ve.rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Decreased appetite 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Decreased appetite 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) I Duration (8.2.i.6) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Not recover~d/not resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

DIARRHOEA 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 DiarrhoeiJ 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i .2.b) 

reaction/event term PT 

26.0 Diarrhoea 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) I Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.HO) Current reaction 

HEADACHE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Headache 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Head.ache 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) I Durat ion (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

HYPERHIDROSIS 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Hyperhidrosis 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Hyper hidrosis 
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Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Durat ion (B.2.i.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Not recovered/not. resolved 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

PARAESTHESIA 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Paraesthes ia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Paraesthesia 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _td Date ie 2.i.5) l uration (B.2.i.61 

NO 

I 
--

Reaction flrst time (B.2.1.7.1) Reaction last time (B.2.1.7.2) 

~

ome (B.2.1.81 

recovered/ 11ot .resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

INFUSION SITE PAIN 

MedDRA version for 
1B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Infusion site pain 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Infusion site pain 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.6) 

No 

Reaction first time (B.2.i.7 .1) Reaction last time 1B,2.i.7 .2) Outcome (B.2.i.81 

Not recovered/ not resolved. 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

MALAISE 
MedDRA version for 

(B.2,1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Mal aise 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Malai se 

Term hightli ghted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PAIN IN EXTREMITY 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Pain in extremity 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pain in e xt 1emicy 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

No 

Reaction first time (8.2.i.7.1) Reaction last time iB.2.i.7.2) Outcome (8.2.i.8) 

Not recovered/nee resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

NAUSEA 
MedDRA ve·rsion for 

(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 
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26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.2.a) 

Term hightllghted by the reporter? 

No 

Reaction first time (B.2.i.7.1) 

Nausea 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Nausea 

(B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Not recovered/not resolved 

Reaction/event as reported by primary source 

MIGRAINE 

IB.2.l.01 Current reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) 

Migraine 

(B.2.1.2.n) Reaction/event MedDRA term (PT) 

Migraine 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.U) End Date (B.2.t.5J 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.s1 

(B.2.1.61 

Not recovered/not resolved 

Reaction/event as reported by primary source 
ILLNESS 

(B.2.l.01 Current reaeUon 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Illness 

Reaction/event MedDRA term (PT) 

Illness 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.61 

No 

Reaction first t ime (B.2.1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received from a physici an vi a the regulatory authority in Canada (HEALTfi CANA.DA} . 
The report. concerned a female pati ent of Unknown ethnic origin (age 49 yeats) . 

No medical history was repo=ted . Concomitant medication included acrivastine for premedication, paracQtamcl for 
premectication, aciclovir sodium for premedication, frovatriptan succinate monohydrate, gabapentin , gabapentin, 
dimenhydrinate fo= premed.ication, methylprednisolone sodium succinate for premedlcation, mirtazapine, naproxen , 
nortriptyline hydrochloride , ranitidine hydrochloride for premedication, venlafaxine hydrochloride , vitamin bl2 
nos , colecalciferol, herbal oil nos and zolmitriptan . 

On an unknown date , the patient received unkown single dose of Covid- 19 Vaccine Astrazeneca (covid- 19 vaccine nrvv 
act (chadcxl ncov-19)} (batch number Unkno•,,m) , via intramuscular route , for covid-19 immun i sation. The patient 
started treatment with Alemtuzumab (alemtuzumab) 12 mg daily, intravenous drip , on .an unknown date for relapsing 
remitting multiple sclerosis and with Alemtuzumab (alemtuzumab) 12 mg daily, intravenous drip , on an unknown date 
for relapsing rerni tting multiple sclerosis . 

On an ~nknown date , the patient experienced gait disturbance (pre(erred term: Gait disturbance), blood pressure 
increased (preferred term : Bl.ood pressure increased) , haernophagocytic lyrnphohistlocytosis {preferred term: 
Haemophagocytic lymphohistiocytosis), atypical pneumonia (preferred t.erm: Atypical pneumonia), chest pain 
(preferred term : Chest pain) , cough (preferred term: Cough) , heart rate increased (preferred term: Heart rate 
increased} r influenza (preferred term: Influenza), nasopharyngitis (preferred term: Nasopharynqitis), oral herpes 
(preferred term : Oral herpes) , oropharyngeal pain (preferred term : Oropharyngeal pain) , sinusitis (prGferred term: 
Sinusitis}r vertigo (preferred term: Vertigo) , abdominal pain (preferred term: Abdominal pain) , arthralgia 
(preferred term : Arthralgia) , lymphadenopathy (preferred term: Lymphadenopathy) , pyrexia (preferred term: 
Pyrexia) , alopecia (preferred term : Alopecia) , renal disorder (preferred term: Renal disorder) , illness (preferred 
term: lllness) , migraine (preferred term: .Migraine) , pain in extx:-ernity (preferred term: Pain in extremity) , 
par aesthesia (preferred te.rm: Paraesthesia), abdominal pain upper (prefe rred term: .Abdominal pain upper ), 
decreased appetite (preferred term: Decreased appetite}, diarrhoea (preferred term: Diarrhoea), headache 
{preferred term : Headache) , hyperhidrosis (preferred term: Hyperhidrosis) , infusion site pain {preferred term: 
Infusion sit0 pain~ 1 malaise (preferred tc-.:rn : Malaise) 1 nausea (preferred term: Nausea, and death {(prcfcrr0d 
term : Death) . 

Action taken with Covid-19 Vaccine Astrazeneca was not applicable . It was unknown if any action •1,1as taken with 
Alemtuzumab and Alemtuzumab . 
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lymphohistiocytosis , atypical pneumonia , chest pain , cough , heart rate increased, influenza, nasopharyngitis , oral 
herpes, orcpharyngeal pain , sinusitis , vertigo, alopecia , renal disorder , abdomi nal pain upper , decreased 
appetite , diarrhoea , headache, hyperhidcosis , paraesthesia, infusion site pain , malaise , pain in extremity, 
nausea, migraine and illness were ongoing. On an unspecified date, the patient died due to abdominal pain, 
arthralgiar lyrnphadenopathy, and pyrexia. 

It i,as unknown if autopsy was per f ormed, The cause of death was death, abdominal pain, arthralgia, 
lymphadenopathy, and pyrexia . 

The reporter assessed the events of death , abdominal pain , arthralgia , lymphadenopathy and pyrexia as ser:-ious due 
to seriousness criterion of death . The reporter assessed the events of death , abdominal pain, arthralgia , 
lymphadenopathy, pyrexia, gait disturbance , blood pressure increased, haemophagocytic lymphohistiocytos is , 
atypical pneumoni a , chest pain, cough, hear t rate i ncreased , i nfluenza, nasopharyngitis , oral herpes , 
oropharyngeal pai n , sir,usit is, vertigo , a.lopec i .a , renal d i s order, abdomin,;al pain upper, decreased appetit e , 
diarrhoea, headache, hype rhidrosis , paraesthesia, infusion site pain , malaise , pain in extremity, nausea, migra ine 
and il l n~ss a s serious duo to seriousn~ss cri terion of hospi tal isat ion. The repor t~ r assessed tha ~vents o f death , 
abdominal pa i n, a r th ralgia , l ymphadenopa thy, pyrexi a , gai t d is turbance, blood pressure 1. nc r edsed, haernophagocytic 
l ymphohist i ocy tos i s , atypi cal pne umoni a, che st pa i n , cough , hear t r dte increased , i nfluenza , nasopharyngitis , ora l 
her pe s , oro pharyngeal pain , s inus itis , verti go , a l opec i a , renal d isorder , .ebd om i.nal pain uppec , decreased 
,ippP.t ite, cll<1 r rhooo , head.,che, hype rh ldr osis , p11 i:-ae.sthe~i ;i , i nfusion site pain , mri.l oiso , paijn Ln e xtremi t y, 
naueea, miQra.i no and illness as seriouis dua to seLiousncss CLit.eLion of imporLdn t m-edical cvont . 

for r egul atory r eporting por poses , if an even t ia s pontaneously r eported , at least a r easonable possib i li t y of a 
causa l relationshi p i s jmplied by the repor t e ( , even if t he rel at ionship is unkno~n o t unstated. 

On an unkno•,.1n date , the patient underwent the laboratory tests which included blood pressure increased and heart 
rate increased. 

Corrected report on 24 - May- 2022 : The source changed to spontaneou s , company causality removed on associated tab 
and triage tab, the event illness deleted, reference reporters added lot number added as Unknown, duplicate case 
j d associated. 

Summary of follow- up informat.ion received by AstraZenec a / Medlmmune on 24 - 0CT- 2022 fro m a physician via spontaneous 
sou rce : Eve nLs death , abdominal pain , arthralgia , lyrnphadenopathy, pyre xia , alop@cia , renal disorder, and illness 
were added . Action taken 1.1pdated for AZ suspect from Unknown to Not applicable . Death tab updated. Lab tests 
added . Narrative amended . CAUSE OF DEATH : DEATH CAUSE OF DEATH : ABDOMINAL PAIN CAUSE 0~ DEATH : ARTHRALGIA CAUSE OF 
DEATH: LYMl?HADENOPATHY CAUSE OF DEATH: PYREX I/\ CAUSE OF DEATH : UNKNOlvN CAUSE OF DEATH DEATH - MEDIC/IL 

CONFIRMATION BY HEALTH PROfESSIONAL : Yes /\6D0MINM, Pi\IN - MEDICAL CONflRMATION BY HEALTH FROfESSIONAL : Yes 
ARTHRALGIA - MeDtO.L co~rlRMATION BY HEAL'l'H PROFESSIONAL: Yes LYMl?H1'DENOPATHY - MEDICAL CONFIRMATION BY HEAL1'H 
PROFESSIONAL: Yes PYREXIA - ~1EDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Ye s GAIT DISTURBANCE - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL: Yes BLOOD PRESSURE INCREASED - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: 
Yes HAEMOPHAGOCYTIC LYMPHOHISTIOCYTOSIS - MEDICAL CONFIRl·li\TION BY HEF.LTH PROFESSIONAL: Yes ATYPICAL PNEUMONIA -
MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes CHEST ~AIN - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes 
COUGH - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes HEART RA.TE INCREASED - MEDIC/IL CONFIRMATION BY HEALTH 
PROFESSIONAL: Yes INFLUENZA - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes NASOPHARYNGITIS - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL: Ye s ORAL HERPES - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes 
OROPH/\RYNGE:AL P/\l N - MEDIC/IL CONFI RMATION BY HEALTH PROFESSlONAL : Yes SJNUSIT[S - MEDICAL CONFIRMATION BY HEAL TH 

PROFESSIONAL : Yes VERT I GO - MEDI CAL CONfI RMATI ON BY HE:AL TH PROFESSI ONAL: Yes ALOPECI A - MEDI CAL CONfIRMATION BY 
HEALTH PROE'ESSIONP.L : Yea RENAL DI SORDER - MEPJC/\L CONFIRMATION BY HEAL TH PROFESSJONi,L : Ye s ABDOMlNl\L PAIN unER -
MEDI CAL CON!1'!RMMION BY HEALT H PROFESSI ONAL : Yes DECREASED APPET I TE - MEDICAL CONFIRMATION BY HeALT H PROFESSI ONAL : 
Y~s DIARRHOEA - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes HEADACHE - MEDICAL CONFIRMATION BY HEALTH 

PROFESSIONAL: Yes HYPERHIDROSIS - MEDICAL CONFTRJ-L~TION BY HEALTH PROFESSIONAL: Yes PARAESTHESIA - MEDlCAL 
CONFIRMJ1TION BY HEALTH PROFESSIONAL: Yes INFUSION SITE PAIN - HEDICJ\..l, CONFIRMATION BY HEALTH PROFESSION!'..!, : Yes 
MALAISE - MEDIC/IL CONFIRMATION BY HEALTH PROFESSIONAL : Yes PAIN IN EXTREMITY - MEDICAL CONFIRMATION BY HEALTH 
PROFESSIONAL : Yes N/\USEi\ - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes f!IGR/\INE - MEDICAL CONFIRMATION BY 
HEM,TH PROE'ESStoNAL: Yes ILL»ess - MEDICAL CONFtRMATrDN BY HEALT H PROFESSIOW,L : Yes Lab Test ~1 , l 00O5n7 Lab 
Test f2 : 1 0 019299 
The A.st.ra- Zenec:a COVID- 19 Vac cine is an AstraZeneca Canada Inc . product author ized under the Inter im Or de r . 

Reporter's comments (B.5.2) 

MedORA ver sion for sender's diagnosis (B.5.3a} 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 
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This case report conc:erns a 4!9 year old female vacc1.nee with reported fatal outcome (Preferred term : Death ) in 
association with AZD1222 . Gait disturbance , Blood pressure increased, Haemophagocytic lymphohistiocytosis, 
Atypical pneumonia , Chest pain, Cough, Heart r ate incr'eased, Influenza, Nasophatyng-itis , Oral herpes, 
Oropharyngeal pain , Sinusitis, Vertigo , Alopecia and Renal disorder are not listed in the company core da ta sheet 
of AZD1222 . Abdominal pain , Arthralgia , Lymphadenopathy and Pyrexia are listed adverse event f or AZD1222 , 
however , sine@ the events Wt?re reported with fatal outcome they aro considered unlisted. Vaccineo died on an 
unspecified date and the cause of death was reported as abdominal pain, arthralgia, lymphadenopathy, ~yrexia , 
death and unknown cause of death. Events of Influenza and Nasopharyngitis could be considered as concributory 
factors to Cough, Oropharyngeal pain and Sinusitis . The event of Atypical pneumonia could be further considered 
as contributor-y facctor to Cough and Chest pain . Pyrexla could be also considered a$ contributory factor to Heart 
rate increased. Reported relapsing remitting multiple sclerosis could be considered as confounding factor for 
Gait disturbance . The case is further confounded by polypharmacy. Due co limited in'Iormation o n the exact date of 
death, onset dates of the events and the vaccine administration, baseline health condition before vaccination, 
possible risk factors , exact circumstances surrounding the events, clinical course of the events, detailed 
medical and family history, detailed aetiological and diagnostic workup (results of complete blood analysis, 
infectious profile, results of pulmonary and cardiological workup including radiology imaging studies) , autopsy 
r~port wJ.th further cladfic~tion of th" cause of death, the evaluation uJ.d nol find evidence to s uggesl a Cciusal 
raleitionship between the events and AZD1222 . 

Blood preosure 

Unit (B.3.1o) Normal low range (B.3.1 .1) Normal high range (B.3. 1.2) More info (B.3.1.3) 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Heart rate Increased 

Unit (B.3.1<>) Normal low range (B.3.1.1) Norma> high range (8.3.1.2) More info (B.3.1.3) 

Results of tests and procedures {B.3.2) 

Patient Medical History (B.1.7) 

MedDRA version (B.1 .7.1a.1) Episode name (8,1.7.1a.2) 

26 . 0 Death 

Start date (8.1.7.1c) Continuing (8 .1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a .1) Episode name (B.1.7.1a.2) 

26 . 0 Abdomj na l pai n 

Start date (B.1.7.1e) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Arthralgia 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Lymphadenopathy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pyrexia 

Start date IB.1.7.1t) Continuing (B.1.7.1~) I End dat@ (B.1.7.11) 

Comments (B.1.7.1g) 
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MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11} 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (8.1.Ba) 

Start date (B.1.8c) End date (B.1.Be) 

Indication MedDRA version (B.1.a1.1) Indication (B.1.a1.2J 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Start date (B.1 .10.1.1c) Continuing (B.1.10.1.1d) End date (B.1.10.1.11) 

Comments (B.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B .1 .10.81.2) 

MedDRA ve rs Ion for reaction (B.1.10.89.1) Reactions (B.1.10.Sg.2) 

I PageOO 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

UNKNOWN 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

HEAL TH CANADA 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

Qualification (A.2.U) 

Physician 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 

UNKNOWN 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3• ) 

Street (A.3.1.4a) 

City (A.3.1.4b) State (A.3.1.4c) 

Postcode 1A.3.1.4d) Country code 1A.3.1.4e) 

Tel No. (A.3.1.41) Fax no. (A.3.1.4i) 

Email Address (A.3.1.41) 

(A.2.1.1d) 

(A.2.1.1d) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 
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D um r R d U 
lnforrnrrnon Act hv HP'111 CJOMS FO.Rtl\11 
d1 ul LI ud I l I 

l'mfo maMn ar ante Cona ,j 

SUSPECT ADVERSE REACTION REPORT 

I I I I I I I I I I I 
I.REACTION INFORMATION 

I . PATIENT INTTIA LS la.COUNTRY 2.DATE OF BIRTH 2o.AGE 3. SEX 4-6 REACTION ONSET 8-1 2 CHECK ALL 
(first. last) 

Canada Day 

I 
Month I Year Yearn Day 

I 
Month I Year APPROPRJ;XTE 

TO ADVERSE 
49 F ?? ?? ?? REACTION 

7+13 DESCRIBE REACTION(S) (including relevant tests/lab data) 

Death ( 10011906) [v . 26 . 0 ] - Fatal 
Ix) PA:11ENT DIED 

Protocol relatedness : Ix) INVOLVED OR 
As per reporter : PROLONGED INPATIENT 
As per compan;, : HOSPITALIZATION 

Abdominal pain (10000081) [ v . 26 . o I - Fatal 
0 JNVOLVED PERSJSTENCE OR 

SIGNIFICANT DISABILITY OR 
Protocol relatedness : fNCAl'ACITY 
As per reporter : 
As per company : □ LfFE THREATENING 

Art.hra Lqia ( 10003739) [v . 26 . 0] - Fatal 

Protocol relatedness : □ CON<lENITAL.ANOMALY 
As per reporter : 
.As per company: 

LymphadenOpathy (10025197 ) [v .26 . 0J Fatal 
Ix) 011-lER MEDICALLY IMPORTANT 

CONDITION -
Protocol .relatedne s$ ! 

Cont . .. 

II.SUSPECT DRUG(S) INFORMATION 

J 4. SUSPECT DRUG(S) (illcludc gencric name) 20.0TD REACTION ABATE 

1) CHADOXl NCOV- 19 (chadox 1 2 ) ALEMTUZUMAB (alemt.uzumab ) (SOLUTION 
AFTER STOPPfNG DRUG? 

ncov- 19 ) (chadoxl nc ov- 19) , Unknown INTRAVENOUS) (alemt.uzumab) 

Cont . . . □ YES □ No □ NA 

I 5. DAILY DOSE(S) 

1

16. ROUTE(S) OF ADMINISTRATION 21.DID REACTION 
l ) Dose Unknown-DO- 2 ) 12 . 0 Milligram; - l l I n tramuscular 2 1 Intravenous drip 

REAPPEAR AFTER 
REINTRODUCTION? 

17. INDICATION(S) FOR USE 
1) COVI D- 19 i mmunisation [ 10084457] 2 ) Relapsing- remitting multiple 

fv . 26 . OJ sclerosis[10063399] [v . 26 . OJ □ YES □ NO □ NA 
COV!D- 19 immunization(l0084464J [v . 26 . 0J Relapsing- remitting multiple 

Cont .. . 

18. 11-lERAPY DATES(fi-onlito) 

1

19. THERAPY DURATION 
1) 2) 1 ) 2 ) 

Ill.CONCOMITANT DRUG(S) AND HISTORY 

22.CONCOMJTANT DRUG(S) AND DATES OF ADMJNISTRATION (exclude those us,d to u~~• reaction) 

ACRIVASTINE (acri.vastine ) (acd- 5 0 .0 Milli g ram ( __ 50 

vastine ) mg) 

ACETAMINOPHEN (acetami1:rnphe n ) ( -

NOT SPECIFIED) ( acetami.nophen ) 
C'Ant-

23. OTHER RELEVANHIISTORY (e.g. diaguostic:;, allergic,. prognancywitlJ la& tnonth of pe)j !ld, clc.) 

"" 

IV.MANUFACTURER INFORMATION 

24a. NAME AND ADDRESS OF MANUR~CTURER 
HealthCanada Post Market -
Canada 

24b. MAt CONTIWL NO. 
CA-AstraZeneca-2021A86651 3 

Log No : 2021A866513 

24c. DATE RECEIVED 24d. REPORT SOURCE 
BY MANUFACTURER □ STUDY 0 LITERA:fURE □ AUTHORITY 

26/0CT/2022 1K] HEALTH PROIBSSIONAL □ OTHER 

DATE Of TI-US REPORT 25a. REPOR,· TYPE 
26/0CT/2022 !XI INrnAL □FOLLOW VP 

ALEMTUZUMAB 

Company Remarks (Sender ' s comments) : 
This case report concerns a 49 year old female 
vaccinee with reported fa t al outcome (Preferred 
term : Death) i n association wi th ll.ZDL222 . Gait 
disturbance, Blood pressure increased , 
Haemophagocytic l ymphohistiocytosis , Atypical 
pneumonia , 
increased, 

Chest pain , 
Influenza, 

Coug h , Heart rate 
Or al 

herp e s , Oropharyngeal 
Nasopharyngi tis , 
pain , Sinusitis , Vertig o , 

A l opecia and Rena l disorder are not list ed in the 
company core data sheet of AZD1222 . Ab domi nal 
p a in, Arthr algia , Lymphadenopathy and Pyrexia are 
l i sted adverse event for AZD1222 , however , since 
t he eve nts were r ep o rted with f at.al outco me they 
are consi dere d un l isted . 

Cont ... 

Vaccinee died on an 

Cont . .. 

= Continuation attached sheet(s) 
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Describe Reaction(s)(Jnclude relevant test/lab data) ( Cont ... ) 

As per reporter : 
As per company : 

Pyrexia {100376601 {v.26 . 0J - fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

Gait dtstuc bance (10017577 I [v . 2 6 . OJ - Not recove,ced/not resolved 
Protocol .-elatedness : 
As per reporter : 
As per company : 

Blood pressure increased (10005750) [v.26.0] - Not recovered/not resolved 
Protocol rela tedness : 
As per reporter : 
As per company : 

Haemophagocytic l ymphohistiocytosis (100"11 583 ) [v.?6 . 0) - Not recovered/no 1· reso lved 
Protocol relatedness: 
As per repor t er : 
As per company : 

Atypical pneumonia (10003757) [V".26 . 0] - Not recovered/not resolved 
Protocol relatedness : 
P.S per cepoi:ter : 
As per company : 

Chest pain {l OOOB479) [v . 26.0] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Cough (10011224) {v . 26 . 0] - Not recovered/not res olved 
Protocol relatedness : 
As per reporter : 
As per company : 

Heart rate i ncreased (10019303) [v. 26 . 0J - Not recovered/not resol ved 
Protocol r elatedness : 
As per reporter : 
As per company : 

Influenza (10022000 ) [v . 26 . 0] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As pe,- company : 

Nasopharyngjtis ( 10028810) [v . 2 6.0] - Not r ecovered/not r esolved 
Protocol relatedness : 
As per reporter : 
As :per company : 

Oral herpes (10:()67152 i [.v . 26 . OJ - Not recovered/not r e sol ved 
Pcotocol relatedness : 
As per reporter : 
AS per company : 

Oropharyngeal pain (1006831 9) {,J.26 . 0] - Not r:ecovered/n◊t resol ved 
Protocol related.ttess : 
As per .eportei;" : 
A$ per company : 

S'inusitis 110040753) [v . 26 . 0] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Vertigo (10047340 1 {v . 26 . 0] - Not recovered/not resolved 
Protocol r e l atedness : 
As per reporter : 
As per company : 

Al opecia (10001760) [v . 2 6 . 0] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Renal disoi:der (J 003842 8) {v . 26 . 0J - Not recovered/not resolved 
Protocol re l atedness : 
As per reporter : 
As per company : 

Abdominal pain uppe ,c (10000087 ) [v.26.0J - Not recoveced/not resol ved 
Protocol relatedness : 
As per reporter : 
As per company : 
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Decreased appetite (10061 428) [v.26 . 0] - Not recovered/not resol ved 
Pr otocol relatedness : 
As per reporter : 
As per company : 

Diarrhoea (10012735 ) [v . 26 . 0] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Headache (10019211) [v . 26 . 0] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As peJ:" company : 

Hyperhidrosis (10020642 ) [v . 26 . 0J - Not recovered/not resolvecl 
Protocol rel atedness : 
Aa per repo·r.ter : 
As per company : 

Pa.raesthe s i a (10033775 ) ( v . 2 6. OJ - Not recovered /not reso lve d 
Pr oLocol r e l ated~ess : 
As per reporter : 
AS pe!' company : 

I n fusion site pain 110053483 ) [v.26 . 0] - Not ~ecovered/nat resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Malaise 00025482 ) (v . 26 . 0] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Pain in extremity (10033425) [v . 26 . 0] - Not r ecovered/not resolved 
Pr otocol relatedness: 
As per reporter : 
As per company : 

Nausea (10028813) [v . 26 . 0 ] - Not recovered/not resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Mi g r a i ne (10027599) [v . 26.0 1 - ~ot recovered/not r esol ved 
Pr otocol relat edness : 
As per reporte r : 
As per company : 

Illness (10080284 1 (v . 26 . 0 ] - Not recovered/not: resolved 
Protocol relatedness : 
As per reporter : 
As per company : 

Case level outcome : Fatal 

A spontaneous report has been received from a physician via the regulatory authority in Canad a (HEl\LTH CANADA) . 
Th e report concerned a female patient of Un kno1•n ethnic_ origin (age 4.9 years ) . 

No medical history was reported . Concomitant .l'(ledication included ac_rivastine for premedica tion, paracetamol for 
pte medication , aciclovir sodium for premedication , frovat.riptan succinate monohydrate, gabapenti n , gabapentin , 
di menhydrina.te for premedication, methylprednisolone sodi,;m succinate for premedication, mirtazapine , naproxen, 
nortripqlline hydrochlot:ide, rani tid.ine hydrochloride for p±emedication, venlafaxine hydrochloride, vitamin bl2 
nos , colecalciferol , herbal oil nos and zo l mitriptan . 

On an unknown date , the patient received unkown s i ngle dose of Covid- 19 Vaccine Astrazeneca (covid- 19 vaccine 
n r vv ad (chadoxl ncov- 19)) (batch number Unknown) , v i a intr amuscul ar !'OUte , f or covid-1 9 immunisation . The 
patient s t arted treat ment with ~-lemtuzumab (alemt uzumab) 1. 2 mg da i l y , i ntravenous d rip , o n an unknown date f o r 
relapsing remitting mult i ple sclerosis and with Al emtuzumab (alemtuzumab ) 12 mg daily , int ravenous drip, on an 
unknown date for re l apsing remitt i ng multiple sclerosis. 

On an unknown date, the patient experienced gait disturbance (preferred term : Gait disturbance) , blood pressure 
increased (preferred term: Blood pressure increased) , haemophagocytic lymphohistiocytosis (preferred term : 
Haemophagocyt i c Jymphohist i ocytosi s ), atypi cal pneumoni a (prefer red term : Atypica l pneumonia) , chest pain 
(preferred term : Chest pain) , cough (preferred term : Cough ) , heart rate increased {preferred term : Heart rate 
increased) , influenza (preferred term : Influenza) , nasopharyngitis (preferred term: Nasopharyngitis ) , oral 
herpes (preferred t erm : Oral herpes) , oropharyngeal pai n (prefer red term : Oropharyngeal pain) , sinusi t i s 
(preferred term ; Sinusitis) , vertigo (preferred term ; Vertigo) , abdominal pain (preferred term: Abdominal 
pajn) , a r th,al g i a (prefer red term : Arthralgia) , Jymphadenopathy (preferred term : Lymphadenopathy) , pyrexi a 
(preferred term : Pyrexia) , alopecia (preferred term : Alopecia) , renal disorder (preferred term : Renal 
disorder), i l lness (preferred term : Illness) , migraine (preferred term : Migraine) , pain in extremity (preferred 
term: Pain in extremity ), paraesthesia (preferred term : Paraesthesia) , abdominal pain upper (preferred term : 
Abdominal pain upper) , decreased appetite (preferred term: Decreased appetite) , d i arrhoea (preferred term : 
Diarrhoea) , headache (preferred term: Headache), hyperhidrosis (preferred term : Hyperhi drosis) , infusion site 
pain (preferred term : Infusion site pain ), malaise (preferred term: Malaise) , nausea (preferred term : Nausea) 
and death ( (preferred term : Death) . 
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Acti on taken witn Covid-1 9 Vaccine Astrazeneca was not appl icabl e . I t was unknown if any action was taken wi th 
Al emtuzumab and Al emtuzumab. 

At the time of reporting, the events of gait disturbance , blood pressure increased, haemophagocytic 
lymphohist i ocytosi s , atypical pneumonia , chest pa i n , cougn, heart rate increased , influenza, nasopharyngi tis , 
oral herpes , oropharyngeal pain, sinusitis , vertigo, alopecia , renal disorder , abdominal pain upper , decreased 
appetite , diarrhoea , headache , hyperhidrosis , paraesthesia , infusion site pain , malaise, pain in extremity , 
nausea, migraine and illness were ongoing . On an unspecified date , the pati ent died due to abdominal pain, 
arthralgia , lymphadenopathy, and pyrexia . 

It was unknown if autopsy was performed . The cause of death was death, abdominal pain, arthralgi a , 
lymphadenopathy, and pyrexi a . 

The reporter assessed the events of death, abdominal pain , arthr a l gia, lymphadenopathy and pyrexia as serious 
due to ser i ousness criter i on o f death. The reporter assessed the events o f death , abdominal pain , arthr a l gia , 
lymphadenopathy, pyrexia, gait disturbance , blood pressure increased, haemophagocytic l ymphohistiocytosis , 
a typic a l pne umoni a , c hes t pa i n , coug h , he a rt rate increased, i n f lue nza , na s opbaryngitis , oral herpes , 
o rophar yngeal pain, s i. n ua.i.t.is , vertigo , a lo peci a , renal disorder , abdomina l pain upper , decreas e d appetite, 
diarrhoea, headache , hyperhidrosis , paraesthesia, infusion site pain, ma l a i se, pa i n in extremit y , nausea , 
mi g r aine and i llnes s as ser iou s due t o s e r i ousness cri ter ion o f hospital isa tion . Th e reporter asse sse d t h e 
events o f dea th, abdomi nal pa i n, arthra lgi a , l ymphodenopathy, pyrexia , ga it d i sturbance, b l ood pres s u re 
Increased, haemophagocytic lymp hohi st l ocy tosi s , atypical p ne umoni a , chest pai n , cough , he drL ra Le i ncreased , 
i n fl uenza, nasophar yngit is , o ral herpes , oropharyngeal p a in, sin us iti s , vert i g o , alop eci a , renal d isorder , 
abdominal pai n upper , decre ased appet i te , di a rrhoea , headache , hyperhid r osis , pa r a esthesia , i nfus i on site pain, 
mal~aise, pai n in extremity , naus.ea , migraine and i ll.ne-ss- as seri ous due to seriousness ci;iterion o f impor tant 
medical event . 

fo.r regulatory reporting purposes , i.f an event is spontaneou.sly reported, at least a reasonable possibility of 
a causal relationshi p is implied by the reporter, even if' the relat'ionship is unknown or um;tated . 

On an unknown date, the patient underwent the laboratory tests which incl uded b l ood pressure increased and 
heart rate increased. 

Corr ected r eport on 24-May-202 2 : The sour ce changed to spontaneous , company causa l jty r emoved on associ ated tab 
and triage tab , the event illness deleted, reference reporters added lot number added as Unkno~•n , duplicate 
case id associated . 

Summary of fol low-up informat i on r eceived by AstraZeneca/Medimmune on 24-0CT-7.022 from a physi c i an via 
spontaneous source : Events death, abdominal pain, arthralgia, lyrnphadenopathy, pyrexia, alopecia, renal 
disorder, and illness were added. Action taken updated for AZ suspect from Unknown to Not applicable . Death tab 
updated . Lab tests added . Narrative amended . CAUSE OF DEATH : DEATH CAUSE OF DEATH : ABDOMINAL PAIN CAUSE OF 
DEATH: ARTHRALGIA CAUSE OF DEATH : LYMPHADENOPATHY CAUSE OF DEATH : PYREXIA CAUSE OF DEATH: UNKNOWN CAUSE OF 
DEATH DEATH - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes ABDOMINAL PAIN - MEDICAL CONFIRMATION BY HEALTH 
PROFESSIONAL : Yes ARTHRALGIA - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes LYMPHADENOPATHY - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL : Yes PYREXIA - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes GAIT 
DISTURBANCE - MEDI CAL CONFI RMATI ON BY HEALTH PROFESS I ONAL: Ye s BLOOD PRESSURE I NCREASED - MEDI CAL CONFIRMATION 
BY HEALTH PROFESSI ONAL : Yes HAEMOPHAGOCYTIC LYMPHOHISTIOCYTOSIS - MEDICAL CONFIRMATION BY HEALTH PROFESSI ONAL : 
Yes ATYPI CAL PNEUMON I A - MEDI CAL CONFIRMAT I ON BY HEALTH PROFESSI ONAL : Yes CHEST PAI N - MEDI CAL CONFIRMAT I ON BY 
HEALTH PROFESSIONAL : Yes COUGH - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes HEART RATE I NCREASED -
MEDI CAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes INFLUENZA - HEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes 
NASOPHARYNGITIS - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes ORAL HERPES - MEDICAL CONFIRMATION BY H&ALTH 
PROFESSIONAL : Yes OROPHARYNGEAL PAIN - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes SINUSITI S - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL : Yes VERTIGO - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes ALOPECIA -
MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes RENAL DI SORDER - , MEDICAL CONFIRMAT:LON BY HEALTB PROFESSI ONAL : 
Yes ABDOMINAL PAIN UPPER - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes DECREASED APPETITE - MEDICAL 
CONFIRMATION BY Jl!EALTH PROFESSIONAL: Yes DI ARRHOEA - MEDICAL CONFIRMATION BY HE\ALTH PROFESSIONAL: Yes HEADACHE 
- MEDICAL CONPIRM-/<TION BY HEALTH PROFESSIONAL : Yes H)'l;>ERHIDROSIS - MEDI CAL CONfI RMATION B'i' HEALTH PROFESSJONAL: 
Yes PARAESTHESI A - MEDI CAL CONF IRMATION BY HEALTfi PROFESS lONAt, : Yes IN FUSTON SITE PAIN - MEDI CAL CONFIRMATION 
BY HEALTH PROFESSI ONAL : Yes MALAISE - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes PAIN IN EXTREMITY -
MED"ICAL CONFIRMATION BY H.EAlrTH PROFESSIONAL : Yes NAUSEA - MEDICAL CONF..IRMA'rl◊N BY HEALTH PROFESSIONAL : Yes 
MIGRAINE - MEDICAL CONFi RMATtON BY HEALTH PROF&SSIONAL : Yes ILLNESS - MEDICAL CONFIRMATION SY HEALTH 
PROFESSIONAL : Yes Lab Test #1 : 10005727 Lab Test 12 : 10~1 9299 
The Astra- Zenec a ~OVID- 19 Vaccine is an Astral'<e neca Cana da Inc . p r od u-ct authorized under the Interim Order . 

Compl\ny Remarks (Sender's comme,nts) (C9nt ... ) 
unspecified date and the cause of death was reported as abdominal pain, arthralgia, lympha denopathy, pyrexia , 
death and unknown cause of death . Events of Inf luenza and Nasopharyngitis could be considered as contri butory 
factors to Cough, Or ophar yngeal pain and Si nusitis . The event of Atypical pneumoni a could be fu r ther considered 
as contribut ory factor to Cough and Chest pain . Pyrexia could be also consi dered as contributory facto r to 
Heart rate increased. Reported relapsing remitting multiple sclerosis could be considered as confounding factor 
f or Gait d i stu r bance . The case is f urther confounde d by pol ypha r mac y . Due to limited i n f ormation o n t he e xa ct 
dat e o[ death , onset dates o f the event s and t he vaccine admin istration, base l ine health condition before 
vaccination , possi b l e risk factors, exact circumstances sur rounding the events , clinical course of the events, 
det ailed medi cal and f ami ly history , detai l ed aetiological and diagnostic workup (results of compl ete blood 
anal ysis , i nfectious profil e , results of pulmonary and cardiological workup including radiology imaging 
studies) , autopsy report wi th further clarification of the cause of death , the evaluati on did not find evidence 
to suggest a causal relationship between t he events and AZD1222 . 

Suspect Drugs (Cont ... ) 

Product-Reaction level 
Seq.No. 
Drug 
Daily Dose 

Route of Admin 

1 
CHADOXl NCOV- 19(chadoxl ncov- 19) (chadoxl ncov- 1 9),Unknown 
1 ) Dose Unknown- DOSE NUMBER UNKNOWN, SINGLE 
2) Dose Unknown-DOSE NUMBER UNKNOWN, SINGLE 
1 ) Intramuscular 
2) I ntramuscular Page: 419 of/de 2, 140 
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Causality 
l) Death (10011906 ) [v . 26 . 01 

Action(s) taken with dmg 

Seq.No. 
Drug 
Daily Dose 

Route of Admin 

Indication for use 

Causality 
1 ) Death (10011906 ) [v . 26 . 0] 

Action(s) taken with drug 

Concomitant drugs (Cont. .. ) 

Seq:No. 
Drug 
Route of Adinin 
ln<lication for use 
Therapy Dates/Duration 

Seq.No. 
Drng 
Route of Admin 
Indication foruse 
Therapy Dates/Duration 

Seq.No. 
Drng 
Daily Dose 
Route of Admin 
lndicaiion for use 
Therapy Dares/Duration 

Seq.No. 
Drug 

Daily Dose 
Route of Admin 

Sec\.NO. 
Drug 
Daily Dose 
Route of Ad.min 

Seq.No. 
Drug 
Daily Dose 
Route of Admin 
Ind ication for use 
Therapy Date.<;/Durntion 

Seq.No. 
Drug 

Daily Dose 
Route of Ad.min 
Indication for use 
Therapy Dates/Durarion 

Not Applicabl e 

2 
ALEMTUZUMAB ( alemtuzumab ) (SOLUTION INTRAVENOUS) (alemtuzumab) 
1) 12 . 0 Milligram; 1 every 1 Days (12 mg , 1 in 1 D) 
2) 12 . 0 Milligram, 1 every 1 Days (12 mg , l in 1 D) 
1) Intravenous drip 
2) Intravenous drip 
2) Relapsing-remitting multiple sclerosis[l0063399] [v . 26 .. 0J 

Unknown 

1 
ACRI VASTI NE ( acrivastine) (acri vastlne) 
1) Oral 
1) Premedication[10036500] [v . 26 . 0 ] 
1) 11 Days 

2 
ACETAMINOPHEN (acetaminophen) (NOT SPECIFIED) (acetaminophen) 
1 ) Intravenous drip 
1 ) Premedication[10036500] [v . 26 . 0] 
1 ) 11 Days 

3 
ACYCLOVIR SODTUM (acyclovir sodium) (acyclov ir sodium) 
1 ) 200 .0 Milligram ( 200 mg ) 
1 ) Oral 
1 ) Premedication[10036500] [v . 26.0 ] 
1 ) (11 Days ) 

4 
£ROVATRIPTAN SUCClNATE(frovatriptan succinate monohydr~te) (frovatriptan 
succinate monohydrate) 
1) 2 . 5 Milligram ( 2,. 5 mg) 
1) Oral 

5 
GABAPENTIN(gabapentin ) (NOT SPECI FlED) (gabapentin) 
2) 300 . 0 Milligram (300 .mg) 
1) Unknown 
2) Oral 

6 
GRAVOL (dimenhydrinate) (NOT SPECIFIED) (di menhydrinate) 
1 ) 50 . 0 Milligram (50 mg ) 
1) Oral 
1 ) Premedication[ l0036500 ] [v . 2 6 . 0 1 
1 ) (11 Days) 

7 
METHYLPREDNISOLONE SODIUM SUCCINATE(methylprednisolone sodium 
succinate) (methylprednisolone sodium succinate) 
1 ) 1.0 Gram ( 1 gm) 

1) Intravenous (not otherwise specified) 
1) Premedicat.ion [ 10036SOO ] [v . 26 . 0J 
1 ) (11 Days) 
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Seq.No. 
Drug 
Daily Dose 
Route of Admin 

Seq.No. 
Drng 
Daily Dose 
Route of Admin 

Seq.No. 
D1ug 

Daily Dose 
Route of Admin 

Seq.No. 
Drug 
Daily Dose 
Route o f Admin 
ln<lication for use 
Therapy Dates/Duration 

Seq.No. 
Drug 

Daily Dose 
Route of Admin 

Seq.No. 
Drug 
Route of Admin 

Seq.No. 
Drng 
Route of Admin 

Seq.No. 
Drug 
Route of Admin 

Seq.No. 
Diug 
Daily Dose 
Route of Admin 

8 
MIRTAZAPtNE (mirtazapine ) (Tablet) (mirtazapine ) 
1 ) 45 . 0 Milligram (45 mg ) 
1 ) Oral 

9 
NAPROXEN (naproxen) (NOT SPECIFIED) (naproxen) 
1 ) 500 . 0 Mi lligram ( 500 mg ) 
1 I Ora 1 

10 
NORTRl PTY I. ! NE llYDROClll,OR I DE (nor-tr i pt y l i no h yd.rochlor:.ide) ( nort ript yli no 
hydr ochlo r i d e ) 
1 1 25 . 0 Milligram (25 mg ) 
1 I Oral 

11 
RANITIDINE HYDROCHLORI DE(ranitidine hydrochloride) ( ranitidine hydrochl oride) 
1 ) 150 . 0 Milligram ( 150 mg ) 
1) Oral 
1 ) Premedicat.ion[l0036500] [v . 26 . 0J 
1 1 (11 Days) 

12 
VENLAFAXINE HYDROCHLORIDE (venlafaxine hydrochloride ) (venlafaxine 
hydrochl ori de) 
1 ) 37 . 5 Milligram (37 . 5 mg ) 
1 ) Oral 

13 
VITAMI N B 12 [VITAMIN B 12 !110S ] (vitamin b l2) (vitamin bl2 ) 
1 ) Unknown 

14 
VITAMIN D(vitamin d3) (Capsules) (Vitamin d3) 
l ) Unknown 

15 
VITAMIN E NOS (he rbals homeopathic) (herbals homeopathic) 
1) Unknown 

16 
ZOLMITRIPTAN(zolmitrip tan) (NOT SPECIFIED) ( zolmitriptan) 
1 ) 5. 0 Mi lligram (5 mg) 
1 ) Oral 

Additional information (continuation) 

Lab ResuJt : 

Test name 

10005727 

10019299 

Test date 

Initial Reporter ( Cont. .. ) 

Test result 

Increased 

I ncreased 

Normal value Classification 
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HealthCanada_ ~ost_ Market 
Canada 

Continuation Sheet for ClOMS report 

UNKNOWN UNKNOWN HEALTH CANADA 
UNKNOWN 
UNKNOWN, UNKNOWN UNKNOWN 
Canada 

I f 

Mfr. Control No. :CA-AstraZeneca-2021A866513 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 05023524 (3) 

Canada Vigilance HC Latest Received Date: 
20220203 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101758319 (4 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '-----'--~---'--"~--'-----''--------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

2021-
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220124 
CCYYM11DD 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

company number (A.1.10.2) 

CA- PFIZER INC-202101758319 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERHIC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

C~- PF!ZER !NC- 202101758319 

Reason for nullification (A.1.13.1) 

Onset Age 

27 Years 

(B.1.1.1c) 

(B.1.2.21 

Investigation 
no. 

(B.1.1.1d) 
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ATIA- 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

20210706 20210706 
CCYYMMDD CCYYMMDD 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1 b) 

lnappropr1ate schedule of drug administration 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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ATIA - 19(1) 

Canada Vigilance AER#: IE2B 05023524 (3) I Page*3 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Inappropriate schedule of drug administration 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.l) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Myocardial infarct 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.l) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Myocardial infarct 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

MYOCAAPI At. U ffAACT (Ml ) AN!) PMS!U> AWA¥ 
MedDRA version for (B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Myocardi al lnfaxc~ 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Myocardia l infa rction 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (8.2.1.6) 

202 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

FIRST DOSE: 15MAY2021/ SECOND DOSE : 06JUL2021 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Inappropriate schedule of drug admin1stration 

MedORA ve·rsion for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Inappropri ate schedule of product administration 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.i.4) 

20210706 
--

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) 

_td Date (8.2.i.5) I Duration 

Outcome (8.2.1.8) 

Unknown 

(8 .2.i.6) 

-
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous r eport received fron\ contactable reporter {s) (Physi cian) from a sales r epresentative . 

A 27 - year- old male patien t ~eceived bnt162b2 (BNT162B2}, administration date 06Jul2021 (Batch/Lot nurr.ber : unknown) 
as dose 2 , single for covid-19 immunization. 

The patient's relevant medical history was reported as none and Tias healthy. Concomitant medications were n:ot 
reported. Vaccination history included : Bnt162b2 (Dose number : 1, Dose description : Dose 1, single), 
administration date; 15May2021, for Covid- 19. f'all'lily medical history relevant to Adverse Event: Health family, 
Dad, Mom, Brother all a.live . Vaccination facility t.ype was Pharmacy or Drug Store . 

The following information was reported: MYOCARDIAL INFARCTION (death , medically significant) wi th o nsct - 021 , 
outcorr.e " fatal ", described as "Myocardial Infarct (MI) and passed away"; INAPPROPRI.ATE SCHEDULE OF PRODUCT 
IIDMINISTRIITION !non-ser ious) wi th onset 06Jul 202 L o~tcome "unknown" , ctescribed as " first ctose : l5May.202l/ Second 
dose : 06Jul2021". The patient date of death Wa! 021 . Clini 5fl l 88)1 rs,. A P"fll t hy 27-year- old male rece i ve d t he 
COVID 19 va c c ines o n lSMay and 06July o f 2021 and i n thE:! lalt e r 111 11111 I ■ I 11 2021, the patient had a 
Myocardial rnfat·ct (MI ) and passed away. The reporter feels that it may be rel~t.ed to the COVID 19 vaccine . The 
reported cau s e o f death was myoc ardial infarc tion. The autops y wa s performe d , and r esults were not provided. 
Comme n ts/ Na rrt1tive : I ha ve Kno wn t h is pa t ient f o r many ye ars und been hiD ph ys i cian. No hist ory for alcohol, 
d rugs and s moking. He wa e he,. lthy. Normal we i ght. fie has • hMdwo rki ng mode l ci tizen . Onl y differonce be tween 2020 
a nd 202 l we t e the 2 Covid VilCCines h e w<1 s takil"lg , •rhe sa f e t y of the va:cc lnes ilre in questi on. 

The lot number for bntl62b2 was not provided and will be requestc.d during follow up. 

Follow up-◊21) : This is a spontaneous follow-up report received via fax from a contactable report.er 
(Physician> : Pfizer/BioNTech COV[D-19 Vaccine f'ollow~up Questionnaire . 

Updated inf"ormation included : Physician information, vaccination facility type , medical history and family medical 
history, Death Da t e was updated. Autopsy Done •,.1as added. Autopsy result "'as updated , Start and stop dates •,,1ere 
completed for Historical vaccine . Start and stop dates were completed for dosage regimen . New .~dverse: Event added : 
Inappropriate schedule of drug administration and clinical information was updated. 

Follow-up -◊21} : New information received from a contactable physician included: It was reported that it may 
take up to s.1.x months to indicate results of autopsy or other postmortem findings . 

Follo w- up ~·24Jan2022) : This follow- up is being submit.ted to notify that the lot/batch number for all doses is not 
available despite the follow-up attempts made. Follow-up attempts have been completed and no further informat i on 
is expect ed. 

Reporter's comments (B .. 5.2) 

MedDRA ver sion for sender's diagnosis (B .5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.41 

Based on the c-epor ted i nformati on , a causal relati onship behieen the events and suspected dr ug cannot be 
excluded. 

The impact of this report on tho benefit/risk profile of the Pfizer product is evaluatod as part of Piizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events. Any 
safety concern identified as part of this review, as well as any appropriate action in response, will be promptly 
notified to regulatory authorities , Ethics Committees , and Investigato rs , as appropriate 

Unit (B.3.1• ·) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

-
Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Myocardial infarct 

Start date (8.1.7.1c) Continuing (8.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

List of non-encoded Patient Relevant Hist..oi:y : 
Patient Other Relevant History 1 : none , Comment : and was 

Normal high range (B.3.1.2) 

I End date (8.1.7.111 

healthy 

More Info 

-

(B .3.1.3) 
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Drug name 

BNT16 2B2 

(B.1.8a) 

Start date (B.1.Sc) 

20210515 
CCYYMMDD 

Indication MedORA version 

26.0 

Reaction MedORA version 

(B.1.8f.1) 

(B.1.8g.1) 

End date (B.1.8o) 

2<l2105D 
CCYYMMDD 

Indication (B.1 .8f.2) 

COVID- 19 immunization 

Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1d1 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Bcl Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.Sf.1) Indication (B.1.10.Sf.2) 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 
name 

PR! VACt 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1.3) 

!
Qualification (A.2.1.4) 

Canada Physici a n 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101746393 fl I 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B oso2s493 (0) 

HC Latest Received Date: 
20211217 
CCYYMMDD 

HC Initial Received Date: 20211217 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious· 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

20211207 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211207 
CCYYJ<l'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Reglllatory authorlty's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- nIZER IJIC-2 0 21Ql 7 46393 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

C!\- P!:UtR !NC- 202\01746393 

Reason for nullification (A.1.13.1) 

Onset Age 

34 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s oso2s493 (O) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. (B.4.k.3) 

Canada FA9099 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-cc 
2021-
CCY 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

2658 Hours 2658 Hours 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Myocarditis 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

PHARMACEUTICAL COMPANY Global lntrospecllon 
,., 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Myocarditis 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

N/A .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

LYMPHOHISTIOCYTIC MYOCARDITIS RESULTING IN SUDDEN DEATH AT AGE 34. 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Myocarditis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Myoca rdi tis 

Start Date 

2021 

(B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte1 (Co n.sumer) . The reporter is the patient . 

A 34 year-old male patient received bntl62b2 (BNT162B2) , administration date - 2tJ21 (Lot number : FA9099) at the 
age of 34 years as dose 2 , aingle for covid-19 immunisation . The patient's re~ t medical history and 
concomitant medications were not reported . Vaccination history i ncluded: Bnt162b2 (Dose ~umber : 1 , Batch/Lot No : 
Et-10221 , Location of injection: Arm Left}, for COVID- 19 I11ununization . 
'J'he following in[ot:'mati on wa!;! .cepoct.ed: r-,YOCARD!TIS (dealh) with onset - 021 18 : 001 outcome '1 fata1 u, descdbed 
as "Lymphohistiocytic myocar<ii tis resul t.ing in sudden death at age 34 . " . The event ~• l ymphohistiocytic myocarditis 
resulting in sudden death at age 34 . " was evaluated at the emergency room visit. The patient underwent the 
following laboratory tests and procedures : sa rs-cov-2 test : unknown results. Therapeutic measures were not taken 
as a result of myocarditis. The patient date o f death was - 2021. The reported cause of death was rnyocarditis. 
It was not reported if an autopsy was performed . 

Additional infot:mat i on: The patient did not receive any othet vaccines within 4 wee}c:s prior to the COV-IO vaccine : 
Prior to vaccination, the patient was not diagnosed 1.•ith COVID- 19 . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bJ 

Sender's comments (B.5.4) 

COVID-19 virus test 

Unit (8.3.1e-) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Myocarditis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

results 

(B.3.1.2) More info 

NO 

(8.3.1.3) 
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Drug name 

BNT162B2 

(B.1.Ba) 

Start date (B.1.Sc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

End date (B.1.Bo) 

(B.1.8f.1) Indication cs.1.s1.2J 

COVID-19 immunization 

(B.1.89.1) Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRIVACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

Primary source country (A.1.1) 

Canada 

Type of report 

eponlaneoua 

1000954882 (0) 

HC Latest Received Date: 

HC Initial Received Date: 

Occur country (A.1.2) 

Canada 

20210617 
CCYYMMDD 

20210617 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious· 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Dlsablingllncapacitatlng? 

Yes 

No 

2021 
CCYY 

Additional documents? (A.1.8.1) 

2021 
CCYY 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

Hale 

(B.1.2.1) Age group 

Gestation Period (B.1 .2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

406 Pound 

Onset Age 

79 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

lozinameran 

Country drug obtained (B.4.k.2.3) Batch/lot no. lt>.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) lndi~tion (B.4.k.11b) 

26.0 Vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202- 202-
CCYYMM CCYYMMDD 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4 .k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did react ion recur on readministratl-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18 .2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

CELLULITIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LLT) (B.2.i.1.b) 

Cel lulit.is 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cel l ulitis 

Start Date (B.2.1.4) 

202-
CCYYMMDD 

End Date (B.2.1.51 

2021-
CCYY).[l.foo 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

(B.2.1.6) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA- 19(1) 

Case narrative (B.5.1) 

patient had numerous severe and palliative con\orbi d condi tjons and was on numerous prescri pt i on medi cations 

Dhpr log details : 
Safety Report ID: CA-DHPR_H-~0210617111026 7382 
Type of Report : Initial 
HC Ref. No : 
Reporter File No.: 
!ransmission Date : 2021061? 
Documentation Date : 20210607 
First Name: 
Last Name : 
Telephone : 
Ext. : 
Address : 
City : 
Province/Territory : 
Post al Code: 

Email address 

Reporter Type : 

Patient ID: . 
Age : 79 Year 
Sex: Male 
Hei ght : 
Weight : 406 lbs 02 

Med History: Congestive cardiac failure, diabetes mellitus , advanced low- grade follicular lymphoma , multiple 
myeloma , early st.age sigmoid adeno carcinoma, retroperitone:al lymphadcnopathy , palliative radiotherapy to SI 
joint, oral palliative chemotherapy varicose veins , cardiac dysrhythmia , morbid obesity 
Allergies : None known 

Serious Death : Yes 
Date of Death : 202-
Serious Life- Threatening : 
Serious Disability : 
Serious Hospit alization : Yes 
Serious Congenital Anomaly: 
Secious Other : 
Serious Other Explain : 

Reactlon 
Outcome : Oied 

Start Date : 2021-
End Dat.e : 2021---

Reaction 
Reaction 
Reaction Description: Patient admitted with callulitis of th@ left arm, 

t:-eatcd in hospital with IV antibiotics , deceased l week .after receiving 2nd dose of COVID vaccine P.fizer 

Suspect Product 
DIN lt / NPN It : 
UPHN i : 
Brand Name : Pfize~ Va ccine 
Common Name : 
Strength : 
Strength ct.her : 
Dosage form : 
Manufacturer : Pfizer 
Lot It: 
Expiry date : 
Product start date : 20~ 
Product e nd date : 2021-
Dosage: 
Dosage other: 
Frequency : 

Route of administration: Intramuscular 
Route o! admi nistra tion - Othet : 
Indication : vaccine 
Reported to Mfr : No 
Date reported to l·lfr : 
Mfr Reference number: : 
Drug action taken : Not applicable 
De-challenge : 
Rechallenge: Unknown 

concomitants : 
'.l'est/t.ab results narrative : 

Reporter's comments (B.5.2) 

MedORA ver s ion for sender's diagnosis (B.5.3a) 
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Canada Vigilance AER#: 000954882 (0) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

Unit (B.3.1•J Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1 .7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Congestive cardlnc !allure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) [End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Di abetes mell i tus 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fol licul ai:- l ymphoma 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Mul tiple mye l oma 

Start date (B.1.7.1c) Continuing (B.1.7,1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Adenocarcinoma of sigmoid colon 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Retroperitoneal lymphadenopathy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1o.21 

26 . 0 Radi ocherapy to joi nt 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

(B.3.1.2) More Info (B.3.1.3) 
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Canada Vigilance AER#: 1000954882 (0) I 
Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pa lliative care ---
Start date (B.1.7.1c) Continuing (B.1.7.1d} I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2} 

26 . 0 Chemotherapy 

Start date (B.1.7.1c) Continuing (8.1.7.1d} I End date (B.1.7.11} 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Varicose veins 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA ve·rslon (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cardi ac dysrhythmias 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Morbid obesity 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7 .11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Congestive cardiac fa1lure , diabetes mellitu s , advanced low-grade follicular lymphoma , multiple myeloma , 
stage sigmoid adeno carcinoma, retroperitoneal lyrnphadenopathy, palliative radiotherapy to SI joint~ oral 
palliative chemotherapy varicose veins , cardiac dysrhythmia, morbid obesity 
Alletgi~s , NOM knOWn 

Past drug therapy (B.1.8) 
Drug name (B.1.6a) 

Start date (B.1.6c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .8f.2J 

Reaction MedDRA version (B.1.6g.1) Reaction (B.1.8g.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1 .10.6) 

Page~6 

early 
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ATIA-19(1) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) 

Med0RA ve·rslon for Indication 

MedDRA version for reaction 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) 

Stre~t (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Drug end date (B.1.10.Be) 

(B.1.10.Bf.1) Indication (B.1.10.a1.21 

(B.1.10.89.1) Reactions (B.1.10.Bg.2) 

(A.2.1.1b) 
name 

(A.2.1.1c) 

Reporter department 

(A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

I Middle name (A.3.1.ld) 
-
Family name 

(A.2.1.2b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 

(A.2.1.1dl 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101746598 {l) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

Stu<.ly 

le2B oso2s497 (0) 

HC Latest Received Date: 
20211217 
CCYYMMDD 

HC Initial Received Date: 20211217 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious· 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsablingllncapacitatlng? 

Yes 

No 

20211208 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211208 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's n11mber (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202101746598 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Heallh Caf\ada 
Unknown M/1..H 
PFIZERHTC 

Duplicate (D) / Link (L) Report n.umber(s) (A.1.12) 

(l) E2B_04.997896, i ll E2B_04586624 

Report null lflcation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Enl_0458o624 
EU-2021-02662 
CA-PFIZER INC-202101746598 

Reason for nullification (A.1.13.1) 

Onset Age 

70 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(8.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) oatchllot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1Ik2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 
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lcanada Vigilance AER#: I E2B 05028497 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect LONSURF 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Country of authorization/application: Canada --Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Tablet Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Colorectal cancer metastatic 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k..16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) . 
MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current rt1actlon 

PNEUMONIA 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) 
reaction/event term LL T 

26 . 0 Pneumonia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 

reaction/event term PT 

26 . 0 Pneumoni a 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) 

(B.2.i.1.b) 

(B.2.1.2.b) 

(B.2.i.5) 

Outcome 

Fatal 

I Duration 

(B.2.i.81 

(B.2.i.6) 
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Case narrative (B.5.1) 

This i s a non- intervent.ional study report from Regul atory Author ity . Regulator y number: E2B_04586624 (Hea l th 
Canada ) . Other Case ident.ifier(s): EU- 2021 - 02662 (Unknown MAH) . This i s a report received from the Health Canada 
Regulatory Authority via an on- line database search. This i nformation was initially reported t o Healt h Canada on 
24Aug2021 from an unknown Market Authorizat ion Holder: .Z\.ERJ EU-2021-026 62 . 

A 70 year-old male patient received BNT162B2 (COVID-19 Vaccine - .Manufacturer Unk.nO'l'!'n} , intramuscular (Batch/Lot 
number : unknown) as dose number unknown, single for covid~l9 immunisation; tipiracil hydrochloride , trifluridine 
(LQNSURF), oral (Batch/Lot number : unknown ) for colorectal cance~ metastatic . The p~tient ' s relevant medical 
history .and concomitant roedications were not re p oi: t.ed . 
The fol lowing information was reported : PNEUMONIA (death, hospitalization), outcome "fatal", desc r ibed as 
" Pn@umonia". The action taken f or tipiracil hyd::-ochloridc , t r iflu ridi ne was unknown . The patie nt date of death was 
unknown . The reported cause o f death was pneumonia . It was unkno wn if an autopsy was performed . 

The reporter ' e a!sessment of lhe causdl relationship of lhe " pneumonia" wi th Lhe su3pect product 8NT1G282 waa not 
provided at: the time of this report . Since no determination has been received, t he case ls managed based o n the 
company causality ~ssessment ~ 

No tollow- up attempts are possible; intor-ma tion about lot/batch number cannot be obtained . No turther lnformation 
is expectetl. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

,t;,,s ther e is l jrnited i riformation i n t he case provjded, t he causal associ atio n between the event pneurnot"Ji a and the 
vaccine {BN'l'l 62B2 ) cannot be e xcluded 
''The impact: of this report on the benefit /risk profile of the Pfizer product is evaluated as part of Pfizer 
proceclures cot socety evaluati on, i ncluding the: review and analysis o t: aggregate data cot adverse events , Any 
safety concern identified as part of this review , as well as any appropriate action in response, will be promptly 
notified to Regulatory Au thorities, Ethics Committees and I nvestigators , as appropriate . " 

Unit (B.3.1e ) Normal low range (B.3.1.11 Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Pneumonia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.Jg) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

-
Indication MedORA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedORA version (B.1.Sg.1) Reaction (B.1.8g.2) 

I 
I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Other studies 

!:
Qualificati on 

Othe( health 

(A.2.3.3) 

(A.2.1.4) 

professio nal 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: I E2B 05043181 (4) 

Canada Vigilance HC Latest Received Date: 
20221124 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101748284 (5) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'----"----'--'-'-----~-~-----~--j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

20211208 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20221122 
CCYYM.'1D D 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202101748284 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Heallh Ca<>ada 
Unknown MAH 
PFIZERHTC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null lflcation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E:2B_0459427'l 
2018SA310104 
CA-PFIZER INC-202101748284 

Reason for nullification (A.1.13.1) 

Onset Age 

49 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) oatchllot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVIO-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1Ik2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1 b) 

Abdominal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Abdominal pain upper 

Result (B.4.k.18.4) 

Related 
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Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

IE2B 05043181 (4) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Alopecia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Arthralgia 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Atypical pneumonia 

Method of assessment (8.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood pressure increased 

Method of assessment (8.4.k.18.3) 

Global Introspection 

Reaction assessed (8.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Death 

Method of assessment (B.4.k,18.3) 

Global Introspection 

Reaction assessed (8.4.k.18.1 b) 

Decreased appetite 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Diarrhoea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Gait disturbance 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Page*3 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (8.4.k.18.4} 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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Canada Vigilance AER#: 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med[)RA version (B,4,k. 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of ;1:.sessment (S,4,k.16-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment {B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

IE2B 05043181 (4) 

Haemophagocytic lymphohistiocytosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k. 18.1 b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart rate Increased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hyperhldrosls 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Illness 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Influenza 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Infusion site pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lymphadenopathy 

Method of ~ssessment (S.4.k,16,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Malaise 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Migraine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Nasopharyngitis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*4 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Relaled 

Result (B.4.k.18.4) 

Related 

Re:;ult (B.4,k.15.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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Canada Vigilance AER#: 

MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.10..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 
~ 

IE2B 05043181 (4) 

Reaction assessed (B.4.k.18.1 b) 

Nausea 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oral herpes 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oropharyngeal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pain in extremity 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Paraesthesia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pyrexia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Renal disorder 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sinusiti~ 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Vertigo 

Method of assessment (B.4.k.18.3) 

Global Introspection 
,_ 

I Page*S 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Resu It (B.4.k.18.4) 

Related 

Result (B.4,k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Resu It (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Resu It (B.4.k.18.4) 

Related 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ALEMTUZUMAB 

Active Substance names (B.4.k.2.2) 

alemtuzumab 

country drug 01>ta1nee1 (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

12 Milllgram,1 every 1 (Days) 

Dosage text (B.4.k.6) 

12 mg, 1 x/day 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intravenous drip 

Gestation period (B-4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Relapsing-remitting multiple 
sclerosis 

26.0 Relapsing-remitting multiple 
26.0 sclerosis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4 .k.13.2) 4.k.15) 

3 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati,on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k. 18.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosago text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4,k·,16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

'MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VI0-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (8.4.k.13.2} 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment'(B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACETAMINOPHEN 

Active Substance names (B.4.k.2.2) 

acetaminophen 

country arug 01>taInea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intravenous drip 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k,17.1) 

Additional info (B.4.k.19) 

Drug R.ecur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACYCLOVIR 

Active Substance names (B.4.k.2.2) 

acyclovir 

Gountry arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

200 Milligram 

Dosage text (B.4.k.6) 

200mg 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period {B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k,18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant BENADRYL (DIPHENHYDRAMINE HYDROCHLORIDE] 

Active Substance names (B.4.k.2.2) 

DIPHENHYORAMINE HYDROCHLORIDE 

country arug 01>ta1nea (ts.4.k.2.:J) tsatcn11ot no. {ts.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

50 Milligram 

Dosage text (B.4.k.6) 

50 mg 

Pharmaceutical form (B.4.k.7) Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FROVATRIPTAN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Structured dosage Info (B.4.k.5) 

2.5 Milligram 

Dosago text (B.4.k.6) 

2.5 mg 

Pharmaceutical form (B.4.k.7) 

Gestation period (BA.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedORA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

'MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Route of administration (8.4.k.8) Parent route of admin (8.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment'(B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Pagen2I 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GABAPENTIN 

Active Substance names (B.4.k.2.2) 

gabapentin 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

300 Milligram 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k .. 18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Page,nl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GRAVOL 

Active Substance names (B.4.k.2.2) 

dimenhydrinate 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

50 Milligram 

Dosage text (8.4.k.6) 

50 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (8.4.k.18.4) 

Page: 461 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s oso431s1 (4) Page, 141 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METHYLPREDNISOLONE 

Active Substance names (B.4.k.2.2) 

methylprednisolone 

country drug 01>talnee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

1 Gram 

Dosage text (B.4.k.6) 

1 g 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Intravenous (not otherwise specified) 

MedDRA version (B.4.k,11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant MIRTAZAPINE 

Active Substance names (B.4.k.2.2) 

mirtazapine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

45 Milligram 

Dosage text (8.4.k.6) 

45 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Tablet Oral 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (8.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NAPROXEN 

Active Substance names (B.4.k.2.2) 

naproxen 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

500 Milligram 

Dosage text (B.4.k.6) 

500mg 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NORTRIPTYLINE 

Active Substance names (B.4.k.2.2) 

nortriptyline 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

25 Milligram 

Dosage text (8.4.k.6) 

25 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RANITIDINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

150 Milligram 

Dosage text (B.4.k.6) 

150 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (BA.k.11b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

11 Days 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (BA.k.17.1) 

Additional info (BA.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (BA.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.lc18.1b) 

Method of assessment (BA.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENLAFAXINE 

Active Substance names (B.4.k.2.2) 

venlafaxine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

37.5 Milligram 

Dosage text (B.4.k.6) 

37.5 mg 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period {B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN B 12 [VITAMIN B12 NOS] 

Active Substance names (B.4.k.2.2) 

vitamin b12 

country arug 01>ta1nea (tS.4.K.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Page,211 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN D [COLECALCIFEROLJ 

Active Substance names (B.4.k.2.2) 

vitamin d3 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Page,221 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN E NOS 

Active Substance names (B.4.k.2.2) 

vitamin e 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Page,231 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ZOLMITRIPTAN 

Active Substance names (B.4.k.2.2) 

zolmitriptan 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

5 Milligram 

Dosage text (B.4.k.6) 

5 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministraHon? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACRIVASTINE 

Active Substance names (B.4.k.2.2) 

acrivastine 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACYCLOVIR SODIUM 

Active Substance names (B.4.k.2.2) 

acyclovir sodium 

Gountry arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FROVATRIPTAN SUCCINATE 

Active Substance names (B.4.k.2.2) 

frovatriptan succinate monohydrate 

country drug 01>talnee1 (l:l.4.K.2.3) I 1:latcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) Page, 271 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METHYLPREDNISOLONE SODIUM SUCCINATE 

Active Substance names (B.4.k.2.2) 

methylprednisolone sodium succinate 

country drug 01>tatnee1 (B.4.k.:l.:J) Batc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intravenous (not otherwise specified) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurret17 (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NORTRIPTYLINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

nortriptyline hydrochloride 

country arug 01>talnea (l:l.4.k.2.:J) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

0osago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RANITIDINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

ranitidine hydrochloride 

country arug 01>taInea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurret17 (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s oso431s1 (4) PageO~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENLAFAXINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminlstration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 

Reaction/event as reported by primary source (B.2.1.0) Current rt1actlon 

DEATH 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Death 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Death 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

ABDOMINAL PAIN 

Result (B.4.k.18.4) 

I Duration 

(B.2.i.81 

(B.2.i.6) 
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Canada Vigilance AER#: IE2B 05043181 (4) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Abdominal pain 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Abdominal pai n 

Term hlghtlighted by the reporter ? (B.2.i.3) Start Date 18.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

~atal 

Reaction/event as reported by primary source (8 ,2.i.O) C1,.1rrent react ion 

ARTHRALGIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Arl..hra lgJ <1 --
MedDRA version for 

(B.2.1.2 .a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26 . 0 f.\rthralgi a 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

LYMPHADENOPATHY 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Lymphadenopathy 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Lymphadenopathy 

Term hightlighted by the reporter? (B.z.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.1.5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

PYREXIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Pyrexia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 9yrexia 

Term hightlighted by the reporter? (8 .2.i.3) Start Date !B.2.i.4) IEnd Date (B.2.i.51 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0 ) Current reaction 

ABDOMINAL PAIN UPPER 
MedDRA version for 

(B.2.1.1.o) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Abdominal pain uppQr 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) 1B.2.i.2.b) 

reaction/event term PT 

26 . 0 Abdominal pai n upper 

Term hlghtllghted by the reporter ? (8 .2.1.3) Start Date IB.2.1.4) IEnd Date (8.2.i.5) 

Reaction first time (B.2.i.7.1) !Reaction last time IB.2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

!
Duration 

3 Days 

(B.2.i.81 

PageBl 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(8 .2.i.6) 

(8 .2.i.6) 
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Canada Vigilance AER#: E2B 05043181 (4) I Page'32 

Not recove reel/ not resolved 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

ATYPICAL PNEUMONIA 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Atypica l pneumonia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Atypical pneumonia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) !End Date (8.2.i.S) I Duration (8.2.i.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B,2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reacllon 

BLOOD PRESSURE INCREASED 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

reaction/event term LL T 

26 . 0 Blood pressure increased 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Blood pressure increased 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

!
Duration (B.2.i.6) 

6 Days 

Reaction first time (B.2.i.7 .1) Reaction last time (B.2.i.7 .2) Outcome (B.2.i.81 

Not recover~d/not resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

CREST PAIN 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Chest pain 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 
reaction/event term PT 

26 .0 Chest pain 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) I Duration (B.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

COUGH 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Coogh 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Cough 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2 .1.5) I Durat ion (B.2 .1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

DECREASED APPETITE 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Decreased appetite 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Decreased appetite 
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Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) 

!
Duration (B.2.i.6) 

3 Days 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Not recovered/not. resolved 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

DIARRHOEA 

MedDRA version for 
(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Diarrhoea 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

2 6.0 Diarrhoea 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _td Date ie 2.i.5) 1 1uration (B.2.i.61 

6 Days -

I 
--

Reaction flrst time (B.2.1.7.1) Reaction last time (B.2.1.7.2) 

~

ome (B.2.1.81 

recovered/not .resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

GAIT DISTURBANCE 

MedDRA version for 
1B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Gait disturbance 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Gait disturbance 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.6) 

Reaction first time (B.2.i.7 .1) Reaction last time 1B,2.i.7 .2) Outcome (B.2.i.81 

Not recovered/ not resolved. 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HAEMOPHAGOCYTIC LYMPHOHISTIOCYTOSIS 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Haeroophagocytic lymphohist iocytosis 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Haemophagocytic lymphohist.iocyt.osis 

Term hightli ghted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2 .1.5) I Durat ion (B.2.1.6) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HEADACHE 

MedDRA ve·rsion for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

reaction/event term LL T 

26 . 0 Head~ehe 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

26 . 0 Headache 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.1.5) 

!
Duration (B.2.1.6) 

8 Days 

Reaction first time (B.2.i.7.1) Reaction last time iB.2.i.7.2) Outcome (8.2.i.8) 

Not recovered/nee resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

HEART RATE INCREASED 

MedDRA ve·rsion for 
(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 
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26 . 0 Heart rate increased 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Heart rate increased 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

I
Duratlon (B.2.1.6 ) 

2 Days 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Not recovered/not reso lved 

Reaction/event as reported by primary source 1B.2.1.0) Current reaction 

HYPERHIDROSIS 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 H yperh idros is 

MedDRA version for 
(B.2.1.2.n) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Hyp@rhidrosis -
IEnd Date Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) (B.2.1.5) 

!
Duration (B.2.1.6) 

3 Days 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not res olved 

Reaction/event as reported by primary source (B.2.1.0) Current reaeUon 

INFLUENZA 

MedDRA version for 
(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Influenza. -
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 In f luenza 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (8.2.1.4) IEnd Date (B.2.1.5) !Duration (B.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not. resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

INFUSION SITE PAIN 

MedDRA ve·rslon for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 I nfus ion site pain 

MedDRA ve·rsion for 
(B.2.i.2.o) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Infusior; site pa i n 

Term hightlighted by the reporter? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.i.5) 

!
Duration (B.2.i.6) 

9 Days 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.81 

Not recovered/not. resol ved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

MALAISE 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Mal a i se 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Ma l aise 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) !Durat ion (B.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.81 

Not recover ed/.not r esolved 
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Reaction/event as reported by primary source (8.2.i.O) Current reaction 

MIGRAINE 
MedDRA version for (B.2.1.1 .a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Migraine 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Migr,;:1i ne 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) I Duration (B.2.i.6) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (8.2.i.8) 

Not recovered/not. reso lved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

NASOPHARYNGITIS ---- --- -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Nasopharyng.it.is 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Nasopharyngi tis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) I Durat ion (8.2.1.6) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Not recovered/not r esolved 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

NAUSEA 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Nausea 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Nausea 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) I Duration (8.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Not recovered/noL resolved 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

ORAL HERPES 
MedDRA ve.rsion for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1,1.b) 
reaction/event term LL T 

26 . 0 Oral herpes 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Oral herpes 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (B.2.i.5) 

!
Duration (8.2.i.6) 

4 l>ays 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ORO PHARYNGEAL PAIN 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Oropharyngeal pain 

MedPRA version for 
(B.2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Oropharyngeal pain 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) jEnd Date (B.2.i.5) !Duration (B.2.i.6) 
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I I 
Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.1)) Current reaction 

PAIN IN EXTREMITY 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 rain in extcemity 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pain in e~tremity 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.61 

Reaction first time (B,2.1.7,1) Reaction last time (B.2.1.7.2) Outcome (B,2.1.8) 

Not recovered/not refiolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

PARAESTHESIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Paraesthesia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) [B.2.1.2.b) 

reaction/event term PT 

26 . 0 Paraesthesia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

!
Duration (B.2.i.6) 

1 Days -
Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Not recoverecl / not resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SINUSITIS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Sinusitis 

MedDRA version for 
(B.2,i.2.a) Reaction/event MedDRA term (PT) (11.2,i.2.b) 

reaction/event term PT 

26 . 0 Sinus itis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] I Durat ion (B.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome (B.2.i.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

VERTIGO 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Vertigo 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Vertigo 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2 .1.5) I Durat ion (B.2.1.6) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ALOPECIA 
MedDRA ve.rsion for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Alopecia 
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MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

E28_05043181 (4) 

Reaction/event MedDRA term (PT) 

Alopecia 

(B.2.i.3) Start Date (B.2.i.4) End Date fB.2.i.5) (B.2.i.61 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recoverecl /not resolved 

Reaction/event as reported by primary source 

RENAL DISORDER 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) 

Renal disorder 

(B.2.1.2.a) Reaction/event MedDRA term (PT) 

Renol disorder 

(B.2.1.1 .b) 

(B.2.1.2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2H) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.i.7.2) Outcome (B.2.i.8) 

(8.2.1.6) 

Not recovered/not resolved 

Reaction/event as reported by primary source 
ILLNESS 

(B.2.1.0) Curront reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

{B .2.i.2.a) 

Reaction/event MedDRA torm(LL T) 

Illness 

Reactlonlevent MedDRA term (PT) 

Illness 

(B.2.i.1.b) 

(8 .2.i .2.b) 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) End Date fB.2.i.5) 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

NON-INTERVENT!ONAL POST-MARKETING STOOY - PROTOCOL TITLE NOT AVAILABLE 

Duration (8.2.i.6) 

(B.2.i.8) 

This is a non-interventional study report received from a contactable reporter(s} (Physician) from Regulatory 
Authority , Regulatory number : E2B_0·1594271 {Health Canada ) . Other Case identifier (s) : 2018SA310104 {Unknown MAH) . 

A 49- yeat- old ferna le patient r-eceived COVI0- 19 Vaccine - Nanufacturer Unknown , as d◊se number unknown ., single 
(Batch/Lot number : unknown) i.ntramuscular for covid- 19 immunisation; a.lemtuzumab (A.LEMTUZUMAB) , (Batch/Lot number : 
unknown ) for 3 days at 12 mg l:x/day, iv drip fo.= relapsing-remitting multiple sclerosis; alemtuzumab 
\ALEMTUZUMAB l , \Batch/Lot number, unknown) !or 2 days at 12 mg lx /day, iv drip for relaps i ng- remitti ng multipl e 
sclerosis; cl1adoxl ncov-19 (C H.ADOXl NCOV-19) , {Batch/Lot number: 1.1nk.nown) intr amuscular for covid-19 immunisation . 
The patient's relevant medical history was not reported . Concomitant medicationts) included: ACETAMINOPHEN iv drip 
taken for premedication; ACYCLOVIR [ACICLOVIR] oral token for pre.medication; BENADRYL {DIPHENHYDAAMINE 

HYDROCHL.ORJD~) oral tal<en (Ot" p.remedicat;on; FROVATRrP'l'AN oral ; GA8APJ,NTrN unknown; GAAVOL oral taken f or 
premedication; t,.~ETHYLPR8DNISOLONE intravenous taken for premedication; MIRT.~ZAPINE oral ; NAPROXEN oral ; 
NORTRIPTYLINI!: oral ; RA.NITIDIME oral taken for premedication; VENLAFAXINE oral ; VITAMHl B 12 [VITAMIN Bl2 NOS] 
unknown; VITAMIN D [COLECALCIFEROL] unkno•Hn ; VITAMIN E NOS unknown ; ZOLMITRIPTAN oral; ACRIVASTINE oral t.aken for 

premedication; ACYCLOVIR SODIUM oral taken for premedication ; FROVATRIPTAN SUCCINATE oral taken for premedication; 

METHYLPREDNISOLONE SODIUM SUCCINATE intravenous taken for premedication; NORTRIPTYLINE HYDROCHLORIDE oral; 
RANITIDINE HYDROCHLORIDE oral taken for premedication; VENLAFAXINE HYDROCHLORIDE oral . 
The following information was reported: DEATH (death , hospitalization~ medically significant), outcome " fatal " ; 
ABOOMJNAL l?AtN (death, hospit.alization, medically significant), outcome 11 fatal "; ARTHRALGlA (death, 
hospitalizaition, medicillly signit:icanL) , outcome " (a.tal"; l~YMPHADENOPA'THY (death, hospitaliz.aLJon, medically 
significant) , outcome " fatal " ; e1R~XlA (death, hospitalizaLion, medically signHicant) , ou tcome " fatal " ; ABDOMJNAI.. 
PAIN UPPER (hospitalization, medically significant) , out.come " not recovered"; ATYPICAL PNEUMONIA (hospitaliz.ation, 
medically significant) , outcome " not recovered "; BLOOD PRESSURE INCREASED (hospitalization, medically 
significant.) , outcome " not recovered"; CHEST FA.IN {hospitalization, medically signi:fi cant) , outcome " not 
recovered " ; COUGH (hospitalization, medically significant) , outcome "not. recovered"; DECREASED APPETI'J'E 
(hospitalization, med.1cally significant ) , outcome "not recovered"; DIARRHOEA (hospitalization, medically 
significant) , outcome " not recovered" ; GAIT DISTURBANCE (hospitalization, medically significant}, outcome '1not 
recovered"; HAEMOPHAGOCYTIC LYME'HOHISTIOCYTOSIS (hospitalization, medically significant), outcome "not recovered" ; 

HEADACHE (hosic,1 taliiation, nH~dica 11 y signH icat>L) , o~tco,~e "not tecove,ed" ; HEART RA'l'E INCREASED (hOS!'.JiU liiation, 
medically significant) , outcome " not recovered" ; HY?ERHIDROSIS (hospitali.zation, medically significant.) , outcome 
" not recovered"; INFLUENZ.Z\. (hospitalization, m~dically significan t) , outcome " not =ecovered"; INFUSION SITE PAIN 
(hospital i zation , medically s i gnifi cant) , outcome " not recovered" ; MALAISE (hospital i zation , medically 
s.ignif.icant:) , outcome " not recovered" ; MIGRAINE {hospitalization, medically significant) , outcome " not recovered"; 
NA.SOPHARYNGITIS (hosoitalization medicall si nificant) outcome •lnot recovered" ; NAUSEA. (hos italization 
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Canada Vigilance AER#: le2B 05043_18_1~ (~4~) _______________ l~ ____ Pa_ge,38 
medically significant) , outcome " not reccvered'1 

,· ORAL HERPES (hospitalization, medically significant,# outcome 
"not recovered "; OROPHARYNGE1-..L l?AIN (hospit.aliz.atio11, medically 9 ignificant) , ou tcome " not recovered"; PAIN IN 
EXTRE:.MIT't'. (hospital i2a. tio n , rnedica l l y signi f ica.nt i , out.c ome "not t eco vered" ; PA.RAESTHEStA {hospit alizatio n , 
medically significant) , outcome "not recovered" ; SINUSITIS (hospi talization, medically significant), outc ome "not 
recovered"; VERTIGO (hospitalization, medically significant) , outcome "no t recovered "; ALOPECI.l\ (hospitalization, 
medically significant) , outcome "not recovered" ; REN.AL DISORDER (hospitalization, medically significant), outcome 
" not recovered"; ILLNESS (hospitalization, medically significant), outcome '' not recovered" . The patient underwent 
the following laboratory tests and procedures : Blood pressure measurement : increased; Heart rate : increased . The 
action taken f o r alemtuzumab and alemtuzumab waa unknown . The date and cause of death for the patient we.re 
unkno.,;n . 

Th@ reporter's assessment of the causal relationship of " death" , "abdominal pain", ~•arthralgia", 
" lymphadenopathy" , " pyr exia", " abdominal pain upper" , " atypical pneumonia", " blood pressure increased"' , " chest 
pain", " cough", " decreased appetite", " diarrhoea" , " gait disturbance'', " haemophagocytic lymphohistiocytosis" , 
" headache" r " heart rate inc=eased" , "hyperhidrosis", " influenza" , ,·, infusion site pain", " malaise" 1 "migraine", 
"nasopharyn9itis 11

, 
0 nausea" 1 "oral herpes", 0 or-opharyn9eal pain" , ti pain in extremity", roparaesthesia" ~ 

" si nusi t.i s "1 " ve r t.. l go", " &l op ecit1 '', " rena 1 d J sorder 11 o;u,d '' \ llness " wi t h t..he suspecl p t oduct (s. ) covrr:i- 19 vacc ine -
Manufa cture r Unknown was no t provided <=1 t t he time o f this repo r t. Sinc e no de t e rmination has been received, the 
cas~ is managed based on the company causality assessment. 

Fo llow up (05Apr 7022): This is a fo] Jow up non-lnterve ntional study repor t Crom t h e same cont actabl e -Phy3iCldn 
rrom R~gu lfttOty Au l.ho rJL y . RAgu l <1LOr y r>umbet : !:28 04594?? 1 (H8<1ll.h CdlldUd). OlhM Case id@ntlf l er (s l: 201BSA310104 
(Unr.110•,m MAHI. Thi s i n formation wo s initially ropo r t~d t o Heal th Canada betwo~n 25Au9202 l and 03Dee202 l f r om an 
unknown Market Authorization Hol der AERtt 2018SA310104. Update d i nformation : new e vents added: illness , alopec ia and 
renal disorder . 

No f o llow-up c1ttempts are pos~ible; i nf ormation about lot/ batch nu1nber cannot be obtai11ed . No further information 
is e xpected. 

Follow l.:p ~18May2022) : This is a follow up non-interventional study report from the same contac.table Physician 
from Regulatory Authority . Regulatory number : E2B 04594271 (Health Canada) , Other: Case identifier (s) : 2018SA310104 
(Unknown MAH) , This information was initially reported to Health Canada between 25Aug2021 and 07Jan2022 from an 
unknown Market Authorization Holder AERti2018SA310104 . Updated information : new seriousness criteria and event 
reported : Death . 

No f o llow- up att.empts are possible; into rmat.ion about lot/batch numbe:r: cannot be obtained. No furthe:r: information 
is expected. 

Follow up (19Ju1202 2}: New in.formation received from the same contactabl e Physician as a fol low up for this same 
patient . This is a report received from the HC RA via an on- line database search. Regulatory authority report 
number E:28_04594271 . This info rmation was initially reported to Health Canada between 25Aug2021 and 0911ar2022 from 
an unknown Narket Aut.hor izat1.o n Holder AER.if- 201 8SA31 0104 . Updated i nfo t..maU on : ne•,1 event.s : Abdomi nal pain1 

Arthra lgia, Lymphadenopathy and Pyrexla added. 

No follow-up attempts are possible; information about lot /batch number cannot be obtained . No further information 
i s expected. 

Follow-up <22Nov2022}: This is a report received from the same contactable Physician as a follow u p for this same 
patient . This is a report received from the Health Canada Regulatory Authority via an on- line database search. 
Regulatory authority report number E28 04594271 . This information was initially reported to Health Canada between 

25Aug2021 and 04Ju12022 from an unknown Market Authorization Hold.er AERt 2018SA310104 . Updated infomation , 
Suspect d rug detai ls: (new suspect products) and ne..,, concomitants updated . 

No f o llow- up attempts a(e possible; info rmation about lot/bacch numbe:r: cannot be obtained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (13,5,3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Based on possible temporal association the causal role of BNT162B2 Vaccine cannot b~ excluded for reported 
events. 

The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events. My 
sa f ety concer n i denti f ied as par t of this review, as well as any appropri a t e act i on in r esponse, wi l l be promptly 
notified LO regu l aLory iwLhor i t1e:s , ELhi cs Comml ttees , and InvesL i gators1 a s appropr i ate 
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Blood pressure 

Unit (B.3.1e) Nor mal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

Hea t t rate 

Unit (B.3.1o) Normal low range (B,3.1.1) 

Results of tests and procedutes (B.3.2) 

Normal high range (B.3.1.2) 

Test result 

increased 

Normal high range (B,3.1.2) 

More info 

No 

(B.3.1d) 

More Info 

No 

(B.3.1.3) 

(8.3,1.3) 

- - ----- - - - - - - - ~-- - - - ---- -- - - - - - ~ -

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1J Episode name (B.1.7.1a.2) 

2r. .o Unknown C<IUS~ o( dAlllh 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

1
End date (B.1.7.11) 

Comments (B.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1.8e) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1 .10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender A.3.1 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PR!VACY 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Othor st.udi es 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.U) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) IMlddle name (A.3.1.3d) Family name (A.3.1.3o) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) State (A.3.1.4c) 

Postcode IA.3.1.4d) Country code (A.3. 1.4e) 

Tel No. (A.3.1.41) Fax no. IA.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) Organization (A.3.2.2a) 

Department IA.3.2.2b) Title (A.3.2.2c) 

Given name (A.3.2.2d) _Lddle name (A.3.2.2e) Family name (A.3.2.21) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) State (A.3.2.3c) 

Postcode (A.3.2.Jd) Country (A.3.2.3e) 

Tel no. IA,3.2.31) Fax no. IA.3.2.31) 

Email address (A.3.2.31) 

(A.2.1.1d) 
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lcanada Vigilance AER#: le2B oso431a1 (4) 
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lcanada Vigilance AER#: le2B os12441a (1) 

Canada Vigilance HC Latest Received Date: 
20220223 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200020 9l 7 (2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~----~---'-----~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20220106 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220214 
CCYY!1"1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200020917 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZEl\lNC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

C/\- Pl:!ZER !NC- 202200020917 

Reason for nullification (A.1.13.1) 

Onset Age 

70 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI0-19 immunization 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021-
CCYYMMOD CCYYMMDD 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

83 Days 83 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Feeling unwell 

Method of assessment (B.4.k.18.3) 

Giobal lntrospecbon 

Result (B.4.k.18.4) 

N/A 
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ATIA - 19(1) 

Canada Vigilance AER#: IE2B 05124478 (1) I Page*3 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Feeling unwell 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ANP !i'ASS!i:P AWAY 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Unknown c~use of deat h 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Death 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (8.2.1.6) 

20211111 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

63 Day s 83 Days fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

MY MOTHER HAD BEEN FEELING UNWELL SINCE HER SECOND DOSE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Feeling unwel l 

MedORA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 M~l a: i se 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) _tdOate (8.2.i.S) _tration (8.2.i.6) 

202. -
Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) 

Reaction/event as reported by primary source (B.2.i.0) Pa$t reaction 

MedDRA version for 
(B.2.i.1 .a) Reaction/event MedDRA term(LL T) 

reaction/event term LL T 

26 . 0 Allergy 

MedORA version for 
(B.2.1.2.a) Reaction/event MedORA term (PT) 

reaction/event term PT 

2 6 . 0 Hypersens i tivity 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) 

Outcome 

Fatal 

(B.2.1.1.b) 

(B.2.i.2.b) 

(8.2.1.5) 

Outcome 

(8.2.1.8) 

I Durat ion 

(B.2.i.8) 

(8.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received fron\ a contactable reporter {s ) (Consurner or othe1· non HCF) . 

A 70 year- old female ; ati~nt {not pregnant ) received bnt162b2 (BNT162B2) , administered in arm right, 
administration date 021 !Batch/Lot number : unknown) at the age of 70 years as dose 2 1 single for covid-19 

immunisation. Relevant medical history included: " Deep vein thrombosis " (unspecified if ongoing} ; " Health 
problems" ~unspecified if ongoing) , notes : 1,-ere all taken care of 'Hith proper monitoring and medication . The 
patient took concomitant medications . Past drug history included : Codiene , reaction {s) : HA1lergy'1 • Vaccination 
history included: Bnt162b2 (Dose Number : 1 , Batch/Lot No : Unknown . passed away and had been sick since her 2nd 
dose, 4oca.tion of injecti on : Arm Right), for Covid- 19 immunization . 'I'he p,:;itient did not receive any other: vaccines 
within 4 weeks prior to the COVIO vaccine . 
The following i nformation was reported: DEATH ( death ) with onset~ 021 , outcome " fatal ", described as " and 
passed away" ; MALAISE (death ) with onset- 021. outcome " fatal" , described as "My mother had been feeling unwell 
since her second dose" . Therapeutic measures were taken as a result of death, rnalaist'. Tht> patient date of death 
wo.s - 021 - The reported cause of death was 11pa!sed away". 1 t wa:, not reported 1 ! an autopsy was p,er!ormed . 
Clinica.l course : My rl\othet" had been feeling unwell since her second dose was administered. She called EMS 

021 and passed awi:l.y on - 021. My mom h,ad he,:1.lt:h problems that were all taken care of with p.roper 
monitoring and medication , You kllled my mom ! Medical creatment was received for palpitations . Prior to 
vaccination, the patient was not diagnosed with COVIO-lSI ; Since the vt1ccination , thE' potient has not beer, teeteJ 
for COV[D-19. 

The lot number for bntl62b2 was not provided and will be request~d during follow up . 

Follow-up (14Feb2022) : New information was received to notify that the lot/batch m.nnber for all doses i s not 
available despite the follow-up attempts made . Follo11,•-up attempts have been completed and no further 1nformation 
is expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Nor mal low range (B .3.1.1) Nonnal high range 

Results of tests and procedures {B.3.2) 

- - - . - -- - - - -
Patient Medical History (B.1 .7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Deep vein thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.1f) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a .1) Episode name (B.1.7.1a.2) 

26 . 0 General phy$iCal health deterioration 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.1g) 

were all taken care ot with proper monitoring and medication . 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause o( death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

(B.3.1 .2) More info 

- -

(B.3.1.3) 

-
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Drug name (B.1.8a) 

BNT162B2 

Start date (B.1.Sc) End date (B.1.8o) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.81.2) 

26 . 0 COVID-19 immunizat ion 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Drug name (B.1 .8a) 

CODEINE 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA vers ion (B.1,81.1) Indication (B.1,81.2) 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Weight (Kg) 

Start date 1s.1.10.1.1cJ Continuing (B.1.10.1.1dJ 

Comments (B.1.10.7.1g) 

Relevant med ical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.8ci Drug end date (B.1.10.8e) 

Med ORA version for Indication (B.1.10.81.1) Indication (B .1.10.81.2) 

MedDRA ve·rsion for reaction (B.1.10.89.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200018539 (l) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

I E2B 05124481 (O) 

HC Latest Received Date: 
20220110 
CCYYMMDD 

HC Initial Received Date: 20220110 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Setlous 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220106 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220106 
CCYYMMDD 

List of documents held by sender (A.1.8:2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200018539 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFIZEl\lNC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

52 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1.,;ountry arug ootarnea (B.4.K.2.3) t1atcn11ot no. \1:$.4.K..3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 0250921 0 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a} Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date {B.4.k.14) 

2021. 
CCY 0 

202-
CC D 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4,k.13.2) 4.k.15) 

1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Reaction assessed (B.4.k.18.1 b) 

Booster 

Method ofassessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

NIA 
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ATIA - 19(1) 

~ 

IE2B Canada Vigilance AER#: 05124481 (0) 

26.0 Booster -Source of assessment (B.4.k.18.2) Method of assessment fB.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (f3.4,k, 18.1a) Reaction assessed (B,4.k,18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 10.2.Lo) Current reaction 

RECEIVED HIS 3RD INJECTION '' BOOSTER'' , ON 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.La) 

(B.2.1.2.a) 

Reaction/event Me(:!DRA term(!.!. T) 

Booster 

Reaction/event MedDRA term (PT) 

Immunisation 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

202 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Duration (B.2.i.6) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

.Fatal 

Reaction/event as reported by primary source 

IS UNEXPECTEDLY DEAD 

(B.2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA ver$ion for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hightllghted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Unknown cause of deach 

Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

Death 

(B.2.1.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

This is a spontaneous report received from a non-contactable reporter Cons umer . 

Duration (B.2.i.6) 

(B.2.i.8) 

A 52 year- old male patient: received 8NT162b2 (BNT16282), administration date - 2021 (Batch/Lot. number : unknown) 
as dose 3 ~booster ) , single for COVID- 19 immunisation . The patient's relevan~ cal history and concomitant 
m:!dications W<He not r~ported . Vaccination history included : COVID-19 vaccine (Dose 1 , MA.NUFJ..CTUERER ONKNOt,ll-1) , 
administrat:ion date : ~ 021, for COVID-19 immunisation; COVID-19 vaccine (Dose 2 , f,II..J\NUFACTUERER UNKNOWN), for 
COVID-19 immunisation. 

The following information was reported: A 52 year old cardiolo ist , •••••••••••••• ,as 
unexpectedly dead after spending much of 2021 illlll■lllllllllilllllii The patient received his first mRNA 
injection on He promoted mRNA injections for 12 yea r olds and made the claim that the shots are 
undeniably safe . 'l'he patient received his 3rd injection booster onl■■I■■ H.is last Facebook post was 
published 01 I The patient died on an unspeciti.ect date . .Lt was unknown if an autopsy •..,tas 
perfo,med . 

No follow-up attempts are. possible- ; information about let/batch n umber cannot be obtained . No further information 
is expected. 

Reporter's comments (B.s.2) 

MedDRA ver sion for sender's diagnosis (B.5.Ja) 

Page*3 
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ATIA-19(1) 

Canada Vigilance AER#: E28_05124481 (0) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

Unit (B.3.1• J Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1 .7) 
MedORA version (B.1.1.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknow11 causjllli of death 

Start date (B.1.7.1c) Continuing (B.1.7.1dl [End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1 .8) 
Drug name (B.1.Ba) 

COVID-19 VACCINE 

Start date 1s.1.ac) 

202~ 
CCYYMMDD 

Indicat ion MedORA version 

26 . 0 
26 . 0 

Reaction MedDRA version 

Start date 1s.1.10.1.1c) 

Comments (B.1.10.1.19) 

(B.1.8f.1) 

(B.1.Bg.1) 

End date fB.1.Be) 

202-
CCYYMMDD 

Indication (B.1.sr.21 

COVID-1 9 immunisatio n 
COVI D-1 9 immuni satio n 

Reaction (B.1 .Bg.2) 

Continuing (B.1.10.7.1d) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedORA ve.rsion for Indication (B.1.10.Bf.1) Indication (B.1 .10.Sf.2) 

MedORA version for reaction (B.1 .10.Sg.1) Reactions (B.1.10.Bg.2) 

End date (B.1.10.1.11) 

Pagd4 

(B.3.1.3) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B os13s1s1 (1) 

Canada Vigilance HC Latest Received Date: 
20220125 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- JNJF()C- 2021115 8511 (5) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------'-----------'---------'-------~--j 

Type of report 

5tudy 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor-Latest Received Date (A.1.7} Disabling/Incapacitating? 

Yes 

No 

CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.f.9) Regulatory authority's ntJmber (A.1.10.1) 

Company number (A, 1.10.2) 

CA-JNJFOC-2021115B511 

Other case identifiers in previous transmission? (A.1.11} 

Yes 

Duplicate Source(s) (A.1.11.1) 

JNJ fOC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- J NJtOC- 2021I l5B5l l 

{2 ) , { 2) , {2 ) E2B_ 05135211, (2 ) E2B_0 5145139, (2 ) , (2) , (2 ) E 2B_0 5135211, (2) E2B_ 05H5139 

Report nullif ication? (A.1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

Source (A.1.4) 

Date of birth {B.1.2.1) Age group (B.1.2 .3) 

194~ Elderl y 
CCYYMMDD 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B .1.6) 

Hospital 
re<:ord no. 

Reason for nullification (A.1.13.1) 

Onset Age 

81 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA -19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada KKS1Z07, KKS1207, LHS16MC 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authortzatlon/applicatlon: Canada 

Structured dosage Info (B.4.k.S) 

90 Milligram 

Dosage tex:t (8.4.k.6) 

Second dose o 021 

Pharmaceutical form (8.4.k.7) Route of administration (8.4.k.8) Parent route of admln (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Crohn's disease 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable Unknown 

Additional info (B.4.k.19) 

Provide the reason why sample is not available :: Discarded 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

26.0 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

Death 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

Reporter 

MedDRA version (B.4,k,18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Reporter 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Reporter 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Reporter 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (E!.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

Reporter 

IE2B 05139181 (1) 

Death 

Method of assessment fB.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B,4,k,18,1b) 

Itchy rash 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Itchy rash 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Joint pain 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1 b) 

Joint pain 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B,4.k.18.1b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Shoulder discomfort 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1 b) 

Shoulder discomfort 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

I Page*3 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4,k.18.4) 

Nol Related 

·--
Result (B.4.k.18.4) 

Not Reported 

Page: 505 of/de 2, 140 
A2023000085 



ATIA - 19(1) 

lcanada Vigilance AER#: le2s os1391s1 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

UNKNOWN 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

COVID booster o,_021 

Pharmaceutical form {B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVI 0 -19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministratl on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1 b) 

Source of assessment (B.4.k.1S.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

DIED 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (8 .2.i.1.b) 
reaction/event term LL T 

26 . 0 Death 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

reaction/event term PT 

26 . 0 Death 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8 .2.i.4) IEnd Date (8.2.i.5) 

Yes 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

!Reaction/event as reported by primary source (B.2.1.0) Current reaction 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.1.8) 

(8 .2.i.6) 
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Canada Vigilance AER#: IE2B 05139181 (1) 

PNEUMONIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2. 1.1.b) 
reaction/event term LL T 

26 . 0 Pneumonia 

MedDRA version for 
(B,2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pne umon i a -
IEnd Date Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.U) (B.2.1.5) 

Yes 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

ITCHY RASH FROM SHOULDER TO ELBOWS AND ACROSS UPPER BACK 
MedDRA version for (B,2.1.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 Itchy rash 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Rash p1.·uri tic 

Term hightlighted by the reporter? (a.z.;.a) Start Date (a,Z,i,4) IEnd Date (ll,Z,i,5) 

Yes 202. 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SHOULDER DISCOMFORT 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26. 0 Shoulder discomfort 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Musculoskeletal di scomfort 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Yes 2021. 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unktwwn 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

JOINT PAIN/ SORE SHOt1LDER 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Joint pain 

MedDRA version for 
(B.2.i.2,a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Arthralgia 

Term hightlighted by the reporter? (8.2.LJ) Start Date (B.2.1.4) IEnd Date (B.2.1.5] 

Yes 202. 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.i.7.2) Outcome 

Unknown 

I 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

Page*S 
-

(B.2.1.6) 

(ll,Z,i,6) 

(B.2.1.6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

This solicited report r eceived f r om a health car e professi o n.al vi BioAdvance RE..MIC1;.DE STMPONT STET.ARA. 
IMBRUVlCA ZY'l'lGA TREMF'YA ERL~DA EPREX BALVERSA concerned an 81 year old male {patient number : 

(local c ase IC ■ • 
The patient ' s height, and weight were not reported. The patient ' s concurrent conditions included: Crohn ' s disease , 
The patient. was treated with ustekinumab (solution for injection, subcutaneous , batch m.:.mber: KKS1Z07 and LHS16MC 
expiry: UNKNOWN) 90 mg, frequency , and therapy dates were not reported for Crohn ' s disease . Non-company suspect 
vaccine included: covid-19 vaccine (form of admin and route of ad.min were not reported, batch number : UNKNOWN 
expiry: UNKNOWN) dose , start therapy date <Nex:e not reported for covid- 19 prophylaxi s. No concomitant medications 
were repotted . 
0~ 2021 , the patient experienced itchy rash from shoulder to elbows and across upper back , and joint pain/ 
sore shoulder. On 2021 , the patient experienced shoulder discomfort . On an unSP."'Cified Sets the pat i ent 
expe~ienced extremely fatigued, feeling weak, and having some trouble breathing . Ot 1111 he went to the 
hospital and was admi tted wi th pneL1monia. He had been transferred. t o the intensive care uni t (ICU) and was now on 
a ve ntilato r . It wae s tate d t hat he wao t est e d negative for coronaviru s di sease iCOVID-1 9 1. He ·aas cu rrently on 
intraveno ua (IV) anti biotics ~ On ■■■■■I the patient was di e d and died f rom unknown c ause o f dea t h . It was 
unknown if an autopsy w,,s pertormed. 
The action taken r.dth ustekinumab was not r epo rted; and action t a ken with COVID-19 vac cine was not applicable. The 
act ion take n wi t h ue t e kinumab was not applic.able with r espect. t o died . 
:rh0 patient di ed of d ied on ■■■■■■11 and th& ou tcome of i telly ra sh f rom s hou l der to elbows ~nd ac,.oss uppe r 
bac k, joint p~in / s o re shoulder , shoulder disc omfo rt ~nd pne umon1 a w~s no t c:e port.e d . 
The reporter provided no causality assessment . Company causality between ustekinumab, and pneumonia was related , 
and between ustckinumab , and itchy rash from shouldc= to elbows and across upper back, shoulder discomfort , joint 
pain/ sore shoulder, and died was not related. 
This report was serious (Death, and Hospitalization Ca used / Prolonged) . This case , involving the same patient is 
linked to 20210210703 , 20210720308 and 20220119358 . 
Tlii s case, f r om the Others i s l i nked to 20220106274 . 

Additional information was received from other health care professional on - The following information 
was updated and incorporated into case narrative : d isease (unknown cause o~ itional event(died) , 
narrative updated and other identification numbers. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.41 

V5 : Fellow up informati o n updates on addition of se.rious event ot died . This information does not alter previous 
causality assessment of serious event. 
This case concerns a 81 year old male patient who was hospitalized for pneumonia manifested as having some 
trouble b reathing , feeling weak and extremely fatigue for which received unspecified intravenous antibiotics and 
also report:ed patient died with unknown cause, unspecified duration after the initiation of ustekinumab therapy 
for Crohn ' B disea5e, Considering scientific pl~usib1lity to increase risk of infection due to immunomodulating 
nature properties of ustekinumab, causality was assessed as related with ustekinumab. Based on the available 
i nformation , a reasonable poss i bility to S\1ggest a relationshi p between the dr ug and the event died cannot be 
est~blished, hence causality assessed as not related . 

CCY'!Mf-i 
COVID- 19 vii;us test 

Unit (B.3.1e) Normal low range (B.3.1.1) 

neqative 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1o.1) Episode name (B.1.7.1o.2) 

26 . 0 Crohn 1 s disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause O( dea t h 

Start date (B,1,7,1c) Continuing (B,1,7,1d) 

Comments (B.1.7.1g) 

Normal high range 

I End date (B.1.7.11) 

I End date (B,1 ,7,11) 

(B.3.1.2) More info (B.3.1.3) 
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Canada Vlglla_n_c_e_A_E_R_#_: ___ ~IE_2_B~ 0_5_13_9_1_8_1~ (1~) _ ______________ ~I _____ Page*7 

Relevant med ical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

Start date (B.1 .8c) End date (B.1.Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1 .10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (B.1.10.sc) 

MedDRA version for Indication 

MedDRA ve.rsion for reaction 

(A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Drug end date (B.1.10.Bo) 

(B.1.10.st.1) Indication (B.1.10.st.2) 

(B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

(A.2.1.1b) 
name 

Reporter department 

Reporter state (A.2.1.20) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

BioAdvance REM ICADE SIMPON I STELARA IMBRUVI CA 
ZYTIGA TREMFYA ERLEADA EPREX BALVERSA 

Sponsor Study no. (A.2.3.2) Observed study type 

Ot he.i:- s t udies 

End date (B.1.10.7.11) 

(A.2,1.1d) 

(A.2.1.2b) 

Qualification (A.2.1.4) 

Other health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: I E2B 05168152 (2) 

Canada Vigilance HC Latest Received Date: 
20220308 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200079586{0) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~-------~,.J.------~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

202,_ 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

202- · 
CCY 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory· authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202200079586 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZE"RTNC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Ofher medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA- PrrzER !NC- 202200079586 

Reason for nullification (A.1.13.1) 

Onset Age 

85 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (8.4.k.17 .2a) 

Drug Reaction relatedness (B.4 .. k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratl-on? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k, 18.1 b) 

Drug ineffective 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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~ 

IE2B 05168152 Canada Vigilance AER#: (2) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Suspected COVID-19 

Source of assessment (B.4.k.18-.2) Method of assessment (B,4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Suspected COVID-19 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

COVU>-1$1 :tITT'&CT:tON 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Drug ineffect..ive 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Drug ineffective 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

2022-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (B.2.1.01 Current reaction 

COVID- 19 INFECTION 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Suspected COVID-19 

MedORA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Suspected COVID- 19 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) _tdOate (B.2.i.5) 

2 02 ... 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

~atal 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

I Duration (B.2.1.6) 

(B.2.1.8) 

I Duration (B.2.i.6) 

-
(8.2.1.8) 
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Case narrative (B.5.1) 

This is a spontaneous report received fron\ a contactable reporter {s) (Consurner or othe1· non HCF) from product 
quality group . 

An 85 year-old male patient received bntl62b2 (COMIRNATY}, intramuscular (Batch/Lot number: unknown) as dose 3 
(booster), single, {Batch/Lot number: unknown) as dose 2 , single and (Batch/Lot number : unknown} as dose 1 , single 

for covid-19 immunisation. Relevant medical history included : "Parkinson" (unspecified if ongoing) ; " terminal 
rectal cancer" (unspecified if ongoing). The patient's concomitant medications were not reported . It was unknown 
if the patient received any other vaccines within 4 1o,•eeks prior to the covro vaccine. It was unknown if the 
patient received any other medicati ons within 2 weeks of vaccination . Prior to vaccination, the patient was not 
diagnosed with COVID- 19 . It was not known if the patient had allergies . 
The fellowing information was reported: DRUG INEFFECTIVE (death , ·medically significant) , SUSPECTED COVID-19 
(death, medically significant) all with onset- 022 , outcome " fatal " and all described as "COVID-19 

infection". Th~ patient under-went the following laboratory tests and procedures : sars-cov--2 test: u nknown res1.1lt , 
notes : Since the vaccination, the patient has been tested for COVID-19 . The ropeutic meas ures were taken•• a 
.result of drug ineffective, suspected covid-19 incl1Jded oxygen therapy. The patient date of death was --022 at 
6 : 30 PM . The reported c<:luse of de::1th w~s drug ineffecti ve , suspected covid-1 9 . It was not reported if an aut.opsy 
was performed, 

Product Quality Group provJde d lnve3tlgatlonal r esult• on - 0 ~2 for bntl62b2: Comirnaty (lot : llnknown, 
expirat.lon d~le: unknown) . Brief i.:-omplalnt. de:Jc:t:iption : Palient teceived 3 doses o ~ Blont.ech vaccine . 
COVID- 19 infection around l week prior to today , received oxygen therapy , death on - at 6 : 30 PM ; Reasonably 
Suggest Device Malfunction? COVI0-19 infection; Severity of Harm: death on Decl5th at 6 : 30 PN ; Complaint Class : 
Product Use Attributes ; Complaint Sub-Class : Lack Of Effect . Root Cause : Not. provided Process Related : Not 
provided; E'inal Confirmation Status : Not provided; Vendor Related : not provided; Lot-Specific Trend Identified: 
Not provided; Lot Trend Assmt . ~ Rationale : Not provided; Lot Trend Actions Taken : Not provided; Other Trend 
Jdentified? , Not provided; Other Trend Assmt. & Rationale, Not provided; Site Sample Status, Not provided Summary 
of I nvestigation from Product: Quality Compla int.s division was : nor provided i t nvestigational report conclusion 
from Product Quality Complaints division •,1as : not provided . 

The lot number for bntl62b2 was not provided and will be requested during follow up. 

Follow-up -◊22} This is a follow-up report from product quality group providing investigation results . 
Updated information inch1ded : Investigation-al tesults . 

The lot number for bntl62b2 was not provided and will be requested during follow up . 

Follow-up -◊22} : This follow-up is being submitted to notify that the lot/batch number for al l doses is not 
available despite the follow-up attempts made . Follow- up attempts have been completed and no further information 
is ex:pected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

COVID- 19 virus test 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

SARS-CoV-2 test():Since the vaccination, the patient has been tested for COVID-19. 

Patient Medical History (B.1 .7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pa.rk i nson ' s disease -
Start date (B.1.7.1c) Continuing (B.1.7.1d) 

I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Rect<il-1 cancer 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1 .7.11) 

result 

(B.3.1 .2) More Info 

Yes 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 05168152 (2) 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Suspec ted COVID- 19 

Start date (B.1.7.1c) Continuing (B .1.7.1d} I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2} 

26 . 0 Drug i naftecti ve 

Start date (B.1.7.1c) Continuing (B.1.7.1d} I End date (B.1 .7.11} 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- - - -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedDRA version (B.1.at.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.ag.2) 

Start date 1s.1.10.1.1cJ Continuing (B.1.10.7.1d} End date (B.1.10.7.11) 

Comments cs.1 .10.1.19} 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date {B.1.10.8c) Drug end date (B.1.10.8e) 

-
MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

-
MedDRA version for reaction {B.1.10.8g.1) Reactions (B.1.10.8g.2) 

I Page*5 

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 05213113 (O) 

Canada Vigilance HC Latest Received Date: 
20220201 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220201 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200129737 (l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-----------'----'--"---'-'-~-'----'~--~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220120 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220120 
CCYYM11DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202200129737 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.11 Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFiiER INC- 20220012973'7 

Reason for nullification (A.1.13.1) 

Onset Age (e .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s os213113 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/even t as reported by p r imary sour ce 

PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightli ghted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte 1 (s ) {Consumer or other non HCP) . 

(B.2.1.6) 

A female patient .::eceivsd bntl62b2 (COMIRNP,TY) (Batch/Lot number : unknown) as dose number unknown, single for 
covid-19 immunisation. The patient ' s relevant medical history and concomi tant medications were not ref;)orted. 
The following information was reported : DEATH (death), outcome " fatal '', described a:s " passed away " . The patient 
date of death was unknown . The reported cause of death ·"'1aS "passed away". It was not reported if an autopsy was 
performed . 
The lot number for bntl62b2 was not provided and will be requeste d during f ollow up . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis IB,5.3a) 

Sender's diagnosis (B.S.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause o f de,ath 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1 .8c) End date (B.1.Se) 

Indication MedDRA version (B.1 .81.1) Indication (8.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (8.1.8g.2) 

I 
I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
Qualificati on (A.2.U) 

Consume 1 / o t her non he ~lth prof e ssional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 05213125 (1) 

Canada Vigilance HC Latest Received Date: 
20220214 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200129597 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-----------'----'--~~-...L..---'---~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? Yes 

20220120 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

202202 01 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A, 1.10.2) 

CA- PFIZER INC-202200129597 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11:1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH • PFIZER 

PRIVACY 

Date of birth (B .1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Cl\- Pl:'r2ER !NC- 202200129597 

Reason for nullification (A.1.13.1) 

Onset Age 

75 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada E40578 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202-- 202-
CCYYMMDO CCYYMMDD 

Duration of drug Adm in (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13,2) 4.k.15) 

3276 Hours 3276 Hours 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA verslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Abdominal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 
~ 

Reaction (B.2) 

IE2B 05213125 (1) 

Reaction assessed (B.4.k.18.1 b) 

Abdominal pain 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Loss of consciousness 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Loss of consciousness 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Respiratory disorder 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Respiratory disorder 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction/event as reported by primary source 

STROKE 

(8.2.1.0) Current reaction 

MedDRA ve·rslon for 
reaction/event term LL T 

26. 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Stroke 

Reaction/event MedDRA term (PT) 

Ce.rebr-ovascul at: ac ci denL 

(8.2.1.1.b) 

(8.2.L2.b) 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4,k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Page*3 

Page: 526 of/de 2, 140 
A2023000085 



ATIA - 19(1) 

---
Canada Vigilance AER#: IE2B 05213125 (1) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Durat ion 

2021-

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

3276 Hours 3276 Hours. :Fatal 

Reaction/event as reported by primary source (B.2.i.0) CurTent reaction 

LOSS OF CONSCIOUSNESS 
MedDRA version for 

(B.2.i.1 ,a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Loss of consciousness 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Loss of consciousness 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) t dDate /B.2.i.5) l uration 
2021 -

[ 
--

Reaction flrst time (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

RESPIRATORY DISORDER 

MedDRA version for 
1B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Respiratory disorder 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Respiratory disorder 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

2021 

Reaction first time (B.2.i.7 .1) Reaction last time (B.2.i.7 .2) Outcome (B.2.i.81 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ABDOMINAL PAIN 
MedDRA version for 

(B.2,1.1.a) Reaction/event MedDRA term(LL T) (B.2,1.1.b) 
reaction/event term LL T 

26 . 0 Abdominal pain 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Abdominal pain 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (8.2.U) IEnd Date (B.2 .1.5) I Durat ion 
2021 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HEADACHES 
MedDRA ve·rsion for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Head~ehe 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

26 . 0 Headache 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Durat ion 
2021 

Reaction first time (8.2.1.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.8) 

Unknown 

I Page*4 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This i s a spontaneous report received fron\ contactable reporter{s) (Consumer or other non HCP and Physician). 

A 75 year- old male patient ~eceived bnt162b2 (COMIRNATY) , i ntramu scular , administered in arm left , administration 
date - 021 11 : 45 (Lot number : E40578) at the age of 75 as dose 2 , single for covid-19 immunisation. Relevant 
medical history included: " respiratory problems" {unspecified if ongoing ) ; " Slight emphysema" (ongoing ) , notes : 
since a few years . There were no concomitant medications . Vaccina t1on history included: Bnt162b2 (Dose Number: 1 , 
Batch/Lot No : ER1742 , Location of injection : Arm Le ft , Patient Route of Administration : Intramuscular ) , 
administration date ; i.11112021, for covid- 19 immunisation . 
The following information was repo1. ted: CEREBROVASCULAR ACClDENT {death, <iisability , hospit.aliz.aition) with onset 

021 , out-come "fatal", described as " stroke"; LOSS OF CONSCIOUSNESS (medically significant) with onset 2021 , 
outcome " unknown" , descri bed as " loss of consciousness " ; RESPIRATORY DISORDER (non-serious} with onset 2021, 
outcome " unknown", described as " respiratory disorder" ; ABDOMIN1\..L ?A.IN (non-serious) with onset 202L outcome 

" unknown" , described as ''abdominal pain" ; HEAO~CHE (non-serious) ·,nth onset 2021, outcome " unknown" , described as 
"headaches" . The palient was hospitalized for cerebrova.scular accident ('1tart date : - 021 , discharge date : 

021 , hospitaliz.atlon duration : 13 ~ ) . 'therapeutic mea.su1es were taken as a resu lt of cerebrovascular 
ace ent . Tho patient d~te of death was - 021 . The reported cause of death was cerebrovascular accident . No 
autopsy was performed. Additional information : Following the 2nd dose, my father had loss of consciousness , 

res Jtatory disorder, abdominal pain, headache~. Triple ~ rovascular accident with hospitalization on 
i02l, tra 11 otetred to another hospital then died on - 2021 at 07 : 45ain . ii. hospital document signed by a 

con <fiCta.bla physician included the following infoiina.tion : o t ~gnos.is : Left syJvi<1n stroke secondory t.o Ol':Clusion 
" cTG" , focal crisis secondary to stroke. The disability is related to a disease . Tr-eatrnent : intravenous 
th:-ombolysis , l--.cotyl Salicylic Acid, Plavix Keppra . Surgery: Thrombolysis on - 021 , Th r ombc.ctomy/aspiration 
and. st.ent of t he right i n ternal carotid artery on~ 021 . A.E required visit to intensive care unit . 

Follow-up (01Feb2022) : This is a follow- up report from the same contactable consumer and phys ician . U~dated 
information, Mditional Repoctex , eatient informat ion, Relevant medical history, Suspect eroduct data . Ne>i events 
o f Loss of consciousness , Respiratory disord_er, Abdominal pain, Headache added. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis 1s.5.3bl 

Sender's comments (B.5.4) 

The Company cannot completely exclude the possible causality between the reported fatal stroke, loss of 
consciousness and the administration of the covro 19 vaccine, BNTJ62B2, based on the reasonable temporal 
association. 

The impact of this r eport on the be nofit /risk profile of the Pfizer product is e valuated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part of thi s review, as well as any appropriate action i n response, will be promptly 
notified to RA, IECi as appropriate . 

Unit (B.3.1e) Normal low range (B.3.1 .11 

Results of tests and procedures (8.3.2) 

- - -

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a .2) 

26.0 Respirat.ory disorder NOS 

Start date (B.1.7.1c) Cont inuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Emphysema 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Yes 

Comments \B.1.7.1g) 

since a f e w years 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Stroke 

Nonna! high range 

I End date (B.1.7.11) 

IEnd date (B.1 .7.11) 

(B.3.1.2) More info (B.3.1.31 
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ATIA-19(1) 

~ 

Canada Vigilance AER#: IE2B 05213125 (1) 

Start date (B.1.7.1c) I Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy 
Drug name 

BNT 162B2 

(B.1.Ba) 

Start date (B.1.Bc) 

202 ... 
CCYYMMDD 

(B.1.8) 

End date 

2021-
CCYYMMDD 

(B.1 .81.1) Indication 

I End date 

(8 .1.Be) 

(B.1 .81.2) Indication MedDRA version 

26 . 0 COVlO-l 9 i mmuniflrl t ion 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1 .10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

(B.1 .7.1f) 

End date (B.1.10.7.11) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.Bf.2) 

MedDRA version for reaction (B.1 .10.Sg.1) Reactions (B.1.10.Sg.2) 

I Page~6 

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Cons umer/othe i: non health pr.of essiona l 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
PR1VACY 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.31 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.2.1.1d) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: I E2B 05216490 (0) 

Canada Vigilance HC Latest Received Date: 
20220202 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220202 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2022AOS1564fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~'---'----~-""-'"'--------'-------~---1 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220131 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220131 
CCYYJ<!.'1D D 

List of documents held by sehd,er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA•AstraZeneca- 2022A051564 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CA~Ab!AN HEAJ.,TR AUTHORITY 
MC Canada 
AZPRODOOOO 

Duplicate (D) / Link (L) Report n,umber(s) (A.1.12) 

(l 

Report nulllflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(e .1.1.1a) 
Specialist 
record no. 

(8 .1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA·AstraZeneca-2022AOS1564 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8 .1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown 

Pharmaceutical form {B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (8.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction rocur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary sour ce 

DYSPNOEA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Dyspnoea 

Reaction/event MedDRA term (PT) 

Oyspnoea 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

A spontaneous report had been received from the regulatory autho1.ity in Ca r1ada (CANADIAN HE.ALTA AUTHORITY) via 
Consuree~ . The report concerned a patient of unknown gender (age not provided) of Unkn own ethnic origin . 

No medica l history was reported. No concomitant products were :ceported. 

The patient received an unknown dose of A.strazeneca covid~l9 vaccine Vial Contains 10 Doses Of 0 . 5ml (covid~l9 
vaccine nrvv ad (chado;,,.1 .ocov- 19) ) , via i.nttamuscular coute, on an unknown dat..e. On an unkoo1.o.•n dat...e~ the paL.ient 
experienced dyspnoea (prefer~ed term: Dyspnoea) . 

The action taken 1.o.•i th suspect Astrazeneca Covicl-19 Vaccine Via l Contains 10 Doses O:f O. 5ml was not applicable , The 
patient d ied f r om the event on an unspecified date . 

It was not known whether an autopsy •..,ias performed. The cause of death was dyspnoea . 

The event dyspnoea was considered serious due t.o seriousness criteri~ deatl1 . 

For r @gulat.ory r eporting pu~poses, if an event is spontaneously r eported, at least a reasonable possibility of a 
causal =elationship is implied by the reporter, even if the relationship is unknown or unstated . 

The Astra - Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc. product authorized 
OF DE:ATH : DYSPNOEA 
The Astra - Zeneca COVl0- 19 Vaccine is an AstraZeneca Canada lnc . product. aut.horized 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B,5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Fatal outcome of Dyspnoea is not listed in the company core data sheet for AZD1222. 
The reported cause of death is Dyspnoea . 

under the Interim Order . CAUSE 

under the Interim Order . 

Due to limited information on the baseline health chacacteci$tics of the patient before vaccination and further 
cl~rJ fication of ~he evenc , ci,curnstances leading to the event , relevant medical and family history of the 
patient , concurrent diseases (Cardiovascular disease, Pulmonary disease, Hypertension, Autoimmune disease , 
Degenerative disease} , concomit.ant medications , specific risk factors (lifestyle, die.t , stress, smoker , alcohol 
consumption) , etiological and complete diagnostic wo~k-up {Cardiac biomarkers , immunoglobulin titer , blood 
chemist~y, post-mortem autopsy), the evaluation d id not find evidence to suggest a causal relationship between 
the event and AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1. 7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.la.2) 

26 . 0 Dyspnoea 

Start date (B.1.7.lc) Continuing (B.1.7.1d) 

Comments (B.1.7.19) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~IE_2_B~ 0_5_21_64_ 9_0~ (0~) _ ______________ ~I _____ Pagd4 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

Start date (B.1 .8c) End date (B.1 .Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B .1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent condit ions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.So) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve.rsion for reaction (B.1.10.Bg.1) Reactions (B.1.1 O.Bg.2) 

End date (B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

UNKNOWN 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

CANADIAN HEALTH AUTHOR!TY 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Confidentia l 

(A.2.Ub) 

Qualification (A.2.1.4) 

Consumer/other non he~lth pro f e ssional 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
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lcanada Vigilance AER#: le2B os29a114 (O) 

Canada Vigilance HC Latest Received Date: 
20220223 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220223 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2022002 68571 { l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-----------'--~~-'------'~--~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220214 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220214 
CCYYM.'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IJIC-202200268571 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- Pf!2ER !~C- 20220026 8571 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s os29s114 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.k:2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (8.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

FRIEND WHO PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a non- contactable. reporter ( s ) {Cons umer or other non HCP) from med ical 
information tearr. .. 

A male patient received bntl62b2 (COMIRNATY) (Batch/Lot number: unknown) as dose number unknown (booster) , aingl e 
for covid-19 immunisation . The patient ' s relevant medical history and concomitanc medications were not reported . 
vaccination history included : Covid-19 vaccine (DOSE NUMBER x , MAtWFACTRURER llNKNOWU}, for: COVID-19 Immunization . 
The following i.n Cor-mation ,,ra!;! reported: DEATH (death, medicaJ ly s ignl fj cant ) , ou tcoroe " f a t a l 11

, desc r i bed as 
" friend who pei.ssed away". The patient date of death was \lnknown . The reported cause o f de ath was "friend who 
passed away". Ic \\•as not reported if an autopsy was performed. Clinical course : Reporter said she had Covid be.for e 
and has not been vaccinated. She was bei ng required to be vacc inated was she wants to travel out of the count r y . 
She has gone to 3 d ifferent pharmacies to ask for information on the possible side effects of the Pfizer Covid 
Vaccine 1 each time she was told she could not be provided that information and she should contact Pfizer . She said 
normally with a medication you get a data sheet with 6-12 years worth of data on complication s and complication 
risk. . She asked why does Pfizer not p rovide this infoi:mation . She asked why does Pfizer. mandate this vacc i ne . 
Report.er sa id she recently had a friend who passed away after getting the Pfizer Covid vaccine booster dose and 
prior to the vaccination he was healthy as a horse . She also states that her ex experienced something like bells 
palsy after getting the vaccine but he was now almost recovered . She asked why are people being forced , in order 
to travel , to put something in their bodies and then have no legal =ecourse if it causes them harm . 

Ne follow-up attempts are possible; information about lot/ batch number cannot be obtained . No further information 
i s ex.pected . 

Reporter's comments (B.5.2) 

MedDRA vefsion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.10) Continuing (B.1.7.1d) 

Comments {B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range {B.3.1.2) 

I End date (B.1.7.11) 

More Info (B.3.1.3) 
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Drug name (B.1.Ba) 

COVID-19 VACCINE 

Start date (B.1.Bc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

End date (B.1.Bo) 

(B.1.8f.1) In dication (B.1.s1.2J 

COVID-19 immunization 

(B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d l 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2 a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRI VACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- DHPR- 2 0 210629145655_140 254 ( ) 

Primary source country (A.1.1) 

Canada 

Type of report 

~µonlaneoue. 

1000956611 (1 ) 

HC Latest Received Date: 
20210i20 
CCYYMMDD 

HC Initial Received Date: 20210629 
CCHMM.DD 

Occur country (A.1.2) 

Canada 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Setlous 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

Additional documents? (A.1.8.1) 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

Other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Communit y -

Gestation Period (B.1 .2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B .1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

32 Years 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\;ountry <!rug o6famea jtl.4.1<..i .JJ t1atcn1101 no. 1BA.K.JJ 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorizaUon/applicalion: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

PharMaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Addit ional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

Source of assessment (B.4.k.1S..2) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

SUDDEN COLLAPSE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

Circulatory collapse 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Circulatory collapse 

Start Date (B.2.1.4) 

2021-
CCVYMMDD 

End Date (B.2.1.5) 

2021-
CCYY~ 

Duration 

Reaction first lime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

HEART ATTACK 

(B,2.1.0) Ct.Jrrent reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction./event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 Heart attack 

Med0RA version for 
reaction/event term PT 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

26 . 0 Myocardial infarction 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) 

2021-
CCYYMMDD 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) 

Reaction/event as reported by primary source 

DROWNING DEATH 

(B.2.1.0) 

End Date (B.2.i.5) 

2021-
CCYYMMOD 

Outcome 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? 

Reaction first time 

Case narrative 

null 

Dhpr log details : 

(B.2.i.7.1) 

(B.5.1) 

(B.2.1.3) 

Safety Report ID: CA- DHPR- 20210629145655 140254 
Type of Report : 1nitial -
HC Ref. No: 

Reporter file No.: 
Transmission Date : 20210629 
First Name: 
Last Name : 
Telephone : 

Ext . :.--!! 
Address : 
Cit.y : 

Provinc@/T@r-=-itor : 
Pos tal Code : 
Email address : 
Organization : 

Drowning 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Drowning 

Start Date 1e.2.1.4) 

202 -
CCYYMMDD 

End Date (B.2.i.5) 

2021-
CCYY'MMDD 

Reporter Type : Consumer or other non health professional 

Patient t o : -
Age : 31 Yea~ 
Sex : Male 
Height: 

Durat ion 

(B.2.1.8) 

Durat ion 

(B.2.i.8) 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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ATIA-19(1) 

Canada Vlglla_n_c_e_A_E_R_#_: --~I 0_0_0_956611 (1) 
Med History: N/A 
young and healthy active lifestyle 
Allergi es: unknown 

Serious Death: Yes 
Date of Deatll : 2◊2-
Serious Life- Threatening : 
Serious Disability : 
Serious Hospitalization : 
Serious Congeni t al Anomaly: 
Serious Other: 
Ser ious Other Explain: 

Reaction 
Outcome: 
Reaction 
Reaction 
Reaction 

Died 

Start Date : 20· · 
end Date : 202 l 
De script ion : col lapse and/or h e art attack e1nd/or other 

Happened while swimming - caused a drowning death 
Not sure ot exact info {which vaccine , etc ) 

Suop@cL P, ouucL 1 
DlN »/NPN V: Covidl9 Vaccine 
Product Name : Covidl9 Vaccine 
Strength: 
Strength other : 
Dosage form : 
Manufactu.ret : 
Lot ~, 
Expiry date : 
Product start date : 
Product end date: 
Dose : 
Frequency : 
~ou t e ot admi nistrat i on : 
Route of administration - Other : 
Indication : 
Reported to Mfr : 
Date reported to Mfr: 
Mfr Reference number : 
Drug action taken : Unknown 
Oechallenqe : Unknown 
~echallenge : Unknown 

Concomitants : 
Tes t/Lab results n~rrativo : null 

Dhpr log details: 
Safety Report ID: CA-DHPR-202106291 45655 140254 
Type o f Repor t : Initial -
HC Ref . No : 
Reporter file No.: 
'l'r ansmi ssion Date , 20210629 
First Name: 
Last Name: 
Telephone : 
Ext , : 
A.ddress: 
City:---= 

Province/Ter- itory: 
Post.al Code : 
Email address : 
Organization : 
Reporter Type : Consumer or other non health professional 

Patient ID: -
Age : 31 Year'ffl' 
Sex: Male 
Height : 
Weight : 
Med History: N/A 
young and healthy active lifestyle 
Allergies: unknown 

Serious Death : Yes 
Date of Death : 202~ 
Serious Life-Threatening : 
Serious Oisabil ity : 
Serious Hospitalization : 
Serious Congenital Anomaly : 
Serious Othe r : 
Serious Other Explain: 

Reaction 
Outcome : Died 
Reaction $Cart Date: 202 

Pagd4 
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ATIA-19(1) 

Canada Vigilance AER#: --~00_0_956611 (1) 
Reaction End Date : 2021 
Reaction Descri ption : Su en coll.apse a nd/or heart attack a nd /or other 
Happened while swimming - caused a drown ing death 
Not s ure of exact info {which vaccine , etc ) 

Suspect Product 1 
DlN i/NPN V: Covidl9 Vaccine 
Product I-lame : Covid19 Vaccine 
Strength : 
St::e ngth other : 
Dosage form : 
Manufacturer : 
Lot # : 
Expi ry date : 
Product start date : 
Product end date : 
Dose : 
Frequency: 
Route of admlnistcation : 
Route of administration - OtheL: 
lndication : 
Repott~d to Mft : 
Date reported to Mh: 
Mfr Reference number: 
Drug action laken : Unknown 
Dechallenge : Unknown 
R@challenge : Unknown 

Concomitant.s : 
Test/Lab results narrative : 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 

Sender's diagnosis (B.S.3bl 

Sender's comments (B.5.4) 

(B.S.Ja) 

Unit (B.3.1e) Normal low range (B .. 3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

- - - - -- - . - - - - - -

Patient Medical History (B.1 .7) 
MedORA version (8 .1.7.1a.1) Episode name (8.1.7.1a.2) 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (8.1.Sa) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedORA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

(B.3.1.2) More info 

- - - - -

(B.3.1.3) 

- - -

I 
I 
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ATIA-19(1) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (B.1.10.Bc) 

MedDRA version for Indication 

Med ORA version for react ion 

Reporter organization (A.2.1.2a) 

Reporter str eet (A.2.1.2c) 

(A.2.1.2d) 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Drug end date (B.1.10.Be) 

(B.1.10.sf.1) Indication (B.1.10.s1.2 ) 

(B.1.10.89 .1) Reactions 1B.1.10.Bg.2) 

Reporter department 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

End date (B.1.10.7.1!) 

(A.2.1.2b) 

Qualificati on (A.2.U) 

Consume1 / other non he ~lth pr ofe ssional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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I ATIA- 19(1) I 

It is impossible for me to know if the vaccine had zero, minor, or a major effect in the event. There is 
reason to at least inquire if the vaccine played a role in the event as the US FDA and health officials in 
other countries have issued warnings for heart damage (sometimes resulting in failure), particular ly in 
young men, and to avoid exercise for 48 hour minim um following the vaccine, and studies showing such 
damage and adverse events may take weeks to develop. 

The event was sudden heart fa ilure during exercise, with no known previous heart health conditions. 

It aggravates me is that i submitted a report, 20210629145655_140254, and then a followup email, but 
have received received zero communication that this was being followed up on. Wlhat gives? Another 
young man i know was hospitalized for sudden serious heart problems within hours of second vaccine 
shot, and another died in a similar circumstance to tlhis event, so forgive me for seeing a possible 
pattern. 

Dhpr log details: 
Safety Report ID: CA-DHPR-20210720114746_589356 
Type of Report: Initial 
HC Ref. No: 
Reporter File No.: 
Transmission Date: 20210720 
First Name: 
Last Name: 
Telephone: 
Ext.: 
Address: 

City: 
Province/Territor 
Postal Code: 

Organization: 
Reporter Type: Consumer or other non health professional 

Patient ID:1111 
Age: 32 Year(s) 
Sex: Male 
Height: 
Weight : 
Med History: n/a 
Allergies: unknown 

Serious Death: Yes 
Date of Death: 2021-
Serious Life-Threatening: 
Serious Disability: 
Serious Hospitalization : 
Serious Congenital Anomaly: 
Serious Other: 
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Serious Other Explain: 

Reaction 1 
Outcome: 
Reaction Start Date: 
Reaction End Date: 
Reaction Description: undiagnosed heart failure 

Suspect Product 1 
DIN #/NPN #: unknown 
Product Name: covid-19 vaccine 
Strength: 
Strength other: 
Dosage form: 
Manufacturer: 
Lot#: 
Expiry date: 
Product start date: 
Product end date: 
Dose: 
Frequency: 
Route of administration: 
Route of administration - Other: 
Indication: 
Reported to Mfr: 
Date reported to Mfr: 
Mfr Reference number: 
Drug action taken: 
Dechal lenge: 
Rech al lenge: 

Concomitants: 
Test/Lab results narrative: 
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ATIA - 19(1) 

Dear 

Health 
Canada 

Sante 
Canada 

I I 
Canada Vigilance National Office 

Marketed Health Products Safety and Effectiveness lnfonnation Bureau 
Tunney's Pasture AL: 1908C 

Ottawa, ON K1A OK9 
Tel (toll-free): 1-866-234-2345 
Fax (toll-free): 1-866-678-6789 

HC. Canada.Vigilance.SC@canada.ca 

July 22, 2021 

Re: Side Effect Number 000956611 

Thank you for submitting a side effect report to the Canada Vigilance Program (CVP) on June 29, 2021, 
regarding COVID-19 vaccine. We would like to express our deepest sympathy for your loss and understand that 
this must be a difficult situation for you. We appreciate the time you took to write about this tragic event and hope 
that we will be able to address your concerns. 

The information that you included in your report has been recorded in the CVP database and assigned the Side 
Effect Number 000956611. Please reference this number should you wish to report additional information on this 
event. Please note that Health Canada will contact you about your report only if additional information is required 
for its surveillance activities. 

Regarding your concerns about links between COVID-19 vaccines and heart damage, please note that Health 
Canada, the Public Health Agency of Canada, the provinces and territories, and manufacturers continue to 
closely monitor this topic. 

In particular, there have been reports associating COVID-19 vaccines with myocarditis (inflammation of the heart 
muscle) and/or pericarditis (inflammation of the lining around the heart). 

For further information, please visit the Reported side effects following COVID-19 vaccination in Canada paying 
attention to the highlighted subtitle, 
On this page 

• what yoo oe-:d to know 

• ~..u.port an adverse event 
• ~umm.;iry of adverse c-r~nt following immuni,ation r:epgn~ 

• Adrers< event following immuni+atioo reports by vacci1~ 

• Advefle event following lrnmunii,at10fl repor ts by age and sex 
• ~~l(b~Hli!!: 1j~1J,isl l~u• •~~"·®:Pb 'il"'ltlll~ 
~ Adverse events of spepaJ interest 
- ~ 

Based on these very rare reports, and on other sources of information, Health Canada has updated the product 
monographs (labels) for the Pfizer-BioNTech and Moderna COVID-1 9 vaccines. Please visit the safety alert for 
further information. 

The CVP is Health Canada's post-market surveillance program that collects and assesses reports of suspected 
adverse reactions to health products submitted by health professionals and consumers, who report voluntarily, 
and by manufacturers, distributors and hospitals, who are required to submit reports under the Food and Drugs 
Act. 

Post-market surveillance enables Health Canada to monitor the safety of health products once marketed, to 
ensure that their benef its continue to outweigh their potential risks. and to take appropriate action to minimize new 

,., r1'·• 
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J J I I I 
risks. Such actions may include updating the label of a health product, risk communioation to inform <Ganadians of 
new adverse reactions through safety alerts and/or product recall. 

The information from side effect reports as well as information from other sources of data is used to determine 
whether the benefits of a given health product continue to outweigh its risks. 

If you would like to be kept informed of Health Canada's advisories, recalls and other communication on health 
products, you may subscribe to MedEffect at: https://www.canada.ca/en/health-canada/services/druqs-health
products/medeffect-canada/stay-informed-medeffect-canada.html. 

Once again, we would like to extend our sincere condolences, and wish you the best. Please do not hesitate to 
contact the program if you need further information. 

Canada Vigilance Program 
Marketed Health Products Directorate 
Health Canada 

C d ... ana a 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 05301135 (0) 

Canada Vigilance HC Latest Received Date: 
20220224 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220224 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- JNJF()C- 20220246261 ( OJ 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------'----"'----'--------'-------~---1 

Type of report 

5tudy 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

CCYYMMDD CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

CA-JNJFOC- 2 022024 6261 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

JNJ FOC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2 ) 

Report nullif ication? (A.1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

Source (A.1.4) 

MAH - JANSSEN INC 

Male 

Date of birth (8 .1.2.1) Age group (8 .1.2 .3) 

195~ Elderl y 
CCYYMMDD 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically 1mportant 
condition? 

No 

.No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

C/\- J NJ lFOC- 2 0 2202 4 62 61 

Reason for nullification (A.1.13.1) 

Onset Age 

70 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect EPOETIN ALFA 

Active Substance names (B.4.k.2.2) 

epoetin alfa 

Country arug 01>taine<1 (B.4.k.2.3) Batcn11ot no. \B.4.K.3) 

Canada LFS3Z00, LFS3Z00 

Holder and authorization/application no. of drug (B.4 .k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Cancer anemia 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

""110 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Old reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Drug discontinued Unknown 

Additional info (B.4.k.19) 

Provide the reason why sample is not available : : Discarded 

Drug Recurrence (B,4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

26.0 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

Stroke 

Reaction assessed (B.4.k.18.1b) 

Drug ineffective for unapproved indication 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

Reporter 

MedDRA version (B.4,k,18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Reporter 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Reporter 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Company 

MedDRA version (B.4.k .18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Reporter 

I E2B 05301736 (0) 

Drug ineffective for unapproved indication 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B,4,k.18,1b) 

Fall 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Fall 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Full blood count decreased 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1 b) 

Full blood count decreased 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Reaction assessed (B.4.k.18.1 b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

I Page*3 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Related 
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lcanada Vigilance AER#: I E2B 05301736 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Country of authorization/application: Canada --Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11 a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k..16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

STROKE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Stroke 

Reaction/event MedDRA term (PT) 

Cerebrovascul a r accident 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

DECREASE IN BLOOD COUNT 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Ful l blood coun t decreased 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Ful l blood count decreased 

Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

FALL 

(8.2.i.O) 

Unknown 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghllighted by the reporter? 

No 

(B.2.1.3) 

Fall 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

Fall 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Unknown 

Reaction/event as reported by primary source 

NOT HELPING 

(B.2.i.O) Current reaction 

MedDRA ve:rsion for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? 

No 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

Drug inot=ective Ior unapproved indication 

Reaction/event MedDRA term (PT) 1B,2.i.2.b) 

Drug ineffective :for unapproved i nd.ication 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time 1B,2.i.7.2) Outcome (B.2.i.8) 

Unknown 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 

Page: 559 of/de 2, 140 
A2023000085 



ATIA-19(1) 

Case narrative (B.5.1) 

This solicited report received from a he a l th care profession.al vi a 
IMBRUVlCA ZYTlGA TREMF'YA ERLUDA EPREX BA[,VERSA concerned a 70 year 

Bio Advance RE.MICP\DE STMPONT STELARA. 
( l oca 1 case IDf 

The patienc ' s height , and weight were not report ed . The. patient ' s conc urren t conditions included : myelodysplastic 
s yndrome! and anemia due to rnyelodyspl.astic syndrome . The patient had no history of known drug allergies . 
The patient: was treated with epoetin alfa (solution for injection, subcut.aneous , batch number : LFS3Z0O , expiry: 
01-NOV-2022 ) dose , frequency were not reported frorn ....... for anemia due to myelodysplastic syndrome. The 
patient received the non-company suspect drug included COVID- 19 vaccine (formulation , r oute of administration not 
reported) do3e, frequency and therapy date3 not reported for COVID- 19 prophylaxi s . No concomitant medications were 
reported . It was r-eport e ct that, due to underlying c ond i tions and second dose of COVID- 19 vaccine peitiant ' s 
condition worsened . After 2nd dose, went to hospital a couple times but was sent home and was okay during summer 
but after OCT everything worsened and snowballed with falling , stroke, and decrease in blood count . The- patient 
actually had 1 injection before he had was admi tted to hospital . Hospital was given 3 doses of the inj ection t o 
use for patient and told her not helpinQ, The patient was i n hospital about a month and on ·····•· the 
p1J.llent died d ue lo !troke . rt wa8 unknown if o.n autopsy was performed. 
Treatment with epoetin i,llfa was wi t hdrawn .... 1ith respect to stroke, action taken with epoeLin alfa was not repo.rted 
for decrease in blood count , ! a ll , and not he lping , 
l\ction taken with COVI0-19 vaccine was not applicable: with respect to stroke and not helping , action taken with 
epoetin alta was not reported for decreaae i n blood count , and tall. 
The outcome of the decrease in blood count 1 ta) 1 , and not helping was not reported. 
'!he 1:epor UH cons Ldered the causill i ty between epoeU n al f il , .aind stroke a.s not. rel a. t.ed . t 'he r-epoi tar did not. 
provide a causality assessment between epoetin alfa , and decreas~ in blood count, fall , and not helping . Company 
causality between epoetin alfa, and s t roke was related . Company causality between epoetin alfa , and decrease in 
b lood count, fall , and not helping was not related. 
This report was serious (Death, Hospitalization Caused I Prolonged, and Other Medically Important Condition) , 
This case, involving the same patient is linked to 202201264.46. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

VO : Cerebrovascular accident . This event ia labeled per RS I and is therefore considered potentially related . 

Full b lood count decreased. The event has a compatible/suggestive temporal relationship , is unlabeled~ and has 
unkno wn scientific plausibility. There a re ct.her factors more likely to be associated with the event than the 
drug . Speci f ically : UN0ERLYI~G DISEASE . Therefore , this even t is considered not related . 

Fall. The event has a compatible/suggestive temporal relationship, is unlabeled, and has unknown s cientific 
plausibiliLy . There are other factors more likely to be associate d with the event than the drug . Specificall y : 
NATURE OF EVENT. Therefore , this event is considered not related . 

Drug ineffective for unapproved indication . Th15 event iB labeled by 5tandard procedure5 , Therefo:e , the event 15 
considered not related . 

Unit (B.3.1• ) Normal low range (B.3.1.1) 

decreased 

Results of tests and procedures (B.3.2) 

- ----- - - - - ---
Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Myelodysplastic syndrome 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cancer anemia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments 1B.1.7.1g) 

MedDRA version (B.1.7.1a.1) !Episode name (B.1.7.1a.2) 

Normal high range 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

(B.3.1.2) More Info (B.3.1.3) 

- -- ------- ---------
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Canada Vigilance AER#: I E2B 05301736 (0) 
26 . 0 Stroke 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

the patient. had no histor y of known clrug a llergi es 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B. 1 .Se) 

Indication MedORA version 1e.1.s1.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

Med ORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg .2) 

I 
Page*7 

I 
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ATIA - 19(1) 

IA,2.1.1b) 
name 

(A.2.1.1d) 

Reporter department 

(A.2.1.2e) 

(A.2.1.2f) (A.2.1.3) Qu.ilification (A.2.U) Reporter country 

Canada Other heal t h professi onal 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

BioAdv a n ce REMICADE S IMPON! STELARA IMBRUVICA 
ZYT IGJ\ TREMFYA ERLEADA EPREX BJ\LVERSA 

Sponsor Study no. IA.2.3.2) 

Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.lc) Middle name 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.3.1.4<1) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) !Middle name 

Street (A.3.2.3a) 

City (A.3.2.3b) 

Postcode (A.3.2.3d) 

Tel no. (A.3.2,31) 

Email address (A.3.2.31) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3•) 

Smte (A.3.1.4<) 

Country code (A.3.1.4e) 

Fax no. (A.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.Je) 

Fax no. (A.3.2.31) 
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ATIA-19(1) 

lc anada Vigilance AER#: le2B 05302214 (2) 

Canada Vigilance HC Latest Received Date: 
20220505 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20220 0298752 {31 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~------...,__----~--'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

2022-
ccn !ffl!!I' 

Additional documents? (A.1.8.1 ) 

No 

2 0220503 
CCYY!<!.'1D D 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A, 1.10.2) 

CA-PFIZER INC-2 0 2200298752 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A,1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY 

Date of birth (8.1.2.1) 

Gestation Period (8.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (8.1.2 .3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!Zlm !NC- 2022002'98752 

Reason for nullification (A.1.13.1) 

Onset Age 

37 Year s 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s os302214 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada FN7934 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202t11111 
CCYYMMDO 

202111111 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

255 Hours 255 Hours 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pulmonary embolus 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global lntrospectlon ... 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pulmonary embolus 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

N/A .. ... 

---
Result (B.4.k.18.4) 

N/A 
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lcanada Vigilance AER#: le2s os302214 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant MYA 

Active Substance names (B.4.k.2.2) 

ethinyl estradiol 
drospirenone 

country drug obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02415380 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

.Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Contraception 
26.0 Acne 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminist ration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4,k.18.4) 
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lcanada Vigilance AER#: le2s os302214 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ISOTRETINOIN 

Active Substance names (B.4.k.2.2) 

isotretinoin 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Acne 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.1a.2) Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 

Reaction (B.2) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

PULMONARY EMBOLUS 

MedORA version for 
(B.2.1.1.a) Reaction/event MedDRA terrn(LL T) 

reaction/event terrn LL T 

26 . 0 Pulmonary embolus 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 Pu l monary embolism 

Terrn hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date 
2022 

Reaction first time (B.2.i.7.1) React ion last time (B.2.1.7.2) 

255 Hours 255 Hours 

(B.2.1.1.b) 

(8.2.i .2.b) 

(B.2.1.5) 

Outcome 

Fatal 

I Durat ion 

(B.2.1.8) 

(B.2.1.61 
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Case narrative (B.5.1) 

This is a spontaneous r eport received fron\ contactable reporter {s) (Physi cian). 

A 37- year- old female patient {not pregnant ) received BNT162b2 (COMIRNATY) , on -□22 as dose 1 , single (Lot 
number: FN7934) at the age of 31 years intramuscular, in left deltoid for ccvid-19 immunisation . 'I'he patient ' s 
relevant medical history included: "Obesity" (unspecified it ongoing), notes: Moderately obese; 
" Acne" (unspecified if ongoing}; " Contraceptive '' (unspecified if ongoing) , Con:com1tant medication (s) included: MYA 
taken for contraception, acne; ISOTRETINOIN taken foe acne . 
The following informati on was reported : l?ULMON~RY EMBOLISM (death, medically significant) with onset llllll2022 at 
15 : 00 , outcome "fatal" , described as " Pulmonary embolus" . The event "pulmo nary embolus " req\.lired emergency room 
visit . The patient underwent the fo llowing laboratory tests and procedures: SARS- CoV- 2 test : - 022 ) Negative . 
lt was u nknown if therapeutic measures were taken as a rasult of pulmonary embolism . The patient date of death was 

022 . Reported cause of death : " Pulmonary embolus - unknown source" . The .autopsy revealed " pulmonary embolus 
sourct>" (pul monary embolism). 

Clinical course : Post the vaccination, the patient has not been t.ested for COVlD-19 . E>hysician reported t hat prior 
to patients death, patie nt w,;1.s fine . On 022 , ,;1,pproximately 3 pm Sho was preparing dinner and took her 2-year 
old child co the bathroom . As she was walking back to the kitchen, s he collapsed, c lutched her chest , and 
complained that she cant breathe . Her husband ca lled emerge11cy meclical servicc5 (EM S) . She wa:i take n inside an 
amJ:rnlance where th<, t'irst respondsrs triad to resuocitate her for ~O minute• but patient expired. Preliminary 
cause ot death per cot oner wa s m~ssive e mboli s m without known source . Autopsy w,c1s conducted ~nd 1iasult..s are 
pending . The re.por t of autopsy that •,.ias done and confirmed pulmonary embolism. He r,,..as told that the final autopsy 
report will be completed by- 022 . Preliminary diagnosis per coroner - pulmonary embolus unk nown source. Age 37 
- health , on long term oral contraceptive since birth of last child i n- 019 , other wise healthy but moderately 
obese . No prior lung diseases or health issues . At the time of diagnosis, patient was negative of C0\110 and never 
had it . No investigations done before patients death . However, ph ysician suggested that Pfizer contact the primary 
HCP to reconfirm this . Physi cian is not sure as he was not there but he believes tt1e patient received a type of 
adrenaline whe n the first responders i,,.•ere trying to revive her . She might have received o xygen as welJ toward s the 
end but he knows for a fact that she did not get oxygen right away . Patient 1.-Jas taking Mya both as a contraceptive 
and acne medication for about 8-9 months (exact start. and end dates unknown) . She also used an isotretinoin cream 
{exact name , strength, st.art and end date.s unknown} for acne . No family history of blood clots (thromloophilia) or 
other bleeding disorders . Other risk factors for thrombosis included moderate obesity . Physician conf1rmed that 
the patient was a non- arnoker and a non-drinker . 

Follow- up atte mpts completed . No further information is expected. 

Follow-up (21Apr2022} : The following information was received as response to the follow-up questionnaire from the 
same contactable physician (also cousin of patient ' s husband}. Updated information: ~~atomical location updated to 
" Deltoid left" . Emergency room check.box ticked, as per source document. Obesity added as medical history . 

Follow-up attempts completed. No further inforn1ation is expected. 

Follow- op (03May2022) : This is a follow-up report received from t he same contactable phys i cian . Updat<>d 
information i nclnded : Lab d~ta , Treatment received, Concomitant me dications . 

Follow-up attempts completed . No further information is e xpected . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

As there is limited information in the case provided, the causal associati o n between the event. Pulmonary embolism 
and the suspect drug bntl62b2 cannot be excluded . 

The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part of this r-eviet.-.1 , as well as any appropriate action in response, will be promptly 
notified to regulatory authorities~ Ethics Committees , and Investigatox·s , as appxop:t·iate . 

SARS-CoV-2 test 

Unit (B.3.1e) Normal low range (B .3.1.11 

Results of t ests and procedures (B.3.2) 

-

Patient Medical History (B.1.7) 
MedORA ve·rsion (B.1 .1.1a.1) Episode name (B.1.1.1a.2J 

26 . 0 Obesit.y 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info 

No 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 05302214 (2) 
Comments (B.1.7.1g) 

Moderately obese 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Acne 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Contraception 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments 1B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pulmonary embolus 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) I End date 

Comments 1B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.&a) 

Start date IB.1 .Bc) End date (B.1.Be) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Bg.2) 

Weight (Kg) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

I 

(B.1.7.11) 

(B.1 .7.11) 

(B.1.7.11) 

End date (B.1.10.7.11) 

Pagen 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

PRIVACY 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

!

Reporter country 

Canada 

(A.2.1.3) IQualiflcatlon 

Physician 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

F ie name (A.3.1.3d) 
-
Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

(A.2.1.4) 

(A.2.1.1d) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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lcanada Vigilance AER#: le2B 05338470 (0) 

Canada Vigilance HC Latest Received Date: 
20220307 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220307 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200321451 { 11 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~~-"'-~--'-'-~---~--~-----~---j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yos 

No 

20220223 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220223 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-2022003214 51 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Yes 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Cl\- t'F!ZER rNC- 20220032 1451 

Reason for nullification (A.1.13.1) 

Onset Age 

48 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA- 19(1) 

Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL {12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

l.ountry drug ootainea \ts.4.K.2.3) 1:1atcnI1ot no. {ts.4.K.3) 

Canada EX0904 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorizaUon/applicaUon: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021-
CCYYMMDO 

Start period (B.4.k.13.1) 

41085 Minutes 

Action(s) taken with drug (B.4.k..16) 

Not Applicable 

Additional info (B.4.k.19) 

f---

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

2021-
CCYYMMOD 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

41085 Minutes 

Did reaction recur on readministration? (B.4.k.17,1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.11>) 

Cerebral venous sinus thrombosis 

Method of assessment (B.4.k.18.3) I Result (B.4.k.18.4) 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 05338470 (0) 

PHARMACEUTICAL COMPANY Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cerebral venous sinus thrombosis 

Source of assessment (B.4,k,18.,2) Method of assessment (B.4,k, 18,3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B'4.k.18.1b) 

26.0 Hemorrhage 

Source of assessment (B.4.k.18 .2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Hemorrhage 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 
CVST 

(B.2.i.O) Current reaction 

MedORA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Cerebral VQnous sinus thrombosis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cerebca l venous s i nus thrombosis 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

2021 

I 
N/A 

Result (B,4,k,18,4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

N/A 

Durat ion (B.2.i.6) 

Reaction first time (B.2.i.7.1) 

41085 Minutes 

Reaction last time 

41085 Minutes 

(8.2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source 

SEVERE HEMORRHAGE 

(B.2.1.0) Current reaction 

MedDRA veri;ion for 
reaction/event term LL T 

26 . 0 

MedORA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Hemorrhage 

Reaction/event MedORA term (PT) 

Haemorrhage 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (8 .2.1.3) Start Date (8.2.1.4) End Date (8.2.1.5) 

2021 

Reaction first t ime (B.2.1.7.1) 

Case narrative (B.S.1) 

Durat ion 

(B.2.1.8) 

This is .a spontaneous report. rec eived from contactable reporter (s) (Consumer or othe r non HCP) . 

(B.2.1.6) 

A 48 year-old male patient received bnt162b2 (BNT162B2) , administered in arm left , administration date - 2 021 
16 : 45 (Lot number: EX0904} at the age of 48 years as dose 1, single fot covid~l9 immunisation . COVID-19 vaccin e 
was administered at Hospital. The patient's relevant mediCdl history and concomita nt medications wei:e not 
reported . 
·rne following information was .reported: CEREBRA.L VENOUS SINUS THROMBOSIS (death, hospitalization, medically 
significan t , life threatening) with onset - 021 05: 30, outcome " fatal 11

, described as " CVST"; HAEMORRHAGE 
(death, hospitalization, medi cally signif~ life threatening) with onset:. - (121 05: 30, o ut.come " fatal", 
described as " severe hemorrhage". Therapeutic measures were caken as a resul~ rebral venous sinus thrombosis , 
haomorrhage . Patient was treate d i n ICU (Intensive care unit) . Th e patient date o f death was u n known . The r eported 
cause of death was cerebr al venous sinus thrombosis , haemorrhage . It was not reported if an autopsy was performed. 

Reporter'i; c:ommenti; (B.s.2) 

MedDRA ver sion for sender's diagnosis (B.S.3a) 

Page*3 
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Canada Vigilance AER#: E28_05338470 (0) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

Unit (B.3.1•J Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1 .7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 CerPbral ve11ou::i slnus thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) [End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B .1.7.1a.21 

26 . 0 Hemorrhage 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Be) 

Indication MedDRA ver.;ion (B.1.a1.11 Indication (B.ur.21 

Reaction MedDRA version (B.1.ag.1J Reaction (B.1 .a9.2J 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) End date (B.1.10.7.11) 

Comments (B.1.10.7.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Pagd4 

(B.3.1.3) 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: I E2B 05358681 (2) 

Canada Vigilance HC Latest Received Date: 
20220420 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200387563{3) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~-~---~-'--'--~--~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20220308 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220419 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202200387563 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERTNC 

Duplicate (D) / Link(L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B .1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CI\- PE'!ZER nlC- 202200387563 

Reason for nullification (A.1.13.1) 

Onset Age 

8 Decade 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2s 05358681 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CCYYMM 

202. 
CCYYMM 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

12 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

PHARMACEUTICAL COMPANY Global Introspection 
,., 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

NIA .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

2022 

1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

This is a spontaneous repo1t received from a contactable Other HCP. 

Duration (B.2.1.6) 

(8.2.1.8) 

A male patient in h i s 70 ' s :-eceived BNT162B2 (COMIRNJ..TY} 1 administration dat4lllto22 (Batch/Lot number : unknown) 
as dose 2, single for COVID-19 immunisation . The patient's relevant medical history and concomitant medications 
were not reported . Vaccination history included : COVID-19 vaccine (Oose 11 Manufacturer unknown), for COVID-19 
immunisation . The following information was reported : DEATH !death) with onset 2022 1 outcome " fatal", described as 
"passed away" . The cause of death was unknown . No aut.opsy was performed . 

Clinical information : Reporter is a drug access coordinator . She is the patient ' s daughter . She stated that her 
healthy faLher in h i s 70s received a second dose of the Pfizer vaccine i ~~···· Bnd died 12 days later . She 
stated that. she believed the vaccine to be t he cause of death. Symptoms are unknown but she did describe t.hat her 
father was hospitalized before he passed and chat she refused autopsy or further .investigation of cause of death . 
Optional Information : She did go on to say that she still believed in the greater good of the vaccine . 

~lo follow- up attempts are possible: inforrnatior> about l o t/batch number cannot be obtained. No further intormatlon 
is expected . 

Follow-up (09Mar2022} : This is a spontaneous follow-up report received from a contactable other HCP (Pfizer 
Colleague) . 
Updated information : Historical vaccine and Reporter contact information . 

Follow- up <l9Apr2022) : This follow- up is being submitted to notify that the lot/batch number for- ;e1ll doses are not 
avail-,ble despite the follow-up attempts madf' . Follo1,o,•-up atLempts have been completed and no !urther informi"ltion 
is e~pected . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 1B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.4) 

lls there is li1nite<i information in the case pr<:>vi.<ied, the cavsal association l:>et·eeen the event Death an<i the 
suspect 6NT162B< canno~ be excluded. 

The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Piizer 
procedu=es for safety evaluacion, i ncluding the review and analysis of aggr egate data for adverse events . Any 
safety concern identified as part of this revie1,o,' , as well as any appropriate action in response, will be promptly 
notified to regulatory aut.horities, Ethics Committees , and Investigators , as appropriate . 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1. 7) 
MedDRA version (B.1 .7.1a.1 ) 

26 . 0 

Start date (B.1.7.lc) 

Comments (B.1.7.19) 

Episode name (B.1.7.la.2) 

Unknown cause of deach 

Continuing (B.1.7.1d) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vlglla_n_c_e_A_E_R_#_: ___ ~IE_2_B~ 0_5_35_8_6_8_1~ (2~) _______________ ~I _____ Page*s 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

COVID-19 VACCINE 

Start date (B.1.8c) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

(B.1.81.1) 

(B.1.Bg.1) 

End date (B.1 .Se) 

Indication (B.1.st.2) 

COVID- 19 immunisation 

Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent condit ions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.So) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve.rsion for reaction (B.1 .10.Bg.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.7.11) 

(",,2.1-1t) 
Reporter family 

{A.2,1.1d) 
name 

PRIVACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
:Qualification 

Other health 

(A.2.3.3) 

(A.2.1.4) 

professional 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 05363252 (O) 

Canada Vigilance HC Latest Received Date: 
20220314 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220314 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20220 037D729 /1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~~~~--~...,_-"~--~-~-----~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220304 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220304 
CCYY!-k'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200370729 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.11 Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Oupllcate Case Identifiers (A.1.11.2) 

CA- PFIZER INC- 202200370729 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 05363252 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

CALLER REPORTS THAT A DOCTOR IS NOW DEAD FROM THE VACCINE 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(Ll T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a non- contactable. reporter ( s ) {Cons umer or other non HCP) from med ical 
information tearr. .. 

A patient (no qualifiers provided) received bnt162b2 {COMIRNATY ) (Batch/Lot number: u n known) as dose number 
unknown , single for: covid- 19 immunisation . The patient I s relevant medical history and concomitant medications were 
not reported . 
'rhe following inCot:'mati o n was reported: DEATH (death), outcome " f a t al", descri bed as "Caller 1;eport.s t.hat. a doctot 
is now dead from the vaccine••. 'fhe patient d,ate of dec3.th w~s unkn own . The reported cause o f death was " is now 
dead". rt was not repo r ted if an autopsy was performed. 

No follow-up attempts are possible; information a.bout lot/batch number cannot be obtained . No fl.irther information 
is e xpected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (8.5.la) 

Sender's diagnosis (B.S.3b) 

Sender's comments (B.5.4) 

Unit (B .3.1a) Normal low range (B .3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

-

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: I E2B 05369941 (1) 

Canada Vigilance HC Latest Received Date: 
20220818 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZi,neca- 2022All2 677 () 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------------~-'----'-'----"----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20220314 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220816 
CCYYMMDD 

List of documents held by .sender (A. 1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2022Al12677 

other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1} 

HEALTH CA1'11\DA 
MC Canada 
Adverse Reaction Repotc Number 
AZPRODOOOO 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

»o 

Medically confirmed or f rom health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN Female 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

00097490] 

000974901 
CA-AstYc:lZeneca-2 022AL12 6'7J 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Confusional state 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Decreased appetite 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Letharqy 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Mobi lity decreased 

(B.1.9.2.b) 

(B.1.9.2.b) 

(8. 1 .9.2.b) 

(B.1.9.2.b) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2s 05369941 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

UNKNOWN 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.1 O) Medt>RA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

CONFUSIONAL STATE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Confusional state 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Confusional state 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

DECREASED APPETITE 

(B,2.1.0) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.i.3) 

Decreased appetite 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Decreased appetite 

Start Date IB.2H) End Date (B.2.i.5) Durat ion 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

LETHARGY 

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term highllighted by the reporter? 

No 

(B.2.1.3) 

Lethargy 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Lethargy 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.8) 

Reaction/event as reported by primary source 

MOBILITY DECREASED 

(B.2.i.O) 

!Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? 

No 

(B.2.i.3) 

Mobility decrQaS~d 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Mobility decreased 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

A ;;pontaneous report has been rece i ved from a health pr-ofesstonal via the regulatory authority tn Canada 
concerning a female patient {age not provided) of unknown ethnic origin . 

The patient ' s past and current medical history included acute myeloid leukemia (dates not reported1, stroke (dates 
not r-eported ) and chronic pain (dates not. reported) and No concomitant products were reported. 

On an unknown date 1 the patient received dose unknown of Covid-19 Vaccine (covid-19 vaccine nrvv ad (chadoxl 
ncov- 19) ) , vic1 intramuscular route for an unknor.,,•n indication . 

On an unkno•Nn date, the patient experienced confusional state (preferred term: Confusional state) , decreased 
appetite (preferred term: Decreased appetite) , lethargy (preferred term: Lethargy) , mobility decreased (preferred 
term : Mobility decreased) . The reporter stated that the hospital stated that the acute myleoid leukemia was recent 
and aggressive . 

It was unknor.,m if any act.ion was taken with Covid-19 Vaccine . 

During 2021 , th@ patient died from the event of confusional state , decreased appetite, lethargy and reobility 
decreased. 

lt. was not. know11 whet..her an a utopsy 'Ni19 performed . The cause of d.ea.Lh wc1s confuslonal state, decLet1sed ilppeLlte, 
lethargy .and mobility decreased. 

The reporter assessed the events of confusional state, decreased appetite , lethargy and mobility decreased to be 
serious due to the seriousness criterion of death . 

On an unknown date, tlie patient was t ested for several blood test with results which does not showed up Jo.i counts 
of WBC:s . 

For regulatory reporting pu=-poses , if an event is spontaneously reported , at least a reasonable possibility of a 
causal relationship ia implied by t.he reporter, even if the relationship is unknown or unstated. 

Summary of follow up information received by AstraZeneca/Medimmune on 16-Aug-2022 from the health professional via 
Spontaneoue source : Yeai:· of death were added. Concomi tant d iseases added . Relevent history added. Lab test added . 
Narrative amended . CAUSE OF DEATH ' CONFUS lONAL STATE CAUSE OF DEATH ' DeCREASED APPETITE CAUSE OF DEATH ' LETHARGY 

CAUSE OF DEATH , MOBILITY DECREASED CONFUSIONAL STATE - MEDICAL CONFIRMAT[ON BY H&ALTH PROFESSIONAL , Yes DECREASED 
APPETITE - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL , Yes LETHARGY - MEDICAL CONFIRMATION BY HEALTH 
PROFESSIONAL, Yes MOBILITY DECREASED - MEDICAL CONFIRMATION BY HF..%TH PROFESSIONAL, Yes Lab Test U , 10061726 
The Ast=-a-Zeneca C0VID-19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Fat-e:il events of Confusiona l state and Mobility decreased are not listed in the company core data sheet of 
AZD1222 . Dec reased appetite a nd Lethargy are listed adverse events for AZD1222 . However , since the events are 
reported with the seriousness criteria of death the events a r c considered unlisted . Cause of de.ath was f u rther 
specified as Confusional state, Mobility decreased, Decreased appetite and Lethargy . Reported history of acute 
myeloid leukemia could be considered as contributory factor for the event of Lethargy and Decreased appetite . 
Reported past and current medical history of stroke could be considered as risk factor for the event of 
Confusional state and MobUiey decrMsed. Relevant past and current medical histor.y of chroni c pain cot1ld be 
conside~ed as risk factor for the event o f Lethargy and Mobility decreased . Due to limite d info~mation on exact 
circumstances leading to the events, exact date of vaccination, event onset dates , the clinical course , medical 
history , concur r rent conditions, concomi tant medications , autopsy details , risk factors leading to the events , 
detailed etiological and diagnostic workup , the evaluation did not find evidence to suggest a causal relationship 
bett'l'een events and AZD1222 . 

Unit (B.3.1e ) Nor mal low range (B.3.1.1) 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .1.1a.1J Episode name (B.1.1.1a.21 

26 . 0 Acute myeloid leukemia 

Start date (8.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments (B.1.7.19) 

Normal high range (B.3.1.2) 

I End date (B.1 .7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 05369941 (1) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Stroke 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Unknown 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Chronic pain 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 
Unknown 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Confusional state 

Start date (B.1.7. fc) Continuing (8 .1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B, 1.7.1a.2) 

26 . 0 Decreased appetite 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

- ~ 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Lethargy 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) I End date 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Mobility decre~sed 

Start date (B.1.7.fc) Continuing (8.1.7.1d) I End date 

Comments (B.1 .7.19) 

Relevant medical history/ Concurrent condit ions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (E!,1,l!i) 

Start date (B.1 .8c) End date (B.1.8e) 

- -
Ind ication MedORA version (B.1.8f.1) Indication (B.1.8f.2) 

Reaction MedORA version (B.1.8g.1) Reaction (B.1.8g.2) 

I 

(B.1.7.11} 

(B.1.7.11) 

(B.1 .7.11) 

(B.1.7.11) 

(B.1.7.11) 

(B.1.7.11) 

Page~6 

I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

- -
Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1 .10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 

the o 
ana um 'lt 
ur I 

ada 

Page: 597 of/de 2, 140 
A2023000085 



Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

UNKNOWN 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

HEAL TH CANADA 

(A.2.1.1d) 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

Qu.ilification (A.2.U) 

Other health professi onal 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
UNKNOWN 

(A.2.1.1d) 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qu.ilification (A.2.1.4) 

Other health professio nal 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3• ) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
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lcanada Vigilance AER#: le2B 05395819 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 

ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200463295 (2 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1---------------'--'---------~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date {A.1.7) Disabllngllncapacltating? No 

20220315 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220414 
CCYYM.'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200463295 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFtZEIUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_05395821 , (2) E2B_05395821 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B.1.2.1) Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- !'F!ZER !NC- 202200463295 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: IE2B 05395819 (1) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

HEART ATTACKS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2.i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

BRAIN CLOTS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Cerebral thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cerebral thrombosis 

(B.2.i.3) Start Date 1B.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

- ~ spontaneous report received from a contactable reporter(s ) (Consumer or other non HCP), Program 1D: 

A patient ~no qualifiers provided) received COVI□-19 Vaccine - Manufacturer Unknown , as dose number unknown, 
single (Bat.ch/Lot number : unknown) for covid-1 St immunisation. The patient ' s relevant medical history and 
concomitant medications were not reported. 
The fol lowing information ,,.,as repor-ted : MYOCARDIAL INFARCTION (death), outcome " fatc:11 ", described as " heart 
attacks"; CEREBRAL THROMBOSIS (death) , outcome '' fatal ", described as "brain clots". The patient date of death was 
unknown . Reported cause of death: "heart attacks", "brain clots". It was unknown if an autopsy was performed. 

Clinical courses : the reporter can not confirm if the patient took Pfi2er or Moctern"3, . 

No follow-up attempts are possible; informat i on about lot/bat.ch number cannot be obtained . No further information 
is expected. 

Follow-up (14Apr2022) : This is a spontaneous follow-up report from the same contactable consumer . 
Updated in fo rmat.ion incl oded: new events (heart attacks, brain cl ot.s) . 

No follow- up attempts are possible; info:rmat.ion about. lot/bat.ch number cannot. be obt.ained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Normal high range (B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 05395819 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart a ttack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebra l thrombos i s 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Indication MedDRA version (B.1.Bt.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 

Page*5 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 05395821 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200463293(2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1----------------'-~-'-----~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20220315 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220114 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) 

Yes 

Regulatory authority's number (A.1.10.1) 

Company number (A, 1.10.2) 

CA-PFIZER INC-202200463293 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1} 

PFtZEIUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER rNC- 202200463293 

{2) E2B_05395819, (2) E2B_05395852, (2) E2B_ 05395857 , (2) E2B_ 05395856, (21 E2B_05395860, (2) E2B_05395856, (2) 
E2B_05395360, (2l EW_053958 l 9, (2) E2B_05395852, (2) E2ll_05395857 

Report nullification? (A.1.13) 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil ~ PFIZER 

UNKNOWN 

Date of birth {B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
{B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Reason for numftcation (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05395821 (1) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Page: 609 of/de 2, 140 
A2023000085 



ATIA-19(1 ) 

Reaction/event as reported by primary source 

HEART ATTACKS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

BRAIN CLOTS 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Cerebral thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cerebral thrombosis 

(B.2.i.3) Start Date 1B.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This is a spontaneous report received from a contactable reporter(s ) (Consumer or other non HCP), Program 1D: 

A patient ~no qualifiers provided) received COVI□-19 Vaccine - Manufacturer Unknown , as dose number unknown, 
single (Bat.ch/Lot number : unknown) for covid-1 St immunisation. The patient ' s relevant medical history and 
concomitant medications were not reported. 
The fol lowing information ,,.,as repor-ted : MYOCARDIAL INFARCTION (death), outcome " fatc:11 ", described as " heart 
attacks"; CEREBRAL THROMBOSIS (death) , outcome '' fatal ", described as "brain clots". The patient date of death was 
unknown . Reported cause of death: "heart attacks", "brain clots". It was unknown if an autopsy was performed. 

Clinical courses : the reporter can not confirm if the patient took Pfi2er or Moctern"3, . 

No follow-up attempts are possible; informat i on about lot/bat.ch number cannot be obtained . No further information 
is expected. 

Follow-up (14Apr2022) : This is a spontaneous follow-up report from the same contactable consumer . 
Updated in fo rmat.ion incl oded: new events (heart attacks, brain cl ot.s) . 

No follow- up attempts are possible; info:rmat.ion about. lot/bat.ch number cannot. be obt.ained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Normal high range (B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05395821 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart a ttack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebra l thrombos i s 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Ind ication MedDRA version (B.1.Bt.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 05395849 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 202200417791 (2 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------------'----'-'---'------~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220315 
CCYYHMDD 

Additional documents? (A.1.8.f) 

No 

20220414 
CCYYM.'IDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1 .10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFI~ER INC-202200417791 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF1ZERJNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!ZER tNC- 202200417791 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL {12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

l.ountry drug ootainea \ts.4.K.2.3) 1:1atcnI1ot no. {ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorizaUon/applicaUon: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Acllon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B,4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4,k.18.1 b) 

Organ failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Canada Vigilance AER#: I E2B 05395849 (1) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Organ failure 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sepsis 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sepsis 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.o) 

At.:t. ORGANS SHOT OOWN, S!i.i'SIS SET IN~ SRE OIEP 

Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Organ failure 

(B.2.1.2.a) Reaction/event MedDRA term (PT) 

Organ failure 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

NIA 

Duration (8.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.s1 

f'atal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

ALL ORGANS SHUT DOWN, SEPSIS SET IN AND SHE DIED 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedORA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8.2.1.7.1) 

Reaction/event MedDRA term(LL T) 

Sepsis 

Reaction/event MedDRA term (PT) 

Sepsi s 

(B.2.i.3) Start Date (B.2.i.4) 

(8.2.1.7.2) 

(B.2.1.1.b) 

(B.2.1.2.b) 

(8.2.i.6) 

report received from a contactable reporter ts) (Consumer or other non HCP), Program lD: 

A female patient (unknown if pregnant) received BNT162b2 (COMIRNATY ) , as dose number unknown , single (Batch/Lot 
number : unknown} for covid-19 immunisation. The patient 1 s relevant medical history and concomitant medications 
were not reported. 
The following information was reported : ORGAN f'AILURE (death) , SEPSIS (dea t h) , outcome "fatal " and alJ. described 

as "all organs shul. do1,m, sepsis set in and she died". The patient date of deal.h '""cl:s unk.noYJJ'l . Reported cause of 
death: 11all organs shut down , sepsis set. in11

• 1 t was unknown if an autopsy was performed . 

Clinical courses : 'The death occurred "''it.h i n a l'l'LOnth of .teceiving the "J"accine . 

No follow-up attempts arc possible; information about lot/batch number cannot be obtained . No further information 
is expected. 

Follow-up <14Apr2022) : This is a spontaneous follow-up report from the same contactable consumer . 
Updated information included : Patient's gender, new events (organ failu,re and sepsis) . 

No follow- up attempts ate possible; info:rmat.ion about lot/batch number cannot be obLained. No further information 
is expected . 

Page*3 
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Canada Vigilance AER#: E28_05395849 (1) 
Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB,S.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1eJ Normal low range (8,3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures (8,3.2) 

--- - --~ --- - - -~~ - - -- -- -

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 , 0 Organ failure 

Start date 1B.1.7.1c) Continuing (6.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 5epais 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.sc) End date (B.1.Be) 

Indication MedDRA version (B.1.st.1) Indication (B.1.81.2) 

Reaction MedORA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Pagd4 

(B.3.1.3) 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 05395852 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200463296{2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-----------~~-""----'---~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Olsabllngllncapacltating? No 

20220315 
CCYYHMDD 

Additional documents? (A.1.8.1_) 

No 

20220414 
CCYY!-1.'1D D 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200463296 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFtZEIUNC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_05395821 , (2) E2B_05395821 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER !NC- 202200463296 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05395852 (1) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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ATIA - 19(1) 

Reaction/event as reported by primary source 

HEART ATTACKS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

BRAIN CLOTS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Cerebral thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cerebral thrombosis 

(B.2.i.3) Start Date 1B.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

report received from a contactable reporter(s ) (Consumer or other non HCP), Program 1D: 

A patient ~no qualifiers provided) received COVI□-19 Vaccine - Manufacturer Unknown , as dose number unknown, 
single (Bat.ch/Lot number : unknown) for covid-1 St immunisation. The patient ' s relevant medical history and 
concomitant medications were not reported. 
The fol lowing information ,,.,as repor-ted : MYOCARDIAL INFARCTION (death), outcome " fatc:11 ", described as " heart 
attacks"; CEREBRAL THROMBOSIS (death) , outcome '' fatal ", described as "brain clots". The patient date of death was 

unknown . Reported cause of death: "heart attacks", "brain clots". It was unknown if an autopsy was performed. 

Clinical courses : the reporter can not confirm if the patient took Pfi2er or Moctern"3, . 

No follow-up attempts are possible; informat i on about lot/bat.ch number cannot be obtained . No further information 
is expected. 

Follow-up (14Apr2022) : This is a spontaneous follow-up report from the same contactable consumer . 
Updated in fo rmat.ion incl oded: new events (heart attacks, brain cl ot.s) . 

No follow- up attempts are possible; info:rmat.ion about. lot/bat.ch number cannot. be obt.ained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Normal high range (B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05395852 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebral thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Ind ication MedDRA version (B.1.Bt.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 

Page*5 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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2021/07/161 1 :20:58 

ATIA-19(1 ) I 
FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 

,,---,, La declaration des effets secondaires (aussi appeles « effets indesirables ») de pro-duits de 
• \ante commercialises a u Canada peut contribuer ~ !'identification d'effets secondaires graves 

ou rares, ce qui peut entrainer la modification de !'information sur l' innocuite du produit. 

Vouillcz cnvoyer le ~ormula1re rernpli 
par telocopieur au 1-866 678-6789. 

Pour de plus arnples renseignements, 
composez le • -866-234-2345 

PROT£G ~ • B • LORSOUE RE MPU-

Les irs1ructions sur la fa'°n d• wmpleter et de s0vmel\re le present formula ire ainsi que l'infcrm&tion concern ant 
la confidentialite ,., trouvent A la page i. Completer tau, les items obligatoit'<l'S; indiques par un •. et fournir autant 
d'iriformation que possible pol-" los autte, items. 

oz 

s. :.Ant~ct_d.;9ts.!"~i~qu~:.,r~u)res r~,n•~igne\llen~ pert_\nen~p,1j!rg/es; ~~-~iiss~. - • • 
_:,ofi5omijiatioij -~ f.ibac/d'alcool, dysfo!lc\ion,nerrient· he~tique,' etc\ . .... • , . • • • 

N'C..cor~r~ --t~~ o~/'2.cn\ 
\~ I ~'1.t_ ~fl- '"2. I \,-_~e "-{ .I 
\1-J(.. (V\ '('If\.,~~ 1./h.o ~ • 

9. ,Choi,ii-·~e qui YOUS decrit lo mioux 

□ CoMommateur ou autre non-professionnel de.la sante 

4. N' du lol • 5.,N° du. DIN / N~ ou'Nl'N • 

7 .. 9o. le,pro_duit a•t-il'ete,achetk/obtenu? 

,B""ai~a.da 
0 E:tats-Unis 
□ Autre (specifier) , _ ____ _ 

El Pharmacia ~e, c!,r_ 
0 tpicerie 
□ Internet J. ~0(.. '-

Autre (speci(,er) : _ ____ _ 

9.-bate de la /in d.;tia~ement 
.. o(aaaa-mm-JD 

·10. ~osologie ; . • • .' · .• • -, f _f'req~~ncc'-, ,- : . . ·12. vciie',fadtninistra~on du 
(con<:entration,.quahtite) . (p." ox:2 fols parjour) : • produit (p, eX:,yoie orale) 

- \M. 

13. Pourquoi le produit a,-t;11'~16 p.ris/proscrit'i" 

14. Est-ce:que J'u6Iisa\iot(du-prod~lt a c~sstl.i ';1~; S_i l'uti&sati_on f.1 pro\foif a cx=o, 
suitil,°{l'app,1ijtioiiae:J•effersecon&(<>1?.' · ', , • leffet seicondai'ie ,s'ast;il·arrete7 

C Auire proressionnel de la sante.(specificr) : _____________ f---'--..:..'-'-------'----+-'--...;...--------'--------1 

1----..,-----------------.,--,------,-,f □ Oui □ Oui 
9.· Cela. a-i'.11 "ete decl~re ~u fabrleant? □ Non .a-'Non 

f-□--0-u.:..il(,-,--No-n-'--'--'---'------------------~ 0 Ne s'appliqu_e..:pa_ s _____ ---4 

' , I ' ' , _ >f' ) • ' , . t '..-'" ' < - , !/:> , • . , . ' i 

C)E~fets€concta,1re , • • · .. , • • · , - :. • ; , 
. ' - -' ' - , - ~. 

16. Est-ce que l'utifisation du p,oduit 
a recomnience sUite a 1'arit de 
l'e!'fet secondaire7 • 

17. Si l'utilisaLion a ete recommenc~e. 
l'effe"t secondaire s'esHI reprocluit? 

1, Ni~ti aJ:;~~~rit~;i:lii'fe~el:se • 
b-::::,....,.;,--,--- ---._e,_;j □ Oui □ Oui 

D<id,~ (fournir l,1 date) 
C Met la vie en danger 
□ Hospitalisation 

lncapacite 
□ Malformation-collger,tale 

[J Non □ Non 
.a-1-le s' appliquo pas Jia""'l(le •••pplique pas 

18, Probab<'llte que le produit aii cause.l'effet seoondaire 
□ Pmlongation d'une hospitalisation 
f-------------------------------1 □ Certain ~as di1ponlblo / incnpabic de Yerifier 

2• Retablissement suite ~-rl'.c_ffi_e_t _se_c_o_nd_a_lre_· _ _________ _____ --j □ ProbablemenVvraisemblablement □ Improbable 

C Besoin d'une inter,,ention medic;ale 

c:t,(;ion □ lnoonnu □ f'ossib_l_em_ en_1 __________ 0 _ _ Sa_n_s_r•..:.p..:.p_o_r1 _ ______ --1 

□ En cour-s de relablissement (e•pllquer) : 

3. 0alc·du.debut de reffet secondaire' 4. Date dt la· fin de' l'olfet secor>dairo 
(aaaa:mm-fii. ' ' ' ' (noon- 'm-ji) 

s. Dccrire l'1>1/etcsecor.daire (ligne de temps,traiternent, etc.]' 

19. A4.ltffl! prodults de sa~t6 consomm_<i$ aux environs da l'apparitlon do l'offct 
secondaire, e,cluant le traiiel)lent (tem d'utillsation, h!l'\8 de l"!TI • , otc.) 

Pub • 1SOMj ' O,,to • 111v~l 202.0 

Canada 
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lcanada Vigilance AER#: le2B 05395856 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200463298 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------------'----'--------~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20220315 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220414 
CCYYJ1MDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER I!IC-202200463298 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFtZEIUNC 

Duplicate (D) / link (L) Report number(s) (A.1.12) 

{2) E2B_05395821 , (2) E2B_05395821 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B.1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

01her medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFl~ER !NC- 202200463298 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05395856 (1) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

HEART ATTACKS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

BRAIN CLOTS 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Cerebral thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cerebral thrombosis 

(B.2.i.3) Start Date 1B.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This is a spontaneous report received from a contactable reporter(s ) (Consumer or other non HCP), Program 1D: 

A patient ~no qualifiers provided) received COVI□-19 Vaccine - Manufacturer Unknown , as dose number unknown, 
single (Bat.ch/Lot number : unknown) for covid-1!::t immunisation. The patient ' s relevant medical history and 
concomitant medications were not reported. 
The fol lowing information ,,.,as repor-ted : MYOCARDIAL INFARCTION (death), outcome " fatc:11 ", described as " heart 
attacks"; CEREBRAL THROMBOSIS (death) , outcome '' fatal ", described as "brain clots". The patient date of death was 

unknown . Reported cause of death: "heart attacks" , "brain clots". It was unknown if an autopsy was performed. 

Clinical courses : the reporter can not confirm if the patient took Pfi2er or Moctern"3, . 

No follow-up attempts are possible; informat i on about lot/bat.ch number cannot be obtained . No further information 
is expected. 

Follow-up (14Apr2022) : This is a spontaneous follow-up report from the same contactable consumer . 
Updated in fo rmat.ion incl oded: new events (heart attacks, brain cl ot.s) . 

No follow- up attempts are possible; info:rmat.ion about. lot/bat.ch number cannot. be obt.ained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Normal high range (B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 05395856 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebral thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Ind ication MedDRA version (B.1.Bt.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 

Page*5 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 05395857 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200463297 (2 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------------'-,------'--------~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20220315 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220414 
CCYYM."IDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-20 2200463297 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFtZEIUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_05395821 , (2) E2B_05395821 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

·Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PrIZBR 1~C- 202200463297 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05395857 (1) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

HEART ATTACKS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

BRAIN CLOTS 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Cerebral thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cerebral thrombosis 

(B.2.i.3) Start Date 1B.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This is a spontaneous report received from a contactable reporter(s ) (Consumer or other non HCP), Program 1D: 

A patient ~no qualifiers provided) received COVI□-19 Vaccine - Manufacturer Unknown , as dose number unknown, 
single (Bat.ch/Lot number : unknown) for covid-1 St immunisation. The patient ' s relevant medical history and 
concomitant medications were not reported. 
The fol lowing information ,,.,as repor-ted : MYOCARDIAL INFARCTION (death), outcome " fatc:11 ", described as " heart 
attacks"; CEREBRAL THROMBOSIS (death) , outcome '' fatal ", described as "brain clots". The patient date of death was 

unknown . Reported cause of death: "heart attacks", "brain clots". It was unknown if an autopsy was performed. 

Clinical courses : the reporter can not confirm if the patient took Pfi2er or Moctern"3, . 

No follow-up attempts are possible; informat i on about lot/bat.ch number cannot be obtained . No further information 
is expected. 

Follow-up (14Apr2022) : This is a spontaneous follow-up report from the same contactable consumer . 
Updated in fo rmat.ion incl oded: new events (heart attacks1 brain cl ot.s) . 

No follow- up attempts are possible; info:rmat.ion about. lot/bat.ch number cannot. be obt.ained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Normal high range (B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05395857 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebral thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Ind ication MedDRA version (B.1.Bt.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 

Page*5 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 05395860 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20220 04 63299 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------------'-'-----~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20220315 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220414 
CCYY!<!:1D D 

List of documents held by senC,er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regu'latory authority·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER INC-202200463299 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFtZEIU NC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_05395821 , (2) E2B_05 395821 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PrrzER lNC- 202200463299 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05395860 (1) I Page*3 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorizatlon/appllcallon no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4 .k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (8.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebral thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

HEART ATTACKS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

BRAIN CLOTS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Cerebral thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cerebral thrombosis 

(B.2.i.3) Start Date 1B.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This is a spontaneous report received from a contactable reporter(s ) (Consumer or other non HCP), Program 1D: 

A patient ~no qualifiers provided) received COVI□-19 Vaccine - Manufacturer Unknown , as dose number unknown, 
single (Bat.ch/Lot number : unknown) for covid-1 St immunisation. The patient ' s relevant medical history and 
concomitant medications were not reported. 
The fol lowing information ,,.,as repor-ted : MYOCARDIAL INFARCTION (death), outcome " fatc:11 ", described as " heart 
attacks"; CEREBRAL THROMBOSIS (death) , outcome '' fatal ", described as "brain clots". The patient date of death was 

unknown . Reported cause of death: "heart attacks" , "brain clots". It was unknown if an autopsy was performed. 

Clinical courses : the reporter can not confirm if the patient took Pfi2er or Moctern"3, . 

No follow-up attempts are possible; informat i on about lot/bat.ch number cannot be obtained . No further information 
is expected. 

Follow-up (14Apr2022) : This is a spontaneous follow-up report from the same contactable consumer . 
Updated in fo rmat.ion incl oded: new events (heart attacks, brain cl ot.s) . 

No follow- up attempts are possible; info:rmat.ion about. lot/bat.ch number cannot. be obt.ained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Normal high range (B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05395860 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebral thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Ind ication MedDRA version (B.1.Bt.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 05436539 (1) 

Canada Vigilance HC Latest Received Date: 
20220810 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- As trazeneca- 2022Al39288(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------~---"'---'-------"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20220404 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220808 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authoritY's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-As traZeneca- 2022Al3 9288 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MAH AER NVMBER 
MC Carrada 
AZ PRODOOOO 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

N'o 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH • ASTRAZENECA 

UNKNOWN Female 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

56 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Unknown 

Holder and authorization/applicatlon no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k, 18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05436539 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admln istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Reaction assessed (BA.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05436539 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

country drug 01>ta1nee1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100.0mg UNKNOWN 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Asthma 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

ASTHMA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Asthma 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Asthma 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

PRODUCT DOSE OMISSION ISSUE 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Product dose omission issue 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

?roduct dose omission issue 

Term hightlighted by the reporter? (B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion (e.2.i.6) 

No 

Reaction first time (B.2 .1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received from a Health Professional via the regulatory authority in Canada (canadian 
heal th au tho?:: i ty) concern ing a 56-yea:::-old female pa c.ient of Unknown ethnic o?: igin . 

Mo medical history and concomitant products were reported. 

On an unknown date , the patient received Covid-19 Vaccine Astrazeneca (covid-19 vaccine nrvv ad (chadoxl ncov-19)) 
{batch number Unknown) , via i ntramuscular route, for covid-19 immunisation . 

On an unkno\o,ln date, the patient started treatment with comirnaty Vial Contains 6 Doses Of O. 3 cril after Dilution 
(toz'i naroeran) fo r covid- 19 i1nmunisat.ion and Mepolizumab (mepolizu-mab) l 00 . 0 Mil llgram1 subcutaneous, for asthrna . 

On an unkno1,.1n date , che patient experienced asthma (preferred term: Asthma) and product dose omission issue 
{preferred term : Product dose omission issue) . 

It was not applicable if any action was taken with Covid-19 Vaccine Ascrazeneca, Cornirnaty Vial Contains 6 Doses 
Of 0 .3 ml after Dilution and it was unknown if any action was taken with Mepolizumab . 

The patient died from the event of asthma and product dose omission issue on an unspecified date . 

It was not known whether an autopsy was performed . The cause of death was asthma and product dose omission issue 

The reporter assessed the evencs ot asthma and product dose omission issue to be serious due to seriousness 
criteria of death . 

For regulatory reporting purposes , i f a n event is spontaneously reported, at least. a rea9onable possibility of a. 
causal relationship is implied by the reporter , even if the relationship is unkn01.,,m, or unstated. 

Summary of follo\o.1 up information received by /.1.strazeneca/Medimmune on 08-Aug-2022 from Health Professional via 
spontaneous source : Reporter updated to HCP , Reference numbers added , Action taken updated to not applicable . 
Narrative amended .CAUSE OF DEATH: A.STHMA CAUSE OF DEATH : PRODUCT DOSE OM[SSION ISSUE ASTHMA - MEDICAL CONFIRMATION 
BY HEALTH PROFESSIONAL: Yes PRODUCT DOSE OMISSTON ISSUE - MEDICAL CONFIRMATION BY HEALTH PROFESSION/IL: Yes 
The Astra - zeneca COVID- 19 vaccine is an Astraze-neca C,:inada Inc . product authorized under the Interim Order . 

Reporter's comments (B.S.2) 

MedDRA ver-sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_05436539 (1) 
Asthma and Product do5e omission issue are not listed in the company core data sheet of AZD12 22 . Notable, that 
concomitant medication included Mepolizuruab (mepolizumab) 100 . 0 Milligram, subcutaneous , for asthma . Due to 
l i mited info rmat ion oo dsk factors, date of the vaccinati on, circumstances sui::tout'\ding the events, relevant 
medical and family history, detailed etiological and d iagnostic work- up (complete blood analysis including 
inflammatory markers , general physical ~xamination , radiology imaging studies), treatment details a nd in the 
abs@nce of au topsy report., the evaluation did not find @vide.nce to suggest a causal relationship betw<.3en the 
events and AZD1222 . 

Unit (B.3.1•l Normal low range (B.3.1 .1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

. . - . -

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (S.1.7.1a.2) 

26 . 0 As Lhma 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 7 Enddate (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Product dose omission issue 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Source Document : Source Document : 2022-04-04 ex.portPDF COVID-19 VACCINE 

Past drug therapy (B.1.8) 
Drug name [B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.8e) 

Indication MedDRA version [B.1.81.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.89.1) Reaction (B.1 .89.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

title name 

UNKNOWN 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

UNKNOWN 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UN~NOWH 

Reporter city (A.2 .. 1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOl~N CANADIAN flEALrH AUTHORITY 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) l:Qualiflcatlon (A.2.1.4) 

Canada Other health professional 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN 

Reporter department 

Reporter state (A,2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

UNKNOWN 

(A.2.1.2b) 

l:Quallflcatlon (A.2.1.4) 

Other health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 05453849 (O) 

Canada Vigilance HC Latest Received Date: 
20220411 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220411 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200538891 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1---------""----~---'--'-----~-"-----------1 

Type of report 

Stu<.ly 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

202204 07 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220407 
CCYY11.'1DD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2 02200538891 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

lleal lh Cal\acta 
Unknown MAH 
PFIZER!NC 

Duplicate (0) / Link (L) Repdrt number(s) (A.1.t2) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congeniial anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E21>_ 050 ll174 
2 0211214858 
CA-PFIZER I NC- 2022005388 91 

Reason for nullification (A.1.13.1) 

Onset Age 

69 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Chol elithiasis 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 C.rohn ' s disease 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26. 0 Un.known cause of death 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: I E2B 05453849 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA versi<>n (B.4.k.11a) Indication (B.4.k.11 b) 

26,0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL-COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cholelithiasis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Crohn's disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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lcanada Vigilance AER#: I E2B 05453849 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

country arug 01>taInea (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

520 Milligram 

Dosage text (B.4.k.6) 

520 mg. 1 every 8 Weeks 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intravenous (not otheiwise specified) 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Crohn's disease 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

'"' 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 660 of/de 2, 140 
A2023000085 



Reaction/event as reported by primary source 

CHOLELITHIASIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Cholelithiasis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cholelithiasis 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

CROHN ' S DISEASE 

(B,2.1.0 ) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Crohn 1 s disease 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Crohn 1 s disease 

Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

DEATH ----

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghtlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

Death 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Death 

(B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

NON-INTERVENTIONAL POST-MARKETING STODY - PROTOCOL TITLE NOT AVAILABLE 

Duration 

(B.2.i.8) 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

This is ,a, non- interventiona. l study report received from a contactable reporter (sl (.Pharmacist ) from Regulatory 
Authority . Regulatory number : E2B_OSOl177tJ (Health Canadtl ). 

A 69-year-old female patient received COVI0-19 Vaccine - Manufacturer Unknown , as dose number unknown ,. single 
(Ba tch/Lot number : unknown) i n tramuscular for covid-19 immunisation; ustekinumab {STELARA) , (Batch/Lot n umber : 
unknown ) at 520 mg (520 mg , l every S weeks) , intravenous for crohn's disease . The patient ' s relevant medical 
history and concorni tant medications ••ere not reported. 
'The fol lowing information was reported : CHOLeLITHIASIS (death , medically significant), outcome " fatal ''; CROHN I S 
OJSE:AS'E {death, medically significant), outcome " fatal" ; DEATH {death, medically significant), outcome " fatal ". 
The action taken for ustekinumab was unknown . l"he date and cause of death for the p.atient were unknown . 

The reporter's assessment of the causal relationship of "cholelithiasis" , " crohn 1 s disease" and "death" with the 
suspect product(s ) COVID-19 Vaccine - Manufacturer Unknown was not provided at the time at this report . Sine@ no 
determination has been received, t he case is managed based on the company causality assessment . 

No follow-up attempts are possible; information about lot/batch number cannot be obtained. No further information 
is e:><pected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis IB,5.3a) 
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Canada Vigilance AER#: E28_05453849 (0) 
Sender's diagnosis (B.s.3bi 

Sender's comments (B.5.4) 

Based on known drug $afety profile, there is reasonable possibility of causal ~ssociar:ion bet.ween the events 
CHOLE'.LITHIASIS, CROHN ' S DISEI\.SE , a nd DE:ATH and BNTl 62B2 . 

The i mpact o f this r epor t on the benefi t/ri sk p~ofile o f the Pfi zer product is evaluated as pa r t of Pfize r 
procedures for safety evaluation, including the review and analysis of aggr egate data for adver se even ts . Any 
safety concern identified as part of this review, as well as any appropriate action in response, will be promptly 
notified to regulatory authorities , Ethics Committees , and Investigators , as appropriate . 

Unit (B.3.1t) Normal low range (B.3.1.1) Normal high range (B.3. 1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

--------------------------------------------------------
Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Unknown cause of deat.h 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Cholelithiasis 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Crohn ' s disease 

Start date (B.1,7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date 10.1.Sc) End date (B.1.Se) 

Indicat ion MedORA version (B.1.81.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B .1.10.6) 

(B.1.7.11) 

(B.1.7.11) 

(B.1.7.11) 
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Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.Bf.1) Indication (B.1.10.a1.21 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2•) 

!

Reporter country 

Canada 

(A.2.1.3) 

!
Qualification 

Pharmacist 

Project No 

Observed study type (A.2.3.3) 

Other studies 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

I Middle name (A.3.1.ld) 
-
Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 

(A.2.1.4) 

(A.2.1.1dl 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: I E2B 05473491 (1) 

Canada Vigilance HC Latest Received Date: 
20220504 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200582438(2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------------------'------~-~-----~--j 

Type of report 

Publi,.hod 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6} 

MAH/Sponsor Latest Received Date {A.1.7) Disabllngllncapacltating? 

Yes 

No 

20220414 
CCYYMMDD 

Additional documents? (A.1.8.1) 

Yes 

20220430 
CCYYJ1MDD 

List of documents held by sender (A.1.8.2) 

Life threatening? 

Congenital anomaly/birth 
defect? 

01her medically important 
condition? 

No 

No 

Yes 

fUil (P~D/ SRD: 30A~~2022) tull publication, lnitiat {PRO/SRD 14Apr2D22) full publitation 

Fulfill expedited criteria? (A.1.9) Regulatory· authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202200582438 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Souree(s) (A.1.11.1) 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER rnc- 2022oosa2438 

Reason for nullification (A.1.13.1) 

Onset Age 

27 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 

Page: 665 of/de 2, 140 
A2023000085 



Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL {12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

l.ountry drug ootainea \ts.4.K.2.3) 1:1atcnI1ot no. {ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorizaUon/applicaUon: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Acllon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B,4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date (8.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4,k.18.1 b) 

Antibody-mediated_ rejection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: le2B 05473491 (1) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Antibody-mediated rejection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Clostridium difficile infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMAC!::UTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Clostridium difficile infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Organizing pneumonia 

Source of assessment (B.4.k.18-2) Method of assessmeI1t (B,4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Organizing pneumonia 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k_.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18,4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

f'l/A 

Result (B.4.k.18.4) 

NIA 

the o 
ana um 'lt 
ur I 

anada 

Page«J 
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lcanada Vigilance AER#: le2s 05473491 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METHYLPREDNISOLONE 

Active Substance names (B.4.k.2.2) 

methylprednisolone 

country drug 01>talnee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

0osago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Rejection acute hepatic 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

CLOSTRIDIUM DIFFICILE INFECTION 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) Reaction/event MedORA term(LL T) 

Clostridium diffi~ile infection 

(B .2.i.2.a) Reaction/event MedDRA term (PT) 

Clostridiu.m difficile infection 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

MedDRA version for 
reaction/event term LL T 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

Fatal 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Antibody-mediated rejection 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Transplant rejection 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

ORGANIZING PNEUMONIA 

(8.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.1.a) 

(B.2.1.2.a) 

Term hlghtlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Organizing pneumonia 

Reaction/event MedDRA term (PT) (8.2.i .2.b) 

Organising pneumonia 

(B.2.1.3) Start Date (B.2.1.4) End Date (a.2.1.S) Duration 

Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

!Fatal 

(B.2.1.6) 

(8.2.i.6) 

(8 .2.1.6) 
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ATIA- 19(1 ) 

A 27-year-old male patient received BNT162b2 (BNT162B2) , as dose 2 , single (Batch/Lot number: unknown) for 
covid-19 immunisation. The patient ' s relevant medical history included: "bilateral lung transplant 
recipient0 (unspecified if ongoing); "cystic fibrosis" (unspecified if ongoing) ; "Antibody-Mediated 
Rejection" (unspecified if ongoing}; "grade 2 rejection" (unspecified if ongoing) . Concomitant medication(s ) 
included: METHYLPREDNISOLONE taken for liver transplant rejection . Vaccination history included: Bntl62b2 (bose 
1) , for covid- 19 immunization. The following information was reported : CLO$TRlDIUM DIFFICILE INFECTION (death , 
hospitalization, medically significant) , outcome "fatal"· TRANSPLANT REJECTION 
significant) , outcome "fatal •• , described as 
ORGANISING PNEUMONIA (death, hospitalizat,c,n, mecuca y s.gnl 1can , ou com6 
pnellmonia". The p~tient llnderwent the following laboratory tests and procedures: Antibody 
.temajned elevated; aroncho.scopy : Negative , notes : infectious etiology; Computerised e e • • II I I• e I tent 
with org~niz ing pneumonia, notes : vezsus opport.~mistic infection; HLA marker study: 

not.es:.................. were result 
infoction 

dea 

transplant recipient ra1..ses cl i n1.cal suspi cion 
select population. 

serious adverse event this 

No follow-up attempts are possible; information about lot/batch number cannot be obtained . No further information 
is ex:pected. 

Follow- up 00Apr2022) : This ls a literatnre report for the follow ! ng literature source(s ) : 

This is a follow-up report based on the receipt of the 
publication; the case has been updated to include additional information identified in the publication . Updated 
information included narrative updated with follow up statement. 

No follow-up attempts are possible; information about lot/batch number cannot be obtained . No further information 
is expected. 

Reporter's comments (8.S.2) 

MedDRA ver sion for sender's diagnosis (B.S.3a) 

Sender's diagnosis (B.S.Jb) 

Sender's comments (B.S.4) 

Based on the informat1.on provide and plausible temporal association, the causality between BNT16282 and events 
cannot be completely excluded. 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety ~valuat:ion, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part of this review, a.s well as any appropriate action in response, t,•ill be promptly 
notified to regulatory authorities , Ethics Committees , and Investigators , as appropriate . 

Page: 670 of/de 2, 140 
A2023000085 



ATIA -19(1) 

Antibod y t est 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

Bro nchoscopy 

Unit (B.3.1o) Normal low range (B,3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

Normal high range (B.3.1.2) 

Test result 

Negative 

Normal high range (B,3.1.2) 

Test result 

remained e l evated 

More info 

No 

(B.3.1d) 

More Info 

Yes 

(B.3.1d) 

(B.3.1.3) 

(8.3.1.3) 

CT !!Can fi ndings consistent w!th organizing pne umonia 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1cl 

Human l eukocyte a ntigen test 

Unit (B.3.1eJ Normal low range 

Results of tests and procedures (B.3.2) 

HLA marker study():and 
Bronchoscopy():infectious etiology 

(B.3.1.1) 

Computerised tomogram():versus opportunistic infection 

Normal high range (B,3.1.2) 

- - ~ - --- ------ -- - ---- - --- - -· - -- - - -~ ---------- --~- - ----- -- -

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Lung transpla nt 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a,2) 

26.0 Cys tic fibr os is 

Start date (B.1.7.1e) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Antibody - medi a ted rejection 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1o.2) 

26 . 0 ~ej ect ion c hronic hepati c 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Clostrjdi um di f f i c l l e i nfectJ on 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

IMedDRA version (B.1 .7.1a.1) !episode name (B.1.7.1a.2) 

More info (B.3,1.3) 

- -- -- ----- - -- - - ------- ----
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Canada Vigilance AER#: IE2B 05473491 (1) 
26 . 0 Antibody- mediated rejection 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name 

BNT 162B2 

(B.1.8a) 

Start date (B.1.8c) 

Indication MedORA version 

?6 . 0 

(B.1.81.1) 

End date (B.1.8e) 

Indication (B.1.a1.21 

cov ro-19 immull izat I on 

I Page~8 

(B.1.7.11) 

I 

-----------------------
Reaction MedDRA version (B.1.8g.1) Reaction (B.1.ag.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy {B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.S..) 

MedORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA version for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.7.11) 
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ATIA-19(1) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.Jc) 

Street (A.3 .1.4a) 

-
City (A.3.1.4b) 

Postcode (A.3.1.4<1) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3,2,31) 

Email address (A.3.2.31) 

IA,2.1.1b) 
name 

(A.2.1.1d) 

Reporter department 

Department of Medicine 

(A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) Reporter country 

Canada Other health professi onal 

I Middle name 

!Middle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3•) 

Smte (A.3.1.4<) 

Country code (A.3.1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.31) 
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lcanada Vigilance AER#: 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 05414451 (O) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220419 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200564 731 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-----------'-'---~...,_---'--""""----~-'-------~---l 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

202,_ 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

202-
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200564731 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFtZEIU NC 

Duplicate (D) / Link{L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically Important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PttZER !~C- 202200564731 

Reason for nullification (A.1.13.1) 

Onset Age (s.1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

['c'ail"ada Vigilance AER#: le2s 05474451 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 4 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202<1111 202 ... 
CCYYMMDO CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

23 Hours 23 Hours 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event (s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

PHARMACEUTICAL COMPANY Global Introspection 
,., 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

NIA .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

MY AUNT TOOK YOUR 4TH VACCINE SHOT YESTERDAY/ SHE DIED LAST NIGHT AT 11PM 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedORA term(LL T) (B.2. i.1.b) 

Unknown cause of death 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Death 

Start Date 

2022 

(B.2.1.4) End Date (B.2.1.5) Duration 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable report e 1 (s ) {Consumer o:r ot.her non HCP) . 

(B.2.1.6) 

A female patient .::eceived BNT162b2 (COMIRNATY), o n ~ 022 as dose 4 (booster), single (Batch/Lot number : 
unknown ) for covid- 19 immunisation . The patient's relevant medica l history and concomitant medications were not 
reported . Vaccination history included: Covid-19 vaccine (DOSE 1; MANUFACTURER UNKNOWN) , for COVID-19 
inunun isatiOni Ccvid-19 vaccine (COSE 2 ; MANUFACTURER UNKNO\'ilN) , for COVID-19 irrununisation; Covid-19 vaccine (DOSE 
3; Ml\tlUFACTIJRER UNKNO>IN) , fo,:: COVID- 19 immunjsa~ion. 
The following information w,;1s r:eported : DEATH (death) with onset.~ 02 2 at 23 : 00 , o \lt.come " fatal" , described a s 
"My aunt took your 4th vaccine shot yesterday/ She died last night at llpm" . The patient date of death was 

022 . The reported cause of death was unknown . 
a o low-up attempts are possible; information about lot/batch n1.1rnber cannot be obtained . No fl.1rther information 

is expected. 

Reporter's comments (8.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.S.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1a) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

-

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.8a) 

COVID-19 VACCINE 

Start date (B.1.8c) 

Indication MedDRA version 

26 . 0 
26 . 0 
26 . 0 

Reaction MedDRA version 

(B.1.8f.1) 

(B.1.8g.1) 

End date (B.1.8o) 

Indication (B.1.81.2) 

COVID-19 immunisation 
covro-19 'i.rnm.unisation 
COVID- 19 immunisation 

Reaction (B.1.8g.2) 

Start date 10.1.1O.1.,c) Continuing (B.1.1O.1.1dJ 

Comments (B.1.1O.1.1g) 

Relevant medical history / Concurrent conditions text (B.1 .1O.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.1O.8a) 

Drug start date (B.1.1O.8c) Drug end date (B.1.1O.8e) 

MedDRA version for Indication (B.1.1O.81.1) Indication (B.1.1O.81.2) 

MedORA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

(B.1.1O.7.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PR!VACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
:Qualification (A.2.1.4) 

Consumer/other non he.alth p :r.-ofessional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lc anada Vigilance AER#: le2B 054s232s (2) 

Canada Vigilance HC Latest Received Date: 
20220810 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2022Al54136(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------------"---'--------"----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

2022.0418 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220808 
CCYYM.'1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedltl!d criteria? (A.1.9) Regulatory authority 's number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2022Al54!36 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CANADA HEAtTH AUTHORTTY 
MC Canada 
MAH AER Number 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

N'o 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - ASTRAZENECI\ 

UNKNOWN Female 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA-AstraZeneca-2022Al54136 

Reason for nullification (A.1.13.1) 

Onset Age 

69 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.SML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

1.,;ountry arug ootainea \ts.4.K.:.!.:J/ tsatcn11ot no. \ts.4.K.3) 

Unknown 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k. 17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of ·assessment (B.4.k.1 S..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI D-19 prophylaxis 

Drug end date (8.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratl-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05482328 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

KLSOH12 KLSOH12 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

520 Milligram, 1 every 8 (weeks) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intravenous (not otherwise specified) 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Crohns disease aggravated 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021 
CCYY 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 
., 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Yes 2021 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

FLARE UP OF CROHNS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Yes 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Crohn 1 s disease aggravated 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Crohn 1 s disease 

Start Date IB.2H) End Date (B.2.i.5) 

2021 

Durat ion 

Reaction first time (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

GALLSTONES 

(8.2.i.O) 

Unknown 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghtlighted by the reporter? 

Yes 

(B.2.1.3) 

Gal ls t ones 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Chole lithiasi s 

Start Date (B.2.1.4) End Date (B.2.1.5) 

2021 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Unknown 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

A 3pontaneous report has been rece i ved from a pharrnaci st v.ia the regulatory authority in Canada (CJ!..NADA HEALTH 
AUTHORITY) ,. concerning a 69 year old female pat..ient. of unknown ethnic origin . 

The patient. ' s past and current medical history included crohn ' s disease {ongoing) and unknown cause o.f death 
(dates not reported) . No concomita n t products •,.;rere reported . 

On an unknown date 1 the patient received unknown dose of Covid-19 Vaccine (covid-19 vaccine nrvv ad (chadoxl 
ncov- 19) ) (batch number Unknown) , via i n tramu scular route , for covid- 19 prophylaxis . During 2021, the patient 
started treatment with Stelara (ustekinumab) (batch number{s) KLSOH12 KLSOH12 ) {expiratio n date 30- Nov- 2025), 520 
Milligram, 1 every a (weeks), intravenous (no t otherwise specified) , for crohn ' s disease . 

During 2021 , the patient experienced flare up of crohns (preferred tet:m: Crohn ' s disease) with covid '\•accine , 
gallstones (prt>fern,ct tern: Cholelithiasis) ancl the patient pass.,.d away; diecl (pr~f<>rred term : Death). On an 
unknown date , the patient had gallstones and w11s going for ultrasound and blood work . 

Actio n taiken with Covid-19 V,;1.ccine and Stel;1ra w,;1.s not applicable- . 

The outcome of the events at flar~ up of crohns and gallstones wa 3 unknown. 

t.. Wil S unknown if. '1.Ut.opsy vias pe1fo1:med, The cause of. death Wc'IS unknown. 

The reporter assessed the- event of passed away to be ser ious due to ser iousness c r iterion of death . The reporter 
assessed the events flare up of crohns , galls~ones and passed away to be serious due to seriousness criterion of 
important medical event . 

For regulato ry reporting purposes , Han event is spontaneously reported , at least a reasonable possibility of a 
causal rela tionship is implied. by the reporter, even if the relationship is \.mkno•.,m or unstated . 

Summary of follow up information received by AstraZcneca/Medlmmune on 18-Apr-2022 from Pharmacist via spontaneous 
source: Primary reporter cha nged from consumer to pharma cist, case medically confirmed ticked . Report corrected 
on 21-Apr-2022 : New reference reporter added with the last name MAH AER Number . Narrative amended. 

Summary of follow- up infomation :r:ecei ved by AstraZeneca/Medimmune on 06- P..ug- 2022 from a phar1nacist via 
spontaneous : Death tab updated; Date of death and cause of death (Unknown cause of death) added . Action taken for 
suspect products updated from Unknown t o Not applicable . Outcome of events flare up o f crohns and Gallstones 
updated from Fatal to Unknown . Details of suspect Stelar a updated . Star t date for all the events added . Coding and 
Event verbatims updated ; verbatim Death updated to Passed away, Crohn ' s disease updated to fla r e up of crohns (LLT 
changed from Disease Crohns to Crohn 1 s disease aggravated , Cholelithiasis to Gallstones {LLT changed from 
Cholelithiasis to Gallstones). New reference reporter added . Relevant history added . Date of birth added . 
Narrative amended . CAUSE OF DEATH : PASSED AWAY CAUSE Of DEATH : UNKNOWN CAUSE OF DEATH PASSED AWAY - MEDICAL 
CONFlRMJ\TlON BY HEALTH PROl"ESSIONAL : Yes rt.ARE ue OF CROHNS - MEDlCAL CONflRMATlON BY HEIUTH PROr"'ESSlONAL: Yes 

GALLSTONES - ME:D!CAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes Lab Test H 10045434 Lab Test P : 10061726 
The Astra-Zeneca COVID-19 Vr1 ccine is r1n AstraZeneca Canad~1 Tnc . product authorized under the I nte,•im Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.S.3b) 

Sender's comments (B.5.4) 

This case concerns a 69-year-old female vaccinee with reported Death and fatal events of Crohn ' 5 disease and 
Cliolelithiasis in association >1ith AZ01222 . Underlying hi story of Cronn?s disease could be considered as 
confounding factor to the event of Crohn?s disease . ~ge of vaccinee and fernale gender could be considered as 
possible risk factors for Chclelithiasis . The cause of death was reported as death , Crohn'?s disease, 
cholelithi asis and deat h . Due to lirr.ited information on baseline health condition before vaccination, relevant 
medical history, relevant family history, concurrent diseases , concomitant medications , date of vaccination, 
start date of using ustekinumab, onset date/clinical course of Crohn ' s disease and Cholelithiasis, date of death , 
details of the e vents , circumstances surrounding the events, further risk factors ( smoking , past a nd rece nt 
infections , genetic predisposition), and detailed d i agnostic and etiologic workup , .autopsy report with confirmed 

the evaluuation did not find evidence t o suggest a causal relationship between the events and AZD1222 . 

Blood test 

Unit (B.3.1o•) Normal low range 

Test date (B.3.1b) Test name (B.3.1c) 

Ul c.r asound scan 

Unit (B.3.1e) Normal low range 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 

(B.3.1.1) Nonnal high range (B.3.1.2) 

Test result 

Unknown 

(B.3.1.1) Nonnal high range (B.3.1.2) 

More Info 

(B.3.1d) 

More info 

(B.3.1.3) 

(B.3.1.3) 
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Canada Vigilance AER#: I E2B 05482328 (2) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Crohn ' s disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 
Yes 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of deat h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Unknown 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.11.2) 

26 . 0 Death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of deatn 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7,1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

I 

(B.1.7.11) 

(B.1.7.1f) 

(B.1 .7.11) 

(B.1 .7.11) 

End date (B.1 .10.7.11) 

Page~6 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVA.CY UNKNOl~N CANADA HEALTH AUTHORITY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

UNKNOWN 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UN~NOWH 

Reporter city (A.2 .. 1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) IQualiflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN UNKNOWN 

Reporter department (A.2.1.2b) 

Reporter state (A,2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) IQuallflcatlon (A.2.1.4) 

Canada Pharmacist 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: I E2B 05499967 (5) 

Canada Vigilance HC Latest Received Date: 
20230127 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAX0SMITHKLIN'F.- CA2022034800(6) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 
1------------'--~~---'----~'--------------j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

2022'11111 
CCYYHHDD 

Add!tlonal documents? (A.1.8.1) 

No 

20230123 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) 

Yes 

Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

CA-GLAXOSl1ITHKLINE-CA2022031800 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CSK 
GSK 
01052547635 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- GSK- t2a_05932303 
CA- GSK- 202201166442 
CA"GLAXOSMITHKLINE-CA2022034800 

(2) , 12) , (2) , (2) , (2 ) , (2) , (2) , 12) , 121 , (21 , (2) , (2) , (1) E2B_05932303 

Report null iflcation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - GLAXOSMITAKLINE 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8 .1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Reason for nullification (A.1.13.1) 

Onset Age 

93 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8 .1.1.1d) 
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ATIA-19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

Country drug obtained (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada BL2S 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

i00 Milligram 

Dosage text (B.4.k.6) 

100 mg, Z, every 4 weeks 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Subcutaneous 

Gestation period (BA.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Eosirwphilic asthma 
26.0 Eosinophilic asthma 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202- 202;111111 
CCYYMMDD CCYYMMDD 

Start period (B.4.k.13.1) Last period (B.4.k.13.2) 
Duration of drug Adm In (B. 
4.k.15) 

259 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

ExpDT=30-JUN-2023 

Drug Recurrence (B.4.k.17) 

MedORA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMAC!:clJTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Reaction assessed (B.4.k.18.1b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Result (B.4.k.18.4) 

No 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (IU,k,18,1a) 

26,0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. 16-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

I E2B 05499967 (5) 

Cough 
--

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18.1b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Drug dose administration interval foe long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug dose administration interval too long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug dose administration interval too long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug dose administration interval too long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Global lnl rospecfion 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I 
Page*3 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

-
Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 
... 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1fl..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

I E2B 05499967 (5) 

Reaction assessed (B.4.k.18.1b) 

Productive cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Productive cough 

Method of assessment (B.4.k.18.3) 

Global Introspection - -- --
Reaction assessed (B.4.k.18.1b) 

Productive cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Productive cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Sputum discolored 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Sputum discolored 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Sputum discolored 

Method of assessment (B.4.k.18.3) 

Global lnrrospection 

Reaction assessed (B.4.k.18.1 b) 

Sputum c iscoloreo 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

I Page~ 4 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No -~ 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.lc18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

I Result (B.4.k.18.4) 
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ATIA-19(1) 

- I E2B 05499967 I Canada Vigilance AER#: (5) Page*5 

PRIMARY SOURCE REPORTER Global Introspection Unknown 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (El.4,k,18,2) Method of assessment (B,4,k, 18.3) Result (B,4,k,18.4) 

PRIMARY SOURCE REPORTER Global Introspection Unknown 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COMIRNATY 

Active Substance names (B.4.k.2.2) 

18atcn/lot no. (B.4.T<.3) ----Country drug obtained (B.4.k.2.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

COVID-19 immunization 
Product used for unknown 
indication 

26 0 Product used for unknown 
26.0 indication 
26.0 Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-cc 0 

Duration of drug Ad min (B. 
Start perlod (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Aclion(s) taken with drug (B.4.k..16) Did reaction recur on readministratl-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

MedDRA version (B.4.k.18.1a) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 
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Canada Vigilance AER#: I E2B 05499967 (5) I Page~6 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) I Result (B.4.k.18.4) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.1S.2) Method of assessment (B.4.k.18.3) I Result (B.4.k.18.4) 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) I Result (B.4.k.18.4) 

Drug chara cterlzatton (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ADVAIR 

Active Substance names (B.4.k.2.2) 

salmeterol xinafoate 
fluticasone propionate 

Country arug oDtamea IB.4.K . .!.3J tsatcn11ot no. {ts.4 .ICS/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

2 Dosage fonns,2 every 1 (Days) 

Dosage text (B.4.k.6) 

2 puff{s). bid. 251250 2 every 1 day 

Pharmaceutical form (B.4.k.7} 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4,k,18,,2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug use for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (6.4.k.18.3) Result (6.4.k,18,4) 
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lcanada Vigilance AER#: le2s 05499967 (S) Pagenl 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENTOLIN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchi lot no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Country of authorlzatlon/applicatlon: Canada 

Structured dosage Info (8.4.k.5) 

2 Dosage forms 

Dosage text (B.4.k.6) 

2 puff(s). Z 100 mcg as needed 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug use for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant INSPIOLTO 

Active Substance names (B.4.k.2.2) 

OLODATEROL HYDROCHLORIDE 
TIOTROPIUJM BROMIDE 

country drug obtained (B.4.k.2.~) Batch/lot no. {8.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Addit ional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug use for unknown 
260 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Old reaction recur on readminist rati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05499967 (S) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant SPIRIVA 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchi lot no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (8.4.k.5) 

2 Dosage forms, 1 every 1 (Days) 

Dosage text (B.4.k.6) 

2 puff(s). qd, 2.5 mcg 1 every 1 day 

Pharmaceutical form (B.4.k.7) Route of admin istr ation (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Drug use for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

['c'ail"ada Vigilance AER#: le2s 05499967 (S) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREGABALIN 

Active Substance names (B.4.k.2.2) 

pregabalin 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

25 Milligram 

Dosage toic:t (8.4.k.6) 

25 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CC D 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (8.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

' 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05499967 (S) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant 
OLODATEROL HYDROCHLORIDE+ TIOTROPIUM BROMIDE 
MONOHYDRATE 

Active Substance names (B.4.k.2.2) 

OLODATEROL HYDROCHLORIDE 
TIOTROPILJM BROMIDE MONOHYDRATE 

Country drug obtained (B.4.k.2.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Batch/lot no. (S.4.k.3) 

Route of administration (B.4.k.8) 

Unl<nown 

MedDRA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of admin (B.4 .k.9) 

Indication (B.4.k.11 b) 

Product used for unknown 
indication 

Duration of drug Ad min (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B .. 4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Reaction (8.2) 
Reaction/event as reported by primary source 
THAT PATIENT IS DECEASED 
MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event terrn PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8.2.i.7.1) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaclionlevent MedDRA term (PT) 

Death 

(B.2.1.3) Start Date 1B.2.1.4) IEnd Date 

I Reaction last time (B.2.i.7.2) 

(B.2.1.1.b) 

1B.2.i .2.b) 

(B.2.1.5) 

!
Outcome 

!Fatal 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.i.8) 

(B.2.1.6) 
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ATIA-19(1) 

~ 

IE2B I Canada Vigilance AER#: 05499967 (5) PageH2 

Reaction/event as re orted b rima source (8.2.i.O) Current reaction 

LUNG INFECTION N.EUMONIA 
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Pneumonia 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Pneumonia 

Term hlghtlighted by the reporter? (8.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) I Duration (B.2.i.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.8) 

Not recovered/not. reso lved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

INTERMITTENT COUGH/INTERMITTENT DRY COUGH -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Cough 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

reaction/event term PT 

26.0 Cough 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Unkno1·m 

Reaction/event as reported by primary source (B.2.1.0) Curront reaction 

DARK GREEN MUCUS SINCE PAST WEEK/WHITE SECRETIONS 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Sputum discol ored 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reactionlevent term PT 

26 . 0 Sputum discol oured 

Term hlghtlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) I Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

PRODUCTIVE COUGH WITH WHITE SECRETIONS 
MedDRA ve.rsion for 

(B.2.1.1 .a) Reaction/event MectDRA term(LL T) (B.2.1,1.b) 
reaction/event term LL T 

26 . 0 Productive cough 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Productive cough 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (8.2.i.5) I Duration 

Reaction first time (8.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

CURRENT INJECTION 022) OUTSIDE THE 7 - DAY TREATMENT WINDOW 
MedDRA version for 

(B .2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Drug dose administra~ion interva l too long 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reactionlevent term PT 

26 . 0 Inappropriate schedule of product administration 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (8.2.i.5) I Duration 

(B.2.1.6) 

(8.2.1.6) 

(8.2.i.6) 

(B.2.i.6) 
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ATIA-19(1) 

Canada Vlglla_n_c_e_A_E_R_#_: ___ ~ E_2_B~ __ 0_54_9~9_9_6_7~ (~5)~----~------~---~----P_a_g_e,_·1~3, 
20220430 

Reaction first time (B.2.1.7.1) (B.2.1.81 

232 Days 

Case narrative (8 .5.1) 

This case was reported by a consumer via regulatory authority and described the occurrence of unknown cause of 
death J.n a 93 ... year- old male patient who received mepolizumab solution foi: injection in pre-filled pen (batch 
number BL2S, expiry date 30th June 2023} for eosinophilic asthma . 

Co- su.spect. products included mepolizuroab autoinject.or device admj nistration system {bat ch number BL2S~ expiry daLe 
30th June 2023} for eosinophilic ~sthma , mepolizumab solution for injection in p:c:e- :filled pen (batch number H36E, 
expiry date 30th September 2023) for eosinophilic asthma , mepolizumab autoinjector de.vice admi nistration system 
(batch number 1136E, expiry date 30th September 20231 !or eosinophilic asthma and tozir,am.,ran (Comirnai:y l solution 
for injection for covid-19 immunization. 

Additional subject nCttes included Patient was A.febrilP. . PJtient h istory was unknown . ConcomitanL. products 
included fluticaisone propionate+ salmeterol xinafoate (Advair) , Sl\lbutnmol (Vcntolin } , olodaterol hydrochloride+ 
tlotroplum bromido (!nspiolto), tiot,opium bromide (Spiriva), pr.-gabalin and olodaterol hydrochloride , tiotroplum 
bromlda monohydrote . 

On 2021 , the patient started mepolizumab (subcut,::1neous) 100 mg {see dose tex t ), mepolizumab 
autoinjector device, mepolizumab {subcutaneous) 1 □ 0 mg (see dose text) and mepolizumab autoinjeccor device . On an 
unknown date , the patient started Comirnaty at an unknown dose and frequency . On an unknown date: , the: dose was 
changecl t o an unknown dose and frequency . On an unknown date, t he dose was changed t o an unknown dose and 
frequency , oliiiiiiliiiii2022, the dose was changed to an unknown dose and frequency . On 2022 , 232 da:ys 
after starting mepolizumab, rnepolizumab autoinjector device, mepolizumab and mepolizumab autoinj e ctor device, the 
patient experienced drug dose administration interval too long (serious criteria hospitalization and ether : 
Serious pe~ Reporler) . On an unknown date , the patient experienced unknown cause of death {serious crite~ia death 
and GSK medically significa.nc.) , pneumonia (serious criteria hospitalization, GSK medically significant. and other : 
Se::-ious per Report.er) , cough {serious criteria hospitalization a nd other : Serious per Reporter), sputum discolored 
(serious criteria hospitalization and other : Serious per Report er} and productive cough (serious crit.eria 
hospitalization and other : Serious per Reporter ). The subject was treated with prednisone and antibiotics nos 
(Antibiotic (Active Ingredient Unknown ) } . On an unknown date, the outcome of the unknown cause of death was fatal 
and the outcome of the pneumonia was not recovered/not resolved and the outcome of the drug dose administration 
jnLerval t.oo long , cough, sputum discolored and productive cough Y1ere unknown . The reported cause of death was 
unknown cause of death . 

I t was unknown if the reporter considered the unknown cause cf death , pneumonia , cough, sputum discolored, 
productive cough and drug dose administration int erval too long to be related to mepolizumab , mepolizumab 
autoinjector device , mepolizumab and mepolizumab autoinjector device . This report is made by GSK withou t 
prejudice and does not imply any admission or liability for the incident or its consequences . 

Ll nk<>d case (S) i nvolvl ng the same paLlent : CA202tAMR209964, CA2022 016112 

GSK Receipt Date :- 2022 
Report;er ' ~ Comment$ : Thi$ r~pQrt;: W.f.1.S $Ubmit.t.~c;i via ,;:.h~ ,o-nline ditE;!Gt f,:!:nt;:ry report:ing $y$t.~m . Thi;! p~tio!;'!nt. wa$ al.$0 
the reporter . Reporter type was consumer . Post infusion report mentioned that the patient with intermitt ent cough 
but stable. Nife present . Patient said he had clark ureen mucus since past week and lias afebrile. Patient was 
advised via phone by his physicia n yesterday~ to start his action plan. Patient said he would 
start his Prednisone and antibiotic this aft~ 2022). Injection well tolerated. No issues . Patient 
stable at writer' s departure . No further information provided. Patient history was unknowo . Reporter and Health 
Care Provider (HCP) did nol consent to con~act . 

Follow-up information rec~ived on- 2022 . This follow-up was considered .significant . 
It was reported that. on an unknow~ atient experienced productive cough. On an unknown date, outcome of the 
event produc t ive cough . The causali t y of the event prodi1cti ve cough was unknor.,m , Reporter ' s Comments: Post 
infusion report : Patient stable, wife present . Intermittent dry cough noted . Patient had productive cough with 
white secretions yesterday evening per wife . Respiratory therapist present . Nasal 02 was adjusted from 8LPM to 
7 . SLFM as 02 sat reading was 96%. Injection tolerat.ed well . No jsslles. Patient sta.ble aL depart. No further 
information provided . Summary of changes : Added addition.al event, batch number of s1..1spect. drug . 

Follow-up inf o rmati on received on ~ 022 . Thi s f ollow-up was considered s i g n i ficant 
Report.er ' s Comments : Patient ' s wi ~ ~ed patient was current ly hospita lized since last week . Wife did not 
provide reason of hospitalization . 
Summary of Changes : Event tab got updated . 

FolloY1-up in(ormation 022. 'l'hts folloi,..•-up 1,,,1as consideL~ed .significant . 
Reporter ' s CommenLs : i nfusion report : Pa.Lient hospit.a.lized !or lung infect.ion -
Patient on prednisone 5mg 022 . New medicine~ gabalin 25mg . ~atient had ~ 

~!~~=~/:Jt at dep~~~~r=•t~=~~e~~d m:~~~~n~~:~u:!~ do~~L~; injection 
2

~~
2

• rrr~~2~~1~.~~!~-;~~e~~r N~n!ssues . 

injection - 2022} outside the 7-day treat.ment window . Last dose of d r ug was a ini.stered o n 2022 . It 
was unknow~ he report.er consider ed Lung infection to be related t o covid 19 vaccine . No furt er 1n o rmation 
provided, 
Summary of Changes : Suspect , concomitant , event , narrative . 

Fol-low- up information. received on- 2022 . Thjs follow- up was considered signlf1canl . 
Reporter ' s Comments : This case was received via Nucala Patient. Support Program (Vista) . Mepolizumab dose was given 
every 4 W€.eks . Patient ' s wife reported patient currently hospitalized due to lung in:fection since past 3 weeks . It 
was unknown if t.he reporter considered the lung infection, cough , sput\.lm d i scolored and p r oductive couqh t .o be 
r elated to Comirnat y. No further information provided . 
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Canada Vlglla~n_c_e_A_E_R_#_: ___ ~ E_2_B~ __ 0_54_9_9~9_6_7~ (~5)~ ---------------~----P_a_g_e,_·1...,4 

Follow up information received on - 2022 . This follow- up was considered s ign i ficant . 
Repoi-tet ' s Comment..s : Patient was ~ p.;illiative approach, nucala was to be stopped . No fu1ther in£01-mation 
provided. 
Summary of Changes : ~reduct details updated . Narrative information updated . 
Additional supportive information : Mepolizumab drug used by patient was Nucala . 

Follow- up information received on-◊22 . This follow-up was considered significant . 
Reporter ' s Comments : Case was rec pharmacist via Nucala Patient Support Program {Vista} , It was reported 
t hat paL.ient \,·as deceased . No further i r) forma tion provided. tt was unknown if the reporter cons i.det'ed the unkno•.,;o 
cause of death, lung infection, cough, sputum d is-colored and productive cough to be related to Comirnaty. 
Summary of Changes : Product and event details updated . 

Follow up information 1,1,1as received on 23 Jan 2023 
Reporters comment-This case was received from Health Canada . It was unknown if autopsy was performed . It was 
unknown if the reporter considered the drug dose admJ. n;stration tnterval too long to be related to Cornirnaty . 
Sumrna'l'. of changes- events ser i ousness added, rorrnulat.lons ugctat.ed, concomitant. adde<I, cauaalll_t ugdat.ed 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's d iagnosis (B.5.Jo) 

Sender's diagnosis (B.5.3bJ 

Sender's comments (B.5.4) 

Death , pneumonia, cough , sputum discolored , productive cough and inappropriate schedule of product administration 
are unlisted events which are considered unrelated to GSK drug Mepolizumab and Mepolizumab autoinjector device . 

Oxygen saturation 

Unit (B.3.1•) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.31 

Yes 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Pat.ient. was Af@bril@ . Patienc hist.cry was u nknown . 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.8•) 

Indication MedORA version (B.1.81.1) Indication (B.1.s r.21 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.sg.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

I 
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MedDRA version 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1,10.8C) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (8.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Mepoli zum~b ~atienL ~upport erogi~m 

Sponsor Study no. (A.2.3.2) 

Mepolizumab_PSP 

Reporter 
title 

(A.2.1.1a) 
Reporter g iven 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Mepolizurnab Patient Support Program 

Sponsor Study no. (A.2.3.2) 

Mepoli zurnab_PSP 

Reporter 
title 

(A.2.1.1a) Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Mepolizumab Patient Support Program 

Sponsor Study no. (A.2.3.2) 

Mepolizumab PSP 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Project No 

Observed study type (A.2.3.3) 

Other st.udi es 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state 

Reporter country 

Canada 

(A.2.1.31 

Project No 

(A.2.1.2e) 

Observed study type 

Ot her s r.udi e-s 

PR1VACY 

(A.2.Ubl 

Qualification (A.2.1.4) 

Pharmacist 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) Reporter family 
name 

PR1VACY 

Reporter department (A.2.1.2bl 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qu;ilification (A.2.1.4) 

Canada Ph ysician 

Project No 

Observed study type (A.2.3.3) 

Other studi es 

(A.2.1.1dl 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 05505054 (0) 

Canada Vigilance HC Latest Received Date: 
20220426 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220426 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20220062 0 966 (l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-----------'------"-'------~--~-----~----,.j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220422 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220422 
CCYY!<l'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER I!IC-202200620966 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFtZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFtZER !NC- 202200620966 

Reason for nullification (A.1.13.1) 

Onset Age 

88 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1.,;ountry arug ootarnea (B.4.K.2.3) t1atcn11ot no. \1:$.4.K..3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 0250921 O 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

28.0 COVID-19 immunization 

Start date of drug {B.4.k.12) Drug end date {B.4.k.14) 

Duration of drug Admin (B. 
Start period (8.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessmMt (8.4.k.18.3) 

Globaf Introspection 

Reaction assessed (B.4 k.18.1 b) 

Clot blood 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: I E2B 05505054 (0) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Leg pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4 .k.18.1b) 

26.0 Leg pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Pneumonia 

Sourcf! of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k,18.1b) 

26.0 Pneumonia 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 
Result (8.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

the o 
ana um 'lt 
ur I 

anada 
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Reaction/event as reported by primary source 

PNEUMONIA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Pneumonia 

Reaction/event MedDRA term (PT) 

Pneumonia 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

BLOOD CLOT 

(B,2.1.0) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Clot blood 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

Start Date IB.2H) End Date (B.2.i.5) Durat ion 

Reaction first time (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source 

LEG PAIN 

(8.2.i.O) Current reaction 

-----
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hlghllighted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Leg pain 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Pain in extremity 

(B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

(B.2.i.8) 

This is a spontaneous report received from a contactable reporter (s) (Consumer or other non HCP) . 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

An 88- year- old male patient received BNT162b2 (COMlRNATY), as dose nur:nber unknown, single (Batch / Lot number : 
unknown ) for covid- 19 immunisation. The patient ' s relevant medical history and concomitant medications were not 
reported. 
The following information was reported: PNEUMONIA (death, medically significant) , outcome " fatal " ; THROMBOSIS 
(medically significant) , outcome " unknown", described as ''blood clot" ; PAIN lN EXTREMITY (non-serious) , outcome 
"unknown", described as "Leg pain" . The event "blood clot" required emergency room visit . Therapeutic measures 
wer e taken as a result of thrombosis . The date and cause of death for tlie patient were unknown. It was not 
reported if an autopsy was performed . 

Clinj cal course : Patient had leg pain . Got the vaccine , 1JJent to the hospital and he had a blood clot and he got 
started on the blood clot medication. Then the doctors said t.hat it was pneumonia , they took him off the 
medication and he d i ed \dthin 6 hours. 

No follow-up attempts ar-e possible; information about lot/batch number cannot be obtained . No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 

Sender's diagnosis (B.5.3b) 

(B.5.3a) 
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Canada Vigilance AER#: E28_05505054 (0) 
Sender's comments (B.5.4J 

Unit (B.3.1•·) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

I Results of tests and procedures (B.3.2) 

-·--- --- - --- --~ --- - ---------·- - ----
Patient Medical History (8.1.7) 
MedDRA version (B,1.7.1a.1) Episode namo (B.1.7.lo.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.lc) Continuing (B.l.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.lg) 

Relevant medical history/ Concurrent condit ions text (B.1.7.2) I 
I 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End date (B. 1 .so) 

Indication MedDRA version 1s.1.s1.1J Indication (B.1.a1.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.lc) Continuing (B.1.10.7.1dJ End date (B.1.10.7.11) 

Comments 1s.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1 .10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1 .10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

Med ORA ve rs Ion for reaction (B.1 .10.Sg.1) Reactions (B.1.10.Sg.2) 

Page: 710 of/de 2,140 
A2023000085 



Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 05505054 (0) 

Do ument R the o 
Inf A ana um 'lt 
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lcanada Vigilance AER#: le2B 05511992 (2) 

Canada Vigilance HC Latest Received Date: 
20230227 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 2022001S2494(3) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1----------"'--'--'~----""'-'--'--~--'----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20220202 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

2 02 30224 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company nurnber (A.1.10.2) 

CA-PFIZER INC-202200192494 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERJNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CJ\- 1:'rrz.ER mC- 2022001924 94 

Reason for nullification (A.1.13.1) 

Onset Age 

17 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect BNT162B2 

Active Substance names (B.4.k.2.2) 

1,;ountry drug obtained {B.4.k.2.31 1:1a1ch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (8.4.k, 7) Route of admin·istration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B,4,k.14) 

2021 .. 
CCY 

202. 
CC D 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period {B.4.k.13.2) 4.k.15) 

33 Days 33 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1b) 

Dark circles under eyes 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Dark circles under eyes 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

IE2B 05511992 (2) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Enlargement heart 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Enlargement heart 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Rash generalised 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Rash generalised 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Shoulder .soreness 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Shoulder soreness 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1 ) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

BIS MOTHER FOUND HIM DEAD ON THE FLOOR NEXT TO HIS BED/ AN AUTOPSY SHOWED THAT HIS 
SON'S HEART WAS "SLIGHTLY ENLARGED" , BUT BE COULD NOT DETERMINE WITH CERTAINTY THE 
CAUSE OF DEATH 
MedDRA version for 
reaction/event tenn LL T 

26 . 0 

MedDRA version for 
reaction/event tenn PT 

26 . 0 

(B.2.I.1.a) 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? 

Reaction first time (8.2.i.7.1) 

JJ Days 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Enl argemen~ heart 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Cardiomegaly 

(B.2.1.3) Start Date (8.2.U) End Date \B.2.I.5) Duration 

2021 

Reaction last time (B.2.i.7.2) Outcome (B.2.i.8I 

JJ Days Fatal 

Reaction/event as reported by primary source (8.2.1.0 ) current reaction 

(8.2.1.61 

BE WENT TO THE HOSPITAL ON·····WITB A BAD REACTION. BE HAD A RASH ALL OVER 
BIS NECK AND FACE AND BROWN CIRCLES AROUND HIS EYES 
MedDRA version for 
reaction/event term LL T 
26 . 0 

MedDRA ve.rsion for 
reaction/event tenn PT 

26 . 0 

(B .2.1.1.a) 

(B.2.1.2.a) 

Tenn hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Rash generali sed 

Reaction/event MedDRA term (PT) (B.2 .. I.2.b) 

Rash 

(B.2.1.3) Start Date (B.2.I.4) End Date (8.2.1.5) Duration 

202. 

Reaction last time Outcome (B.2.i.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

(8.2.1.6) 

HE WENT TO THE HOSPITAL oN ~llltnTB A BAD REACTION . BE HAD A RASH ALL OVER 
HIS NECK AND FACE AND BROWN CIRCLES AROUND HIS EYES 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.o) 

Term hightlighted by the reporter? 

Reaction first time (8.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Dark circles under eyes 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

Dar k circles under e yes 

(B.2.i.3) Start Date (B.2.I.4) End Date (B.2.1.5) Duration 

2021 

Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source 

SORE SHOULDER 

(B.2.1.0) CurTent reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1 .a) 

(B.2.1.2.a) 

Term hightllghted by the reporter? 

Reaction first time (B.2.i.7.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

shoulder soreness 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Atthralgia 

(8 .2,i,3) Start Date (B.2.i.4) End Date (B.2.1.5) Duration 

Reaction last time (B.2.i.7.2) Outcome (B.2.i.B) 

Unknown 

(B.2.1.6) 

(8.2.1.6) 
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ATIA - 19(1) 

Case narrative (B.5.1) 

This i s a spontaneous report received front contactable reporter {s) (Consumer or other non HCP). The reporter i a 
the parent . 

A 17-year-old male patient =eceived BNT162b2 (,BNT162B2), on - 021 as dose 1 r single (Batch/Lot number : 
unknown ) at the a ge of 17 yeacs intramuscular, in left deltoid for covid-19 immunisation . The patient ' s t:"elevant 
medical history included : " seasonal allergies" (unspecif1ed if ongoing} , notes : Onset date : childhood . The 
patient 1 s concomitant medications were not reported. 
The following information was reported: RASH (hospitaliz.ation) , DARK CIRCLES VNDER EYES {hospitalization) all ·11ith 
onset~ 021 , outcome "unknownn and all described as "He went to the hospital o n ....... ,,ith a. bad reaction . 
He ha~ rash all over his neck and face and brown circles around his eyes 0

; CARDIOMEGALY (death) with onset 
021 , outcome "fatal", described as " His mother found him dead o n the floor next to his bed/ An autopsy 

showed that his son I s heart was "slightly enlarged", but he could not determine with certainty the cause. of 
cteath" ; I\RTHRI\LGII\ (hospitalization) , 0'1tcome " unknown", descrin d as " Sore shoulcler". The patient was 
hospitalized for raeh , dark c ircles unde r eyes (!tart date : 21} . The rapeutic mel\3ures were not taken as a 
.result of cardi omegaly. the patient date of death •,.ias Reported cause of -death : "His mothei- found him 
dead on tho floor next to his bed/ An -;1utopsy showed t1at is son ' s heart was "slightly enlarged" , but he could 
not determino with certainty the cause of death" . The autopsy was performed, and results were not provided. 

ClJnJcal courae : It was rapoi=te d thdt , the patien t did not r eceived prior vacclnationa . 1'.utop•y results include d 
unascentralned (hea.tt. slightly enl,;1rgad1 . t.'he lot number was not. av~ilable/prov.lded at tlme of report completion . 
Ho any family medical history wa.s reported relevant to AE.s . Relevant tests was reported as none. . Upon Follow-up 
(23Jan2023►, it was reported that the patient d ied 33 days after receiving the Pfizer vaccine after ~ ssessed 
in hospital for a rash, sore shoulder and rings around his eyes. Autopsy determined the cause of his-◊21 

death as "unascertained". 

Follow- up (26Apr2022), The new information received from a contactable consumer. (patient ' s father) via SFL. 
Updated inf"ormat.ion included reporter's contact. information, medical history, route of administi::-ation ,, anatomica.l 
location, creatment received ticked no for fatal event . 

No follow-up attempts are poa:!ible; information about lot/batch number cannot be obtained . No further information 
is expected. 

Follow- up <23Jan2023) : This is a spontaneous follow- up report. received froro a contactable consutner . UE?dated 
information included : new reporter a.dded, new even t. added {Sore shoulder), and clinical information ·.1as added . 

The i nformation on the batch/lot number for BNT162b2 has been requested and will be submitted if and when 
received . 
Follow-up <24Feb2023): Follow-up attempts are completed. No further information is expected. 

Reporter's comments (B.S.2) 

MedDRA ver sion for sender's diagnosis (B.S.3a) 

Sender's diagnosis (B.S.3b) 

Sender's comments (B.s.4) 

Unit (B.3.1o.J Normal low range (B.3.1.1) Normal high range [B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Seasonal allergy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Onset date, childhood 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Enlargement heart 

Start date (B.1.7.1c) Continuing (S.1.7.1d) 

Comments (B.1.7.1g) 

I End date 

I End date 

(B.1.7.11) 

(B.1.7.11) 
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Canada Vigilance AER#: IE2B 05511992 (2) I 
Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1s.1.8c) End date 1s.1.80) 

Indication MedORA version (B.1.8f.1) In dication (B.1.81.2) 

Reaction MedORA version (B.1.8g.1) Reaction 1s.1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions tex:t (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8cl Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.J.11 

-
Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.31 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/ other non heel t h profe ss i onal 

(A.2.J.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 05527456 (2) 

Canada Vigilance HC Latest Received Date: 
20220707 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200643847 (3) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1----------"'-~------'-~~--~-'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

2022-
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220707 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IJIC-202200643847 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF1ZERJNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY 

Date of birth (8.1.2.1) 

Gestation Period (8.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (8.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- P~!ZER !NC- 202200643847 

Reason for nullification (A.1.13.1) 

Onset Age 

84 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 4 (BOOSTER), SINGLE 

Pharmaceutrcal form (8.4.k.7) Route of admrnistration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a} Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b} 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Reaction assessed (B.4.k.18.1 b) 

Booster 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4. k.18.1 b) 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: IE2B 05527456 (2) 

26.0 Booster -Source of assessment (B.4.k.18.2) Method of assessment fB.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (f3.4,k, 18.1a) Reaction assessed (B.4.k, 18.1b) 

26.0 COVID-19 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 COVID-19 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Off label use 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Off label use 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death -Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 
DOSE 4 

(B.2.1.0) Current reaction 

MedORA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) 

(B .2.1.2 .a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LLT) (B.2..i.1.b) 

Off label use 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Off label use 

Start Date 1B.2.1.4) IEnd Date (B.2.1.5) 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k,18.4) 

NIA 

-
Result (B.4.k.18.4) 

NIA 

(B.2.1.6) 
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ATIA-19(1) 

Canada Vigilance AER#: E2B 05527456 (2) 
Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DOSE 4 

MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Boost.er 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Irnmunisa tion 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i,4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Currenl reaction 

PASSED AWAY 
MedDRA ve·rsion for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

Z6,0 VnknQwn Ci'Vo<) Qf <:l<1~th 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 De ath 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

202-

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

'f'atal 

Reaction/event as reported by primary source (B.2.i.O) Curfent reaction 

VACCINATION FAILURE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Drug ineff ective 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Drug 'i nef f ective 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) !End Date (B.2.i.5) 

202.-

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B,2,i,0) Current re...tion 

TESTED POSITIVE FOR COVID 
MedDRA version for 

(B.2.1.1,a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 COVID-19 

MedDRA ve·rsion for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 COVID- 19 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date {B.2.i.5) 

2022 -

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Unknown 

I 
(B.2.i.81 

I Durat ion 

(B.2.i.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(8.2.i.8) 

I Durat ion 

(B.2.i.8) 

Page~4 

(B.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 

(B.2.i.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous r eport received fron\ contactable reporter {s) (Other HCP and C(msumer or other non HCP) . 

An 84- year- old female patient received BNT162b2 (BNT162B2), as dose 1 , single (Batch/Lot. number : unknown} , as dose 
2 , single ~Batch/Lot number : unknown) , as dose 3 (booster), single (Batch/Lot nuwher : unknown) and as dose 4 
(booster) , single (Batch/Lot number : unknown) at the age of 84 years for covid-19 immuni::iation . The patient's 
relevant medical history and concomitant medications were not reported . 
The following information was reported: COVID-19 (medically significant) with onset - 022 , outcome " unknown", 
described as " Tested positive for covid"; DRUG INEFrECTIVE (medically sig-nifican tl wit:h onset - 022 , outcome 
" \.rnknown", described as "Vaccinatio n failure" ; rt was ieported that the , ~ tient has had both covid vaccines plus 
two covid boosters . DEATH (death , medically significant) with onset 022 , outcome "fatal", described as 
" passed away"; OFF LABEL USE (death, medically significant) , IMMUNISATION' (death , medically significant) , outcome 
" fatal " and ~ scribed as " Dose 4" . The patient underwent the following laboratory tests and proceclures: Sl\RS
CoV-2 test : - 20221 positive. The patient elate of death was 1111112022 . The reported ca.ise of deat h was 
unknown . It was not reported if an autopsy was performed. 

Clinical course : The patient~ s daught er called to cancel the appointment f o t- 2 022 as the patient p;1ssed away 
on - 2022. 

Th<> information on th., betch/lot number for BNTl62b2 has been ,equeste tl • nd wi l l be sulJroitted If and whe n 
received. 

Follow-up - 2022} : This is a spontaneous follow-up r eport received from a contactable consume;: (Clinic 
aclmini.strative personnel). Updated information: New reporter tabtt2 added. Event Death Details in Patient t.ab 
updated. New event : Unknown cause of deach , booster and off label use added . 

The J nformati on on the batch/lot number for BNT162b2 has been requested and wi ll be submitted if and o,hen 
received . 

Follow-up (O?Jul2022} : Follow-up attempts are completed. No further information is expected. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis 1e.5.3bJ 

Sender's comments (B.5.41 

Base d on the info rmation available a possible contributor y role of the suspecL BNT162B2 cannot be e xcluded fer 
the reported events. 
The impact of this report on the be nefit/risk profile of the Pfizer product is e valuated as part of Piize r 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part of thi s review, as well as any appropriate action in response, will be p romptly 
notified to regulatory authorities , Ethics Committees , and Investigators , as appropriate 

COVID-19 virus test 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of t ests and procedures (8.3.2) 

- - - - - - - - - - - - - --

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause of deat.h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range 

- -- - - --

I End date (B.1.7.11) 

(B.3.1.2) More info 

No 

-

(B.3.1.3) 

- -- - -

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

l:Qualification 

Other heal th 

(A.2.3.3) 

(A.2.1.4) 

profess i on al 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 

Page: 726 of/de 2, 140 
A2023000085 



lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200677260(1) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 05544039 (0) 

HC Latest Received Date: 
20220510 
CCYYMMDD 

HC Initial Received Date: 20220510 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Setlous 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Dlsabllng/lncapacitating? No 

20220506 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220506 
CCYY!<!.'I.DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorltY's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202200677260 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERUlC 

Duplicate (D) / link (l) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA- PF!ZER 1NC- 202200677260 

Reason for nullification (A.1.13.1) 

Onset Age 

32 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s os544039 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.k:2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

CEREBRAL VENOUS STROKE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(LL T) 

Stroke 

Reaction/event MedDRA term (PT) 

Cerebrovascular accident 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte1 (s) {Consumer or other non HCP). 

(B.2.1.6) 

A 32-year-old male patient received BNT162b2 (COMIRNJ..TY) 1 as dose number u n known , single (Batch/Lot number : 
unknown ) for covid-19 immunisation . The patient's relevant medical history and -concomitant medications were not 
reported . The following information was reported : CEREBROVASCULAR ACCIDENT (death, medically significant), outcome 
" fatal ", described as "cerebral venous stroke". The patient date of death was unknown . Reported cause of death : 
"cerebral venous st.coke". 

Clinical information : Reporter would try to get all his thoughts together as concise as possible but he thought he 
would take a page from the PRIVACY and sta:-t with sharing the story of his friend PRIVACY who would be spending 
Mother's Day that year without her husband, Dr. PRIVACY who passed away at 32 years old of a cerebral venous 
stroke resulting in brain stem death following the vaccine . He took the vaccine bee.a.use he was cold that in taking 
it, he i,;.•ould not be able to catch covid or transmit it to his patients (he worked 1,dth children) which we all know 
is not tcue . Reporter was going to attach sorne images there of his two beautiful child.ten and his family (with 
PRlVACY pe~mission) and they were welcome to also watch a video she put together of his funeral . These were RE.A~ 
people , they were REAL stories, and they were: not get.ting the support or attention that they deserve . They took 
the shot , t.hcn when they pass , their stories are buried. PRIVACY wanted them to know that she was told for months 
that this was not the result of the vaccine . She was bullied, told to keep quiet, called crazy and anti vaccine 
all while trying to navigate the death of her husband and raise Tf/lO CHILDREN ALONE. She also wanted chem co see 
that it was finally being acknowledged in those medical journals after the medical community completely dismissed 
her! Sbe kner.i.• , no one believed her. • CVT after SARS-CoV-2 vaccina tio.n can be the first mani f es tat ion cf a ni.uch 
more complex and life-threatening disorder, mimicking heparin-induced thrombocytopenia . cv·r ~•as not t.J1e only 
manifestation of vaccine-induced immune thrombotic thtombocytopenia , which can also occur with thrombosis in other 
sites . rt o;.,as necessary lo pay close atlenL.ion to the most com.n1on thrombotic manife:stations, such ,;1s stroke ,;rnd 
myocardial infarction, among subjects wjth risk factors , because it could not be excluded that some of those cases 
were a dverse effects of the vaccine . A headache , which is also a frequent symptom aiter vaccinQtion, could be a 
manifestation of a CVT i n a vaccine-induced immune. throrP.botic thrombocytope.nia and a simple platelet count could 
help rule out this form . Conversely, a thrombocytopenia in patie11ts wi th thrombotic manifestations of any kind 
within 4 weeks of vaccination (all cases reported so far have occurred within 24 days of vaccination{8J , (9] , 
[10]), should lead to a search for anti-FP4 antibodies . 

tlo follow- up at~empts at"e posslble; J.nfo,mation about. lot./batch numbet cannot be obtained. No fur l.he< J.ntormat\on 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis IB,5.3a) 

Sender's diagnosis (B.S.3bl 

Sender's comments (B.5.4) 

Unit (B .3.1e) Normal low range (B.3.1.1) 

Results of t ests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Stroke 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Normal high range (B.3.1.2) 

End date (B.1 .7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05544039 (0) I Page*S 

I I 
Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .Bc) End dale (B.1.Be) 

Indication MedDRA version (B.1.81.1) Indication (B.1.sr.21 

Reaction MedDRA version (B.1.8g.1) Reaction 1e.1.sg.2) 

Start date 1e.1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA ve rs Ion for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name na.me name 

~R!VACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

l:Qualification (A.2.1.4) 

Consumer/ot her non he~lth professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 05551653 (2) 

Canada Vigilance HC Latest Received Date: 
20221013 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

FR-AstraZeneca- 2022Al62602(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Csnada 
1--------~-----""'----------'-------~--j 

Type of report 

e,ponLa.neous 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6} 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20220509 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20221010 
CCYYJ<!.'!DD 

List of documents held by sender (A.1.8.2) 

Fulflll l!xpedlted criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

FR-Astrazeneca- 2022Al82602 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Dupllcate Source(s) (A.1.11.1) 

Health C,>roada 
MC canada 
MC Canada 
MC Canada 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) , {2) 

Report nullification? (A.1.13) 

No 

Medically confirmed orfrom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - !\STRAZENECA 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 
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UNKNOWN Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

Onset Age 

57 Years 

(B.1.6) 

Hospital 
(B.1.1.1c) 

record no. 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 05551653 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

Med0RA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

MY NEIGHBOR ACROSS THE STREET DIED OF A HEART ATTACK LESS THAN 24 HOURS AFTER HIS 
ASTRAZENECA VACCINE 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(1'1.2.i.1.a) 

(B.2.1.2.a) 

Term high!lighted by the reporter? 

No 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.:U.1.b) 

Heart. attack 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Myocardial infarction 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 
MYOCARDIAL INFARCTION 

(B.2.1.0) Current reaction 

MedORA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

-----
(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event Med ORA term(LL T) (B.2.1.1.b) 

Myocardial infarction 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Myocardial infarction 

(B.2.i.3) Start Date (8.2.i.4) End Date (B.2.i.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

A spontaneous report has been received from the consumer via regulatory authority in Canada (Health Canada) , 
concerning a 57 year old male patient of Unkno~n ethnic origin . 

No medical history and concomitant products were reported. 

On an unkno•,.;n date , the patient received unknown dose of Vaxzevria Vial Contains 10 Doses Of O. 5ml {covid-19 
vaccine nrvv ad (chadoxl ncov-19)) , via intramuscular route, for product used for unknoi.-.•n indication . 

On an unknown date , the patient e}(perienced my neighbor across the street died of a heart attack less than 24 
hout::"s after his astrazeneca vaccine (preferred term: Myocardial in.Carction}, and rnyocardial i nfarction (preferred 
term : Myocardial infarction). 

It was unknown if any action was taken with Vaxzevria Vial Contains 10 Doses Of 0 . 5ml . 

On an unspecified date , the patient died from the event of my neighbor across the street died of a heart attack 
less than 24 hours after his astrazeneca vaccine and myocardial infarction. 

An autopsy was not performed . The cause of deat.h was my neighbor across the street d ied of a heart. attack less 
than 2ll hours aftor his ast.ra2eneca vaccino and myocardial infarction . 

The reporter .assessed the events my neighbor across the street died ot a heart attack less than 24 hours after 
his astrazeneca vaccine and myocardial infarction to be serious due to seriousness criteria of death and important 
medical event . 

For regulatory reporting purposes , if an event is spontaneously reported , at Least a reasonable possibility of a 
causal relationship is implied by th~ reporter, even if the relationship is unknown or unstated . 

Corrected report. on 24-May-2022: Country of case and country of reporter changed to Canada from France. Narrative 
amended 

Summary of follow up information received by A.straZeneca/Nedlmmune on 10-0ct-2022 from consumer via spontaneous 
source: new event myocardial infarction added, new reference reporters and new RA reporter added, suspect verbatim 
updated from ASTRAZENECA VACCINE (UNIDENTIFIED ASTRAZENECA PRODUCT) to VAXZEVRIA VIAL CONTAINS 10 DOSES OF O. 5ML, 
identified duplicates and added associated case IDS added, Narrative amended.CAUSE OF DEATH , MY NEIGHBOR ACROSS 

THE S'fl\EET DIED OF A HEAR'r ATTACK LESS THAN 24 HOURS AnER HlS ~-S'fAAZENECA VACCHIE CAUSE OF DEATH , MYOCARDIAL 
INFARCTION 
The Astra-Zeneca COVID-19 Vaccine is an AstraZ~neca Canada Inc. product authorized undC!r the I nterim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (8.5.3a) 
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Canada Vigilance AER#: E28_05551653 (2) 
Sender's diagnosis (B.s.3bi 

Sender's comments (B.5.4) 

Fatal event: of Myocardial infarction (reported twice as MY N'ElGHBOR ACROSS THE: STREET DIE::O OF A HEART ATTACK LESS 
THAN 2q HOURS AFTER HIS ASTRAZENECA. VACCINE and MYOCARDIAL INFARCTION) is not listed in t he company cor e data 
sheet o f AZD1222 . Cause o f death was ~eported as My nei ghbor across the st r eet died of a heart attack less than 
24 hours after his astrazeneca vaccine and myocardial infarction . Due to limited information on r elevant medical 
and family history , date of vaccination, event onset date , concomitant medications , autopsy details , possible 
r i sk factors (high blood pressure , smoking , stress, physical inactivity) , detailed diagnostic and etiologic 
wor k.up (physi ca 1 examinat i on and cardi ac workup including imagi ng studi es) ~ the evaluati on did not f ind evi dence 
to s uggest a causal relationship between the event and AZ01222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Norma) high range (B.3.1.2) More info 

Results of tests and procedures (B.3.2) 

-

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Myocar di al i nfar cLl o ,, 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11} 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text ,.... (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (8,1.8a) 

Start date 10 .1.Sc) End date (B.1.Se) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

Start date (B.1.1O.7.1c) Continuing (B.1.1O.1.1dJ End date (B.1.1O.1.11) 

Comments (B.1.1O.1.19) 

Relevant medical history I Concurrent conditions text (B.1.1O.7.2) 

(B.3.1.3) 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.ac) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.a1.1) Indication (B.1.10.s1.2) 

MedDRA version for reaction (B.1.10.ag.1) Reactions (B.1.10.ag.2) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street 

PRIVACY 

(A.2.1.2c) 

Reporter city 

PRIVACY 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

PRIVACY 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

PR! VACY 

(A.2.1.2b) 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Health Canada 

(A.2.Ub) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confident i al 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

(A.2.1.1d) 

Canada Consume r /other non health professional 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 20220072D100 (1) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 05565966 (O) 

HC Latest Received Date: 
20220517 
CCYYMMDD 

HC Initial Received Date: 20220517 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious· 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsablingllncapacitatlng? No 

20220513 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220513 
CCYYMl1DD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authotlty·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200720100 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (Cl)/ Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B.1.2.11 Age group (B.1.2.J) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER !NC- 20220072 0 ) 0 0 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 05565966 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (8.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

STROKE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Stroke 

Reaction/event MedDRA term (PT) 

Cerebrovascular accident 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte1 (s) {Consumer or other non HCP) from medical 
information tearr. .. 

A m.ale patient received BNT162b2 (COMIRNATY) , as dose 3 (booster) , aingle (Batch/Lot number: unknown) for covid-19 
immunisation . The patient ' s relevant medical history and concomitant medications were not reported . Vaccination 
history included: Covid-19 vaccine (DOSE 1; MANUFACTURER UNKNOWN), for Covid-19 immunisation; Covid-19 vaccine 
(D0$!: 2 ; MANUFACTURER UNKNO~>t>l, for Covid- 19 imrounisa~ion . 
The following information Wcl.S reported: CEREBROVASCULAR ACCIDENT {death, medically s i gnificant.), outcome " fatal " , 
described as " stroke". The patient date of death was u nknm,'TI. Reported cause of death : " st.rake" . !t was not 
reported if an autopsy was perfo=med. Clinical course : Reporter was unvacci nated and pe=fectly healthy for the 
last past 2 years. Reporter's brother-in-law was vaccinated and he got quiet sick for a week. His family that was 
living with him are all unvaccinated . The)'' were fine. Their neigh.hors all got Covid and they all had their COVID 
Vaccine . She know in as$iSting home care. the employees have informed her after the third shot all the seniors are 
sick , with heart pooblems and clots. They reported to deaths in the last months . v>hy hasn ' t it stopped. Pfizer 
nccine doesn ' t work . rn reporter ' s family she had 3 deaths, one from a health attack, the second one from a clot 
and the third one from a stroke, they had in common they all had t.he booster dose . One of them was 30 years old. 
Reporto= asking Pfizer just release th@ir safety data full of 9 pages . Why did t.hcy not release it. earlier. Th@ 
data was available since February 2021. They also said they will take 7b years to release the safety data . She 
want to knm,.i why . It says in your document , 12 223 deaths have occurred in 3 monchs . That 1 s insane . She seated 
Pfizer are participating in a genocide. It says on the 18 000 long pages long document to not administer the 
vaccine to pregnant and b.teastfeeding women. Why Pfizez:: are xecornmending it to pxegnant women . Pfizer guys ai:e 
jabbing bab:ies and kids . f/1hy was there no transparency. Why d id Pfizer guys hide the safety data from them. Does 
P!ize.r understand how serious this was. This was crime ~gc11inst humanity. She told Pfizer kno "'' what PLi.ier ;\fe 
participating i.n . f'fiter will be punished by death. There \.,.as serious punishment. . All l..he doctors , nu rses will get 
caught . Kids are getting myocarditis and hepatitis from Pfizer vaccine. Seniors have clots and strokes . She still 
can ' t fly because I ' m not vaccinated. Covid has 99.67 % survival rate . Reporter ' s friend was better in less then a 
week . Th@ little pill was also hurting people. Caller didn ' t specify if she was referring to Paxlovid . Caller 
sist~t works in a hospital and she seen th~ number of mischargcs skyrock~ted. Pfi2~r vaccine doesn ' t ~ork. 

No follow-up attempts are possible; information about lot/batch number cannot be obtained , No further information 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B .3.1.1) Normal high range (B.3.1 .2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- ---• - -- --•-•- -•----• - ---- -•- - - - - - __ H___ - • ~ -- ~ • ~ • • ~ 

Patient Medical History (B.1.7) 
MedDRA version (8 .1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Stroke 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1.7.11) 
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Canada Vigilance AER#: I E2B 05565966 (0) 
Comments 1B.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

COVID- 19 VACCINE 

Start date (B.1.8c) 

Indication MedDRA version 

26 . 0 
26 . 0 

Reaction MedDRA version 

(B.1.81.1) 

(B .1.89.1) 

End date (B.1.8e) 

Indication (B.1 .8f.2) 

COVID-19 immunisation 
COVID-19 immunisation 

Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Dru Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8c) Drug end date (B.1 .10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

-

I 

End date (B.1.10.7.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRIVACY 

(A.2.1 .2b) 

Reporter city (A.2.1.2d) I Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

- -
Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A2.3.2) 

J;;rter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

~

lification (A.2.1.4) 

umer/othe.r non heQlth professional 

(A.2.3.3) 

--

Page: 745 of/de 2,140 
A2023000085 



Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 05565987 (1) 

Canada Vigilance HC Latest Received Date: 
20220622 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200713489 (2 l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~---'---------'-'---'------'~--'~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date {A.1.7) Dlsabllngllncapacltating? No 

20220515 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220622 
CCYY!1MDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A. 1.10.2) 

CA-PFIZER I!IC-202200713489 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.f) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- l'E"lZE1' !NC- 202200713489 

Reason for nullification (A.1.13.1) 

Onset Age 

70 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

202-
CCYYMMDD 

$fart period (B.4.k.13.1) 

418 Hours 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Drug end date (B.4.k.14) 

2021-
CCYYMMDD 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

418 Hours 

Did reaction recur on readministration? (B.4.k.17.1) 

- -- ---
Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Clostridium difficile infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: I E2B 05565987 (1) 
I 

Page*3 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Clostridium difficile infection 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection N/A 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

DIED 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Unknown c~use of deat h 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Death 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

2021-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

418 Hour s 41B Hours fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

C-DIFFICILE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26 . 0 Clostridium di f ficile i n f ection 

MedORA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 Clostridium difficil e inf ectio n 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) _td Oate 

--
Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) 

(B.2.1.1.b) 

(8.2.1.2.b) 

(8.2.i.S) _tration (B.2.i.6) 

- -
Outcome (8.2.1.8) 

Not recovereci /noc resolved 
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Case narrative (B.5.1) 

This is a spontaneous report received fron\ contactable reporter {s) (Consumer or other non HCP). The reporter i a 
the patient._ 

A 70-year-old female patient received BNT162b2 (BNT162B2}, on - 2021 at 14 : 00 as dose 2, single (Batch/Lot 

number: unknown} at the age of 70 years for covid-19 immunisat1.on. The patient ' s relevant medical history 
included: " She had C-Difficile that •,.ias it but was of healthy weight and hydrated . " (unspecified if ongoing) , The 
patient 1 s concomitant medications were not reported . Vaccination history included: BNT162b2 (Dose Nurr.ber : 1 1 

Batch/Lot No : Unknow. le t.o locate or read the details, Vaccine Administration Time : 02 : 00 FM), 
administration da.te : 021 . 
The following informa 1.on was reported : DEATH ( death, medically s ignific.ant) 1A'i th onset - 2021, out.come 
'' fatal " , de-scribed as "d i ed" ; CLOSTRlDIUM DIFFICILE INFECTION (medically significant) , outcome ''not r ecovered", 
described as "C-Difficile". Therapeutic measures were not taken as a t:"esult. of death . Therapeutic measures were 
taken as a result of clostridium difficile i nfection. The patient date of death was - 021 . The reportecl cause 
of death was unknown. It was not reported .1.£ an autopsy wae performed . Clinical cour~ e patient was not 
recejved any other vaccines within 4 weeks prior to the COVIO voccine . Patient was not diagnosed with COVlt>-19 
Prior t o vaccination. Since t:hc v,:1.ccin.ation tha patient was not tested for COVID-19 . It was not reported if ,,an 
autopsy was p~rformed. 

The Information on the batch/lot number for BNTl62b2 has been ,equestecl drtd wi ll be •uliniltted If and .,,hen 
received. 

Follow-up ( 22Jun2022} : Follow-up attempts are completed . No further information is expected. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.41 

Unit (B.3.1o) Normal low range (B.3.1.1) Normal high range (B.3.1 .2) More Info (B.3.1.3) 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Clostridioidss difficile infect.ion 

Start date (B.1.7.1c) Continuing (B .1.7.1d} I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of dea t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d} I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name 

BNT16 2B2 

(B.1.8a) 

Start date (B.1.Bc) 

202-
CCY • 

Ind ication MedORA version 

Reaction MedORA version 

E.nd date (B.1.8o) 

2{) .. L 
cc 

(B.1.8f.1) Indication (B.1 .8f.2) 

(B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent condit ions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Bcl Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.Bf.1) Indication (B.1.10.Sf.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PR! VACt 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

l:Qualification (A.2.1.4) 

Consumer /other non health professi onal 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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HC-SC REC'D 16-FE-2021 

A.1 • Type of 
report* 
[see Options] 
A.3 - Organization 
File No. ~ 
[l00AN) 
A.4 • Date- report 
submitted 
[YYYY-MM-00} 
A.5-
0ocumentation 
date* 
[YYYY-MM-00) 
A.6b -Last name* 
[3SAN] 

A. 7 .a - Phone no.* 
[14N] 

A, Z,a; ext· ,,. 
[SN] , 

A.7.b - Email 
[l00A.N] 

name* ·' 
[120AN] 
A.10- Heath 
Canada 
institutional ID (If 
ID provided, no 
need to provide 
address) 
[9AN] 
A.12- City 
[40AN;) 

A.13 -
Province/Territory 
[see Options] ~ , 
A.15.a - Reason 
for· seriousness: 
Death* 
see Options] 

Initial 

2021-02-16 

Life-threatening 

8.2 : Sex0 ,, Female 
[see Options] 

8.3.b • Age unit** &4 years 
[see Options] 

B.6 - Known RESIDENT HAS HISTORY OF COPD 

medical 
conditions and 
relevant life~tyle . ·~ :.. 

factors"' 
[1500;\\N] 
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I ATIA - 19(1) I 

8.7 .:-Known 
allergies* 

lS00A!'J] 
C.1 - Did'the 
p~ti~ot · t~c~vj!!r~.* 
{see Options) ,,. 

c:i • Reaction· 
start~ate* 
[YYYY~MM-OD J 
C.3 - Reaction end· 
dat'e* 
[YYYY-MM-OO) 
C.4 - Description 
of the serious 
adverse drug 
reactjon(s)** c 

JZOON] 

0 .1- Drug 
• identification 
number (DIN)* 
[3SAN] 
0.2 - Identifying 
·code for urgent 
public health 
need drugs** 
(if applicable) 
[-3SAN] 

RESIDENT ALLERGY ON RECORD IS ONLY CODEINE 

Not recovered 

021 

RESIDENT RECEIVED COVID-19 VACCINEllllllll2021 AT 1022 HOURS. RESIDENT HAD STABLE 
VITAL SIGNS AND NO TOTED PHYSICAL REACTION THE FOLLOWING EVENING AND 
NIGHTSHIFT. AT APPROX 0820 HOURS OF~020, HCA NOTED THAT RESIDENT IS 
HAVING LABORED BREATHING (STRIDOR) AND ERYTHEMA AT LEFT UPPER CHEST ADJACENT 
TO LEFT UPPER ARM INJECTION SITE. 

MD WAS CONTACTED AND NP ASSESSED RESIDENT ON SITE. EPINEPHRINE AND BENADRYL 
GIVEN IM AS ORDERED WITH M IN MAL TO NO EFFECT. RESIDENT LATER THEN PLACED ON EOL 
ORDERS AS FAMILY HAS WISHED. RESIDENT IS ON COMFORT CARE. 

0 .3 • Brand name Covid-19 Vaccine(PFIZER BIONTECH) 
(per product 
label)** 
(70AN] 
0 .6 • Dose unit 0.3 ML 

2 

[see Options] 

07 • Frequency. ONCE 
[l00A.N) 

0.9 - Route of po 
administration 
Isee Options] 
0 .12 - Indication 
[250A.N) 

D.13 - Lot no. 
[35AN] 

0 .14 - Expiry date 
[YYYV~~M-OO) 

COVID-19 IMMUNIZATION 
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0.16 - What 
action wast 
aken? 
[see Options) 
0 .17 -: Did the 
reaction stop if 
dose was reduced 
or removed? 
[see Options] 
D'.18 .c Did the 
reaction return 
with 
reintroduction of 
the product? 
[see Options] 
E-Known 
therapeutic 
products taken or 
used afihe same 
time the reaction 
occurredt 
[2000AN] 
F.1 - Use this 

,section to include 
details that did 
not fit in the 
previous sections' 
structured boxes, 
or .related test/lab 
results, autopsy 
information, 
treatment details, 
or any other 
details you feel 
would contribute 
to assessment of 
the serious 
adverse d·rug , 
reaction(s). 
[1800OAN] 

Not Applicable 

Not Applicable 

Not Applicable 

F.2- "Mandatory" Mandatory 
or "Voluntary" 
report 
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I ATIA-19(1 ) I 
Dawson, Dianne (HC/SC) 

From: 
Sent: 
To: 
Cc: 
Subject: 

EXTERNAL 

Good afternoon, 

Seguin, Michelle (HC/SC) 
2021-02-18 3:38 PM 

Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC); Eng, Kathleen (HC/SC) 
Health Canada Follow-Up Clarification Request 

Re: Health Canada Follow-Up Clarification Request 

We are contacting you today regarding an adverse event fol lowing immunization (AEFI} report submitted on 

your behalf to the Canada Vigilance Program on February 16, 2021. 

As the result of internal Health Canada assessment process, the Canada Vigilance Assessment Team has 

identified t hat clarification is required for this individual case safety report (ICSR} in order to complete the 
case evaluation. 

Organization File 
No. 

Canada Vigilance Case 
Number 

000939409 

Clarification Requested 

Would you kindly have any information of the following: 
o At the t ime of the report, it is mentioned that 

the patient was placed on End of Life and 
Comfort Care. The outcome at the time of 
reporting was reported as "Not Recovered". 
Would you have any information regarding the 
final outcome for this patient? 

o If the AEFI resulted in a fatal outcome, could you 
please provide date of death. 

Any additional information that you might have would be most 
appreciated. 

May you please kindly respond to both myself, Michelle Seguin: michelle.seguin@canada.ca in addition to the 
Canada Vigilance COVID-19 Vaccine generic account (hc.canada.vigilance.COVID19vaccine
vaccinCOVlD19.sc@canada.ca ). 

Or, if you prefer, you may eit her fax the requested information to the Canada Vigilance Program fax at 1-866-678-6789 
or via sFTP (secure file transfer protocol) as you did for the initial case; please cite the Canada Vigilance case number 
000939409 if replying by either means. 

If you require further information within the scope of this request, please do not hesitate to contact me. 

Sincerely, 

Michelle Seguin on behalf of: 

The Canada Vigilance Program 
1 

Page: 756 of/de 2, 140 
A2023000085 

nt 



Michelle Segum B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Specialiste de ['information sur les effets indesirables 
Marketed Health Products Directorate I Direction des produits de s,.mte commercialises 
Health Products and Food Branch I Direction generate des produits de sante et des aliments 
Health Canada I $ante Canada 
Jeanne Mance Building I lmmeuble Jeanne Mance 8th floor, Room/ Piece 808D 
200 Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario K1A 01(9, A.L. 1908C 
Telephone I Te.lephone (613) 866-6424 
Facsimile I Telecopieur (613) 957-0335 
michelle.seguin@canada.ca 

2 

Document Re eased Under the Access to 
lnforma ion Act oy Healt Canada I Docume'lt 
d1vulgue en vertu de la l 01 sur I acr s a 

fo mat on par Sarite Canada 
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Fe b. 17, 2021 
.I 

I ATIA - 1,9(1) I 
I I 

• r<EPORT OF ADVERSE EVENTS 
FOLLOWING IMMUNIZATION (AEFI) 

L CLIENT IDENTIFICATION 

.\ DATE OF BIRTH 

1936-
C'(Y'(V-MM•OO) 

◄, eex 
@FEMA(.~ O~LE OOTliER 

n. REPORTE~1INFORMATION 

P. 2 

EXT, r, 

1D.SETTING 
0 'PHYSI01A PtiATUv1ACY • OTiiER 

11.DATE REPORTED 

202 .... 
rM'('(~ 

,~.SIGNATURE 

ID. SOURCE OF INflO~MATION 

EXT. # 

0sAME AS REPOATER. Qcuerr OoTHER (SPe:01FY BELDIN) 

Zt1.l-A8T NAMli uJ:lRST NAME 

n ADDRESS 

:1o. !10ST AL COOE 10. PR.OVIN~E: / TERRITORY 

:ljl.PHONE EXT. # 

MD 
..3..@RN 
-:7' OIMPACT 

Oit-tErt ,1111¢1 

~ RELATIONSHIP TO CLIENT -

MHSAL USE ONLY 



Feh. 17. 202 11 
I ATIA-19(, ) I 

1 
IV, lNFORMATION AT TIME OF IMMUNIZATION ANO AEFl ONSET 
zr. PROVINCE I TERRITORY OF IMMUNIZATION 

Gil- PIO AN AEFI FOLLOW A PREVIOUS DOSE 0~ ANY 0~ l'HI! AISOV! IMIWIUNl%JN() AGa4TS? 
0 NO @NO PRIOR DOSES QUNKNOWN QYES, PROVIDE l'JETAII.S IN lil0X a1. 

31.AOt)lflONAl DETAILS (AtrAOI-I FURTl-ll:I< C0Ml.1ENT.S ON A Sa:PARATE SHF.E!T ANO REFERENCE Tl-!IS BOX NUMBER) 

~tDIDTHfS AEFI FOLLOW AN INCORRECT IMMUNIZATION? 
(i, NO O UNKNOWN OYES (IFYES, CHOOSE ALL THAT APPLY ANO PROVIDE OE.TAILS IN BOX 33) 

0 GIVEN 0UTSIDe Ttte Reeoa.nv1eN0SO A$f: t..lMIT$ Otiose ~CEEDED THAT RECOMMENDED FOR AGE 

01NCORRECi ROUiE: □WRONG VACCINE; GIVEN 

□PRODUCT EXPIRED O OTHER (8P'Ec1FY); 

-.t,ADDITIONAL DETAILS (A1TACH fV.RTI-\EA COIVMENT5 ON A SEPARATE SHEET AND REFERENOE TH_l~ BOX NUMBER) 

a.1 .. l\llliOICAL l-rfSTORV' UP TO THE TIME OF AEFI ONSET (Cf-lOOSEALL THAT .APPLY AND PP.OVltlE OEfAILS IN 86X 36} 

0 CONCOMITANT MEDICA110~(S) KNOWN MEDICAL CONDITIONS./ ALLERGIES 0ACU~ lt.l..NE$$ / INJUR'( 

:ie. ADDITIONAL OET AILS (ATTACH RJRTHER COMMENTS ON A SEPARATE: SHEET ANO REFERENCE THIS BOX NUMBER) 

Only Allergy noted in history is Codeine 

ootmc,um ... L WHeN OOMPl.lf!'li:D 
P■g• 2 or, 

nent 
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._Feb. 17.'2021 8: 37AM n 
I ATIA - 19( 1) I 

,...._ _______ _.., t-r_1,_
11

_w _____ ____. 

V. AEFI DETAILS 
V,l, LOCAL ~liACi lO~ AT OR NEAR VACCfNATION SITE 

$8.0NSET FROM IMMUNIZATION TO ONSET OF 1ST SYMPTOM OR. I □LIN!\ b 
IMINl/TES) CHOURS) (OAYB' SIGN ES l 'fED 

:r,. DURATION ,FROM Or,fSET OF 1ST BYMPTOM / SIGN TO RESOLUllON OF ALL SYMPTOMS/ 

(MINUTSS) · (HOURS' (DAYS) BIGNS 

□INFECTED ABSCliSS O slERILe ABScEss OcELLULITI6 Q NOOULE 

□REACTION CROSSES JOINT 0 \. YMFl-tADENms □oTHERt (!iPEclFY): 

~-.AoamONAL DE:T AILS (ATTAQl,4 J;UR.'JlolER COMMl!NT$ ON A SlaPAAATe: Sl't BET AND REFERENCE THIS BO.X NUMBS() 
----·-••--•r•o11i ,,._ •• ~ ••u •• I• • '• • •-• •• I•• •<I J#•W•I ••- \ ..._..-... 

tt FOR ANY IMJl:CTI0N SITE REACTION INDICATED ABOVE, CHECK ALL nfAT APPLY BELOW ANJ> PROVIDE 
0E'TAllS IN THE COMMENTS ARn IN 'BOX ,40. 

□SWELLING 0 PA1N O iENDERNESS 05RYTHiMA □WARMTH O rNDUAATION □~H 

O LARGeS7 DIAMETER. Or VACCINATION + O SITE(S) Of' REACTION ~ SITE ~EACTION (8P5lCIN}; (OM! (8PeCIFY): (II.A,; t.,t,. AA: 

OPALPA6LE FLUClUANCE 0FLUIO ~OLLE.CilON SHOWN BY IMAGING TECHNIQUE (E,G., MRI, CT, Ut. lRASOuNo) 

□SPONTANEOUS/SURGICAL OMICRO~IAL RESULTS . □LYMPHANGITIC STR.EAl<INO 
OAAINAGE 

0RSGIONAL , 
LYMPHADENOPA il-lY 

4C. ADDITIONAL DETAILS (ATTACH f\JRTHER COMMENTS ON A SEPARAlESHEET AND REFERENCI=. Tli l3 eox NUM6E~ 

V.2, ANAPMYLAXIS OR OTHER ALLER.GIO EVENTS 

41.0NSa 2~ :~~M IMMUNIZATION TO ONSET liF ,_ST SYMPTOM OR IDNRESOLVE,O 
(MINUTES lHOUR&) fDAYS 

~ DU~TION 1 FFtOM ◊NS!'!' 0)=' 1.ST SYMPTOM I SIGN 1'0 l\lfSOWTION OF ALI. SYMPT<;}t-AS I 
(MINIJTE~ . (HOURS) (DAYS1 elC3NS 

,13.. CHOOSE ONE OF THE FOLLOWING: ~ANAPHYI.AXIS OoTHaR ALLeRoic eve111Ts 

"'· 0 SKIN f MUC0 SAL O ATINJS01'10 N SITE. ·IZ\ NON•lNJEQTION SITE ·1 
0 GENEAALIZEtl 0 U~TICAR.IA ~11-~t'RYiHEMA tD PRURITUS Q PFUCl(J...li 

SENSATION 

0 AT INJEcr10N SITE 0 NO~NJECTION SITE 
~ 

Q LOCALIZED (] URTICARIA 0 ERYTI1EMA 0 PRURITU6 0 PRICKLE 
SENSATION 

EYES □RED 0 ITCHY 

□TONGUE 0 ll-1R0AT □UVULA □LARYNX 

ANGlOEO!MA 
□UP □EYELID$ Q LIMi li 

QoTHSR. ($?1'ECIFY); 



_F e b. 17. 2 C 21 8 : 3 7 AM 
I ATIA-19(1) , I 

,...._ ______ ...... L..r·_-_ .. _____ 1 __ 1 I 

01 CENTRAL PULSE VOLUME; 

OTACHYCAROIA 0.i. OR I.OSS OF CONSCIO~NiS'~ 

,1o, [ZJRESPIRAT0RY O.sNEEZING Dru-{tNORR.HEA □H0A~S~ V0IC~ [ZJ $TRI Cl Cl~ 

OG'RUNTING OoRYcouott 

0cYAN0$1$ 

0TACHYPN&. 0vvHEEZING 

O1NrJAAWIN~ / ~TAACTICNS 

□SENSATION OF TI-lROAT CLOSURE:: 

c. OGASTROINTl:STINAL 0DJAMHt:A D,aoOMINAL PAIN □NAUSEA OvoMITING 

~. ADDITIONAL DETAILS (ATTACH t=URTHM COMMENTS ON A SEPARATE SHEET·;w, REFiili~c1t111is BOX NUMBER) 

Rl!afOINT Rf0EIVISD ~0VI0-18 VACCIN 1 1022.STABLE VITAL. SIGN:$ AND NO REACTION NOTED EVE SHIFT ANO 
NIG TSHIFT.NOTE:D BY HCA AT ABOUT 0320 OF•-■9!020 TO BE HAVliNG STRlOOR LASTED FOR A\:IPROX 1 HOUA. 
AN E'DNESS AT LEFT UPPER CHElST NEAR LE 6H0ULPER. BUT HA5 LATER RESOLVED PRIOR END OF CA.YSHIFT(COPD) 

V.3. NEUROLOGIC EVENTS -r1-.11GNE);TTo~reilN1ND1Qf..ll4#!Cl'l'-M"rn1.,,r~Pl¢Wll4~DY_.~ 

49.0NSET Ave 
:~: IWMWJIZATIOIIJ TO ONSH OF 1STS'IMPTOM ~ □ UNfU:SOLV!0 

IO DURATION rnoM ONSET OF 1ST SYMPTOf.4 / SlGN TO R~Ol..UTIOI',/ OF AU. SYMPTOMS/ 
' MINIJTl;tl HOV~ (DAY$) $IGN$ 

~- aerz:uRe(t) □WITNESSED B¥ HEALTHCARE PROFESSIONAL O YES ONO O UNKNOWN 
ECKALL 'l'HA T APPLY) 

6UbDEN LOSS OF CON$CIOUSNe6G Om O NO O UNKNOWN 

0 GENeRA.LIZEO 

0 TONIO O 01.0NIC Q TONIC-CLONIC ATOllLIC O Ab$!NCE O MY0CL0NIC 

0 P~I0US H(8T0RY OF SEl:Z:UR.l!S 

Q i:EBRILE AFEBRJl.E QUNKNOWN TYPE 

112 MENINGITIS" ENCEPHALOPATHY/ ENCEPHALITIS* s4OGUILLAIN-BARRE SYNDROME (GBSr 

ss0 BELL'S PALS~ 6s.[J OTHER PARALYSIS .. 

ii70 OTHER. NEUR0L0GIC 0lA.GN0StS• (SPECIFY}; 

~. FOR ANY N1:IJR0L0OIC EVENT INDlCATED ABOVE, CHECK ALL THAT APPl. Y PELOW AND PROVIDE DET At)..S 
IN THE COMMENTS AREA IN B0:X 58. 

□ DEPRESSED l ALTERED LEveL OF C0NSCI0WSN~ss / l.,l':THAA~V / 
PERSONA~llY CHANGE LASTING i 24HRS 

0JrSVER(~8.0"C) 0 GSF ABNORMALITY 

□FOCAL OR MUL TlF0CAL NEUR.0L0GIC 
Sl0N{S) 

OE5GA6NORMAl.ln' 01:MG AtlN0RMALITY 

0 NEU ROI MAGING ABN0RMAUTY · 0eRAIN / SPINAL CORD HISTOPATH0L0GIC ABN0RM.4.Ll'TY 

s_ ADDITIONAL DETAILS (ATTACl-i FURTHS\ C0MMiN'T80N A SEPARATE SHEET AND ReFERENCS THIS BOX NUMBER) 

S 'd 

OONFitlEN'T\Al WHEN COMPL!rrl::D 
f"soo 4 ol G 
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.Feb. 17. 2021 8:37AM ?. 6 
I. ATIA-19(1) I • •• 

• • •• 
• 

I inf r • • I 

1.1:'llQ\H' cl'r,;ocE NOrf.llEfl 

~----_r:_:_, .• __ __. 
v.~. OTHER DEFINED EWITT8 OF INTER.EST ~r)U'J'liMalJIID:riU.mlll~ .. ~Cll'Vllfflll~U~IDffDL'4N0UDIYil.PkY&iM-O 

(MINUTES) (HOURS) 
rR.0M1MMUHIZATIONTOONSETOF1STSYMPTOMIOR D RE .VED 

AYS) SIGN UN SOL: 

61,DUMTION FRO~ ONSET' OF 1 &i S'r'Ml'TOM I SIGN TO R!:SOLUTION OF ALL 8YMl"'rOMs / 
(MINUffiS) (HOURS) {DAYS) SISNS 

0 PALLOR / CYANOSIS □ i RESPONSIVENESS / UNRESPONSIVl!Ness 
PERSISTl:NT CRYING (CRYIIIIG WHICH IS CONTINUOUS AND UNAL TERet.l FOR• il-f~$) 

H A'r INJECTION SITE PLEASE DOCU~eNT IN. BOX $9. 
/ MUC08AL VIIITTi ADDITIONAL DETAIL.S IN BOX' ◄8) 

n 

o~'Ni~!Jzeo --C,L.OC.-AL_l .... ~eD-----A-TNON-INJE:OTION s~ _ ....... .. -~--------·-···- _.,,, .. 

as INTUS8USCEPTION"' 

ee0ARTl■IRl'T1il (Of-lEC!<ALL lHAT APPLY) 

□JOINT REDNESS OJ0INiw'ARM TO TOUCH □JOINT SWELllNG □INFLAMMATORY CHANGES IN 
SYNOVIAI.. FLUID 

•□THROMBOCYTOPENIA'" 
0 CUNIOAL l!V1DENCE OF 'BLEEDING 0PLATB...ET COUNT, 150 X 108/l 

••□ OCULO-FU:SPIR.ATORY SYNDROME (ORS) (NOTE; 1HIS IS OlffE~i:aN'l' ~ROM ALL.ER<llOIRESPIRATORYSYMPTOMS) 

BILATERAL ~eo EY£S D couaH 0'1NHEEZE OsoRe THROAT OolFFICULTY SWALLOWING 

DIFFIClJLT'f' Eft!ATHIN$ CHEST TIGHTNESS HOARaENE.SS FAClAL SWELLINO 
FEVER ci: aa.o·c OTE: RE:PO~T ONLY lf FEVER oCCIJRS lN CONJUNCTlONWllll A REPORTABLE: !Wa/T, FO~ FEVER 11'1 A 

N6UROtO~ICI\L, EViNT, use SECTION V.S,) 
□ ~~~ 11 OTHER SERIOUS OR U!'IJEXPECTED EVENT($) NCT LISTED IN TIE FORM cot,o.(!NT~ eox 72 

?~. ADDITIONA~ DETAILS (ATTACH FUR~ OOWJIENiS ON A ScPAAA~ sHi;..i::i-AND REltf<E:NCE THIS 80:X NIJt.fBS{) 

V .5. IMPACT OF AEFl, OUTCOMe1 AND LEV.SL. OIi CAP{!! OITAINED 
7!1.HIGHEST IMPACT OF AEFI (CHOOSE ONEOFTM'EFOIJ.OWIN!l) 

OolD NOTlNTERFSRe \l\l'll'H DAIL y ACTIVITIES 

0 IN'l"~Ft~el\~C> Wt'l'H l\t.tr D10 NOT PREV'eNi DAILY A0llVl'l'IES 

®PREVENTED .OAIL.Y ACTfVmes 

E AT TIME OF REP~~T 
• EA~DA~); 

1)1.)91-
W{Y-MIM-DO) 

9 'd . 

QFULLY REC0VERtD 

QPERMANENTDISABILllY / INCAPACITY 

tJ /A . 
..e-,:iOTYETREC0\11:REO 

0UNKNOWN 

CfJ~~fYcf~;ffil~ 
A2023000085 
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ATIA-19(1) 

-----'---~---__Jr L__*_-m_,_., ______ J ... 

76. HIGHEST LEVEL OF CARE. REQ.UJR.EO {CHOOSE' ONE OF'Th'E FOlLOWING) 

Q~ERGENCYVISIT QNCNwUR.GENTVISIT QNON~ O UNKNOWN 

@'n~I..EPHONt: ADVICE rROM A HEALTH f!ROFl:SSIONAL 

OREQUIREO HOSPITALIZATION FO~: 
OR O R.liSUI. TiD IN PR'¢LONCiA TION OF EXISTING 

<PAYS) HOSPITALIZATION BY: • DAYS 

Te. DATE OF t,:IOSPITAL ADMISSlON 11.'0AT'II OP HOSPITAL DISCHARGE 

-OD} (ff(Y-MM -00} 

. J;~T..~~J\/eD QNQ_.Q-1!.r-.!Kl':\Q!N.~ .. ~~~--~~~=~~~1~f.~~_2MEr-li"S I~~~-~~~ ___ .,. ___ _ 
"'""':"""~"."""."':'""".'"""~~--~------------------:--------~---t 

1'8, ADDmm-4AL DETAILS (ATTACH FUR1HER COMMENTS ON A 8EPARATI: sl-lEcT ~ ~FtSNCE nos eox NUMBl=R) 

RESIDENT R.EO'EIVE:D TELEPHONE ORDER FROM MD TO ADMINISTER EPINEPHRINE ANO Bl=NAP'R'r'L.AS PER 
STANDING ORDER( A0M1NISTERED). SEEN BY NP ON SITE AND EOL ORDERS IN PL.ACE AS PER FAMILIES W1SH 

. AS RESIOl:NT ON COMFORT CARE. ( RESIDENT HAS CHRONIC COPD) 

V,6, PUBt.lC 111!.ALTH RECOMMENDATIONS (MUST BE COMPLE'fED BY A MEOICAL OFFICER OF HEALTH) 

{]No CHANGE TO IMMUNIZATION SCHl:OULE 

006T&iRMIN& PRo-racTIVEANTlaODY LEVEL 

□NO r-URiH~~ IMMUN1ti110N$WITH (SPECIFY IN BOX BO) 

OEXPl=RT REFERRAL (sP,cJFV JN aox 70) 

(]CONTROLLED SETTING roR NEXT IMMUI\IIZA.TION 

[JACTI'le FOLLOW UP FORAEFl F{ECURRENOE!. AFTe:R 
NEXTVAcrnNE 

I OoTHEA. (9PE.cIFY lN eo1t ao, 0No REC OMMEN DA TI0NS 

110. OOMME! NTS (ATI A0H f'URTHeR COMMet-n"S ON A ~EPAMTE SHE:eT ANO REFE!l'l.15N¢E 'l'rH$ BOX NUMBER) 

ai. LASi NAME L12.FIRST NAME es. PHONE EXT. # 

(tJ##.-ffl.##JI# 

!Id.DATE llli, SIGNATURE 

'TO A T~M INDICA'lc8 SPfCIAC EVENT THAT SHOULD BE CIAGNOSED A PHYSrCIAN. 

PLJ!!~I SUBPAIT A OOPY OF ALii.. Al.Fl REPORTS SY SECURED F/iv( OR t:O(J~J;K TO TH£ MED!C.O.L OFFICER OF ~~ Tl-I {MOH) IN YOUR 
~GION.Al. HBALTH AVTHO'IUTY' (Pl.HA), '91.~I!! OHECK QUR W~l!SITE FOR UP TQ OAie c.;:Jl'<TAQT INFORMA.ilon; 

APTER HOVI\~ l!!lll'l=~lJC:Y 'PHOIJe JIOtl PUBLIC HEAL TH ISSUES:-

L 'd -

OOIIRDEN1UL WHEN CiOMPLETEO 
Paga & of6 

Page. 763 of/de 2,140 
A2023000085 

lN~ l S : 0 ! l l O l • 6 ! • 9 ~ .:J 



ATIA-19(1) 

Public Kealth Recommendatjons .., ~ 

= l°IEFI Status: 
. ~evie-.,; cornpie~ 

Cl... 

~ E!igfble for reflarting 14> fltfAC 

------~ 

Pubflc Heatth Recommendations 

last Re11i.ew Date: 
2il21 Feb 06' 

[i)(&] 

• --- ~ 

n 

.--~=~~:/:";·_:;.-\_:.,<-~-t)i·~:i~r, .. -;/ ... :~;0··~·:-:·~)Ji.~~~-::~~\~~)i~.:~,:>.)· . .<. :.\i--;:~i)_t:·~~drJ::i.:{/~;~;.{i::_:~~~-::~-1l~i~1~1il.;£).~~--;;\i(1t\-0,l._/!i~~;.:;~(=-f~\i\::-:,;i~,}?,)):s 

~ 
<>: 
~ 
LC', 

= 
~ 

= ~ 
0-, 

-= 
<L> 

LJ.... 

~-, .. ·· .t : 

01 0 202i-

~-~'iJF.; <;~-- . .-- :·_::x:·;,;.:-::: • )~;•.;:,_:;'.°~~;-Lt~.t~:ii, :~,.L :· .... : :;/;;a~:i~-~fi~- ~<~{;;~~:~:)/.::·: ~~~/~ _ _.._, ~~ :~J~;,~;;~·.'.-1:',:>,.-.~ .. , .l;:~~~/:' 
, . 

ctilicaf coon.e of patient meet criterta for anaphylaxls Brighton Le\•eJ 'f diag11ostlc certainty see. 
oopptemenlaJ lltformaffon from COfWersation ~ alferdng ptry:sldan con.sider a cat1sall1y 
assessment 

l -~ ~ -tt..~®}~e,c.pm,~~~~;~- ._J;>.~p,~~ :~.>{~ .;.":·:,,~1-2>> ·.: ... ,.:, .,L'.~.:.;·,~;~·-;.::;)',,~;~; ·.--6}i2~.j/::·~·c-',· ~,-:•, 
other~ spedfy causalify assesment 

,~~!'-~1~--~:%:~_>--.<~-~:: __ ~:· _-~<-_·; ~ ~: . ·;·,\):i:·•.<:x.ks.-;I.4L·~;- -._.·. :.\~-~--~?{::t• :;1£::F~:7•.)=~:-__ ~-•. :.::. ~->·-~1:,>· ... .-... . ;" • :- .. :?'--) ,._:;;jk.~{;J~~i~f~:-. --~l~ 
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F e b . 1 8. 2 0 2 1 1 0 : 4 3 AM 

I ATIA-19(1) I 

supplamenta,y Information comm~nts 

202~8:4S-

spoke to who had filled out the AEFI for: 

M~dlcal HX: Include COPD and hx of IVl1 prlor to coming to -

11112018 Allergy to Codeine Resident was on Comfort Care No previous dx of Covid No hx of contact to 
Covid Case No hx of anaphylaxls noted to other immunixations or other meds tha~as aware of 

during clients stay since 20~as immunized o per phims entry. Prior to 

imm unf zation resident per-ad no reports of concern Vitals day of lmmunizatlo,..i 2021: 

Temp 36.1 Pulse 75 Resp 18 B/P 126/71 Post immunizations standard dose of Tylenol ordered for all 
residents ~e given a _ 2021) No c;oncerns on evening or night shift vitals 

stable. 0~2021 approximately between erythema noted to !aft chest and 

stridor noted when resident moved to chair. They moved resident back to bed, Nurse Practitioner 
happened to be on unl~nd ordered epinephrine 0.3ml administered xl ancl Benadryl l 
mg a-Vitals Post epinephrine and Benadryl: Temp 36,7 HR 125 ~esp 28 B/P 118/58 02 sat 85% 

Ol administered at 2L stat increased to 91% NP indicated that Resident was tachypnea/tachycardla/ no 
response to verbal stimuli, tactlle response yes squeezed hand, no cyanosls noted 7 delayed reaction 7 

pneumatic process 7 COPD End of life Care ordered a-202olllllllstandard End of Life care 
medication was ordered: Morphine ( given a-2021 a-2.SOmg Hydromorphone given 

021 a~0.2.SmgScopolamlne administel"e 2021 a ... 0.6rngThe 

symptoms of stridor resolved In 1 hour, Erythema was gone by afternoon, Unsure if EOL care helped 

pa5:ied awa-2.021 a~ase to be r~vlewed by MOH

N.SN. PNC (c) Communlc&ble Disease Coordinator- Covldl9 

~4:47CST 

- 2021 MOH call to attending Physlc:la~and Nurs!ng staff- at time of event 
Attending physician was not present, The cause of death is old age, She Is unable to comment on the 
association with the vaccine or not but the presentation was different from the patients bas-elirie. Pt had 
multiple medical problems but was stable. There is no plan for an autopsy to be done Nutsing staff 
darlfled the rapid progre1:sion of symptoms The rash wc1s localized to the chest area and there wa.s no 
rash at injection site. The respiratory sy t sed from audible wheeze to stridor, as pt was 
using accessory muscles of respiration. 

6 'd 
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Medical Certlflc~te of Death ~ital Statistics 
Certlflcat medi~I • • ·1 
de deces [ATIA-19(1) tat CIVI 

V.S. REG. NO./ N" D'ENREG. C. 

NAME OF DECEASED 
NOM DU (DE LAJ 

DEFUNT(e) 
~~ALE 
~ININ 

PLACE OF DEATI4 
LIEU DU D~C:ES 

32. CAUS!: OF O!:A'rH / CAUSE OU OECES 
PART I / PAR'rlE I 

ApproXlmate interval between Of158t ana death. 
lntervallo ai,pr<>l<im'1111 entre 18 dlibut de 

la fllalQQle OU la blBSBlre "' le dkes 

z 
0 

G w 
c/J 
w 
::J a 
<( 

Ole:ftee 11>t' '-Gndltlon ~ IHOlng to CINU'I". 
&.\aladl.o ou '18.lay.,.t mo116 •ree1e"'-lffl:,u 4:kff•. 

Arwtt,cecle"lauaas: 
Mettlld ~~-~-Ha,,y, gi,t"g riu totheo~Glluso 
mting lhe undmiylng cmuse last 
O!u.sas'anlikleure:s 
_,,. pAlhelo91.--, •11 Ya"'"• <!"I ont doon~ """"""°" A i,, 
oou,.r lmm•dl■t. .W...Su. In,.._ la """" p-~ clu ""'"• 
i. lai rfn.. 

• "1111 01n,e nat rT'ei1n th• mode or dyjn!;l •.a. heat fallJre. 
,up1r1u6-iy r•llur•. It"'..,,* ~ ._H, ln)l,lry, or wmpl)Qtkm that 
~ Uteddeath. 

• It 111.a A'DSit p-. d. tt- ~ .,. ~ lti ~IIJMI: eet ~~- (p. • ir-. 
IJ\Sufl1sanoo OMdlaqUI ..... pl,mel,..), 11\ala pMo! ct. It "IOIOdlo, 
IIH ti,la~ GU du: c;ompllalltlons QUI ant aeusi le d6e:h. • 

I 
0 
a: 
::; 
a.. 
;:;;; 
w 
0: 
>-
~ ~ Ollt.,. tlp,tn~Pl 11;11i11""'1kH1a ;,ontnbut.ng to the du.th, l:art. nol rdzited 
z ~ tllill th. ~'8.eaaa Gr «mdlUon a.l.&lng ft. 

PART II/ PAATIE II 

5: ~ AU1rec5 ra~ lmpanants: ay■nt ~antrt~ ALi d~ "tt lt " '6Uir,f 

(B) . 
DUE: TO, OR AS A CONSEQUENCE OF I CAUSE PAA (OU ATTRl8UA91.£ A) 

(C) ------------------,..----,-----.,------
DUET□, OR AS A CONSEQU;iNCE OF I CAU9~ PAR (OU ATTlslBUl'.BLE A} 

~ . 
DUE TO, OR A£ A CONSEQUENCE OF I CAUSE PA~ (OU ATTRIBUABL.E AJ 

CJ ~ pu 141 a la .. _ '"'"'jct'- j,,dkf••• okl"""u•. 

t; ~ E ~ 1--------Cl,,,_ ___ ---,--l __________________________ ~_.,,... ______ ____, 
&.. ,c; si e3. A'JTOPSY YES/ OUI 34. IF "YES'' DOES THE CAUSE" OF DEATH STATED ABOVE TAKE ACCOUNT OF AUTOPSY FINDINGS? CJ YEp / OUI 
W :5 ~ ~ AUTO?SIE ~ NOi NON SI DUI, LA CAUSE OU CECES SU8MEN1'10NN~TIENT-ELL.E COMPTE DO:SRE$1,J~TATSDE ~'.AlffO?SIE? [J NO / NON 
~ -<(~ -~ 1--35--,-~--IA~Y~FlJ~RT-H-E-R_I_N_FO_ R_I_M_Jl_O_N_FIE_LA_:n_N_G,._T_O_T_H_E: ______________ 3_6_, M- AN_N_E_R_O_F_OEA __ T_I-I_/ _CAI.J_ S_E_D_U_C_~~c~",..s----------'---------, 

W ffi u.J {? CA.USE OF DEATH BE AVAILABLE LATER? 0 YI,$/ CUI (FOF! M.E. ONLY / RESSAVE: AU MEDECIN LlGIS'rE) 
_i Q. :, D'AI.JTFIES FIENSE:GNEMENTS SUR LA CAUSE 
- ~ Q {¥ DU DECES POUAFIONT·ILS ETRE FOURNiS • Cll NATURA\. I MOF!T NATURELl.E □ SUICIDE Q AW DENT UJ =i ~ _gj UL TEi'IIEUFIEMENT'? Iii NO I NON O HOMICIDE □ PENDING INVESTIGATION O UNDl.ieFIMINED, 

(/) O w .,. 1-----------------------------+-------------.....:E....:N..:Q..:U.::.~ ....:E....:EN=-C.::.CU.::.:..R....:S ____ N....:O....:N....:0:.=ET..:IER..:M....:l....:N..:EE=-, 
YJ ~ ~ 37. PLACE OF INJURY (HOMI;, FARM, HIGHWAY, i.T'CJ 38. TIM!cAND DATE. OF INJURY / HEURE'. ET DATE CE L'ACCICENT 

Yl:AA / ANN!E ~ ffi ~ :S ueu CE (.'ACC1CO:NT (OOMICII.E, FEAME, AOI.Jl'E, ETC.) 11ME; / H5:uFIE MOl'JTH / MOIS DAY/ JOUR 

C) ~ ~ ~ l--3-9.-H-:O-W-DI_D_1_H_E_INJ_U_R_Y_O_CC_ \J_R?-. _\'D_E_S-Cf't_l_S_E_C_IR_C_U_M_S_TAN-. _C_E_S_) /_CA_ U_S_E_D_E_L'_A_C_C_IDE_NT_(FO~U-AN_I_R_I.E_S_D.,..IT_A_ILS-J ------ -----------------, 

Z~~ N" 
l.iJ o =- ';F l-4-0,-IF_O_ e_C_EA_S_E_D_A_W_Ql_,-1A_N_:_O_IO_T1,_2:_0_1:A_TI-1_0_C_C_U_fl_D_U_RI_N_G_O_R_Wl_TH_I_N_1_YEA __ R_O_F_P_AEG_NAN __ CY_T_i.A_M_IN-AT1_0_N_? -----------□------&\------~ 

adil t;w ; 61 LA PERSoNNe oecsoe:e EST uNE FEMME, LE DECEs EST-IL su-iVENu PENDANT LA GR□ssiasse: ou oANs L'ANNe: su1v/4NT cEu.e-e1? YEs , ou1 No, N□N 
, , .i:iJ _ 9- IF ·ves· 010 OeATH OCCUA: A. □ DURING PREGNANCY I Pf;:NDANT !.A G,ROSSQ.SI;? 
~ ~ Ou.J ""oi•v 61 QUI, LE °"CtS EST-IL SURI/ENU a. □ IMTHIN 42 DAYSTHEFIEAFTEA / DANS lzS42 JOUASSUNANT LA FIN D!: LA G~OSSESSE? 

l7o <a:'"' ~ g: 1---------------◊.:.;•c..□=-8::cETWE::..:...:.==Ec..:N....:43.::..=cD"-'AYS~AN"'.;..;D'"A"'--'-YEAA=-:....TH-.:-:E:..:R.::EAFT..:....:.-=ER......:../ E;;;.Nm......:....cE...;4,1..:....:..J0;:;..U;:;.;R.;.:S:....5T;:.;1....:U=-'-N--l>Jll..c.-A;..;;P...;.l'l.;.;:Ec.::S..;:LA'--'-'-Fl:-:N'"-D•E.,.LA .. C1R=.:C:..:Sc.::S.::E=.SS:c:E:..:? _______ ~--1 
,.._. ~ - 41. WAS THERE A SURGICAL OPERATION? 0 YES I CUI 42, IF •Yes•. GIVE DATE OF 0PERATICN t"10rJYH / M01$ DAY/ JOUR YEAR I ANNi;.: 
- (3 @ ~ Y A·T-1~ eu UNI; INT5RVENTION CHIAUAGICALE? \ii NO / NON SI QUI, DATE OE L'INTi:RVEllfT!ON >- :z ~ ..i w 8 U 1-4~-.-0-P_ERA_:Tl_VE_F_IN_D_IN_G_S ________________ __.~-------------------------------! 

2 ii! ~ ! AESULTATS oe \.'INTERVE:NTION 

o~..,;~1------------------,........--~------------------,-----------------1 
.._, <a. ., 44. I (:::ATIFY THAT THf Al'IOl/f NAME'.0 Pl"RSON DIED l'.!N THE DATE AND FROM ll-lle !8 PHYSICIAN/ MEDECIN 

~ ,w IB ii CAUSESSTATEO HE El □ M,::DICAl EXAMINER I MEDECIN LEGISTE 
"'-"' -Cl} -' 1ij J'ATTESTE OUE LED ERSONNE SUSNOMMEE EST SURVENU A LA CATta =: "" !::;: -= INDIOUEe CI-OESSU IBUABLE AUX CAUSES SUSM!;:NTJONNi;E,S. □ DELEGATE OF CHl;;F MEDICAL EXAMINeA 
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I ATIA-19(1) I 
FAX COVER LETTER 

To: Health Canada From: 

Company: Date:Feb 

Fax#: 1-866-678-6789 
Reference #: 

Telephone#: 
Total# of pages including Cover: 10 

Subject: Canada Vigilance case number 000939409 

Greetings, 

Please see attached {Recommendation and Supplementary Information Comments from Public 
Health/MOH including Medical cert of Death) - last 3 pages 

Thank you very much 

The documents accompanying this transm;ssion contain confidential information intended only for the 
addressee. All other recipients are prohibited from disclosing, copying, distributing or taking any action 

in reliance on the contents. If you have received this facsimile in error, please notify us immediately 
and return the original to us by regular mail. 

If you do not receive all of the pages, please contact the sender. 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200720099/l) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 05566006 (0) 

HC Latest Received Date: 
20220517 
CCYYMMDD 

HC Initial Received Date: 20220517 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious· 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220513 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220513 
CCYY!1MDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PrIZER !NC-202200720099 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate {Cl)/ Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.11 Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!ZER tNC- 2022007l 00 99 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 05566006 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (8.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

CLOT 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedORA term(LL T) 

Clot i;,loo<i 

Reaction/event MedDRA term (PT) 

Thrombosis 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t received from a contactable reporte1 (s ) {Consumer or other non HCP) f rom medica l 
information tearr. .. 

A male patient received BNT162b2 (COMIRNATY) , as dose 3 (booster) , aingle (Batch/Lot number: unknown) for covid-19 
immunisation . The patient ' s relevant medical history and concomitant medications were not reported . The following 
information was reported: THROMBOSIS (death , medically significant} , outcome " fatal~• , desc r i bed as "clot". The 
pat..ie.ot date of deat.h was unknown. Reported cause of dea th : ''clot" . It. was not reported if an au L.opsy was 
performed. 

Response : Cal le r then start using abusive language. Reporter have e xp lained she needs to remain respectful . After 
constantly saying rot in hell , Reporter had decided to disconnect the line as she would not stop yelling over the 
phone , Multiple attempted were made to provide her resourceful information, but caller would not stop talking . 
Reporter had tried placing her on hold but she r.-.·ould :Start a different conversation . She did not have any 
part'! cular questi on bes i de why dont you stop selU ng Pf iz.et covro- 19 vaccine . 

For Canadian Callers : The. health and safety of our Pfizer colleagues has always been and remains our main 
priority. Pfizer knows firsthand the important role vaccinations play for society and we: fe:el strongly that we 
must set an example for others to follow. We have strongly recommended that all Canadian colleagues be vaccinated , 
and even set up our own vaccination clinics to provide vaccines to our employees and their f amilies . The majority 
of Pfizer employees in Canada have done their part to remain safe and help stop the COVID- 19 spread by getting 
COVID-19 vaccinations . i'ilhile we have not mandated or cequired our employees to vaccinate , ·.-Je idll continue to 
encoorage vaccination 1n our employee population . 

No follow-up 1Jttempts a re possible; informa tion aboul loL/bat:ch number ca. nr,ot be obtained. No further info,:mi;it i on 
is expecte d . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's dla.gnosls (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e•) Normal low range (B.3.1.1) 

I Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Clot blood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20220 0738107 (l) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 05584039 (0) 

HC Latest Received Date: 
20220523 
CCYYMMDD 

HC Initial Received Date: 20220523 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220519 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

2 0220519 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202200738107 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERHIC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

Yes 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

~ A- PrrzER !ttC- 2022007 38107 

Reason for nullification (A.1.13.1) 

Onset Age 

79 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 

Page: 775 of/de 2, 140 
A2023000085 



ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada fn7934 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 4 (BOOSTER), SINGLE 

Pharmaceutrcal form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

202-
CCYYMMOD 

$fart period (B.4.k.13.1) 

Action(s} taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18. 1a) 

26.0 

Source of assassment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Route of admrnistration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a} Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Drug end date (B.4.k.14) 

202~ 
cc 0 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event (s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.18.1b) 

Booster 

Method of assl!ssment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

NIA 
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Canada Vlgllance AER#: I E2B 05584039 (0) 

26.0 Booster -Source of assessment (B.4.k.18.2) Method of assessment fB.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (f3.4,k, 18.1a) Reaction assessed (B,4,k ,18.1b) 

26.0 Clot blood 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Clot blood 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Laboured breathing 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Laboured breathing 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Off label use 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (8.4.k.18.1 b) 

26.0 Off label use 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.16-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death -Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 
DOSE NUMBER 4 

(B.2.1.0) Current reaction 

MedORA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 
26 . 0 

(B.2.i.1 .a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LLT) 

Off label use 

Reaction/event MedDRA term (PT) 

Off label use 

Start Date 

2022-

1B.2.1.4) IEnd Date 

(B.2..i.1.b) 

(B.2.1.2.b) 

(B.2.1.5) 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k,18.4) 

NIA 

-
Result (B.4.k.18.4) 

NIA 

(B.2.1.6) 
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Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DOSE NUMBER 4 

Med0RA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 

reaction/event term LL T 

26 . 0 Boost.er 

MedDRA version for 
(B.2.i.2.a) Reaction/event Med0RA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Irnmunisa tion 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i,4) IEnd Date (B.2.i.5) 

202~ 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.1.0 ) Currenl reaction 

DEATH 9 DAYS AFTER DOSE 
MedDRA ve·rsion for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2. 1.1.b) 
reaction/event term LL T 

Z6,0 vnknQwn Ci'Vo<) Qf <:l<1~th 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Death 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8 .2.1.4) IEnd Date (8.2.1.5) 

202' 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

9 Days 9 Days 'f'atal 

Reaction/event as reported by primary source (B.2.i.O) Curfent reaction 

BLOOD CLOTS IN LUNGS 
MedDRA version for 

(B.2.1.1 .a) Reaction/event Med ORA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Clot blood 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Thrombosis 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i,4) !End Date (8.2,i.5) 

2022 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

4 Days 4 Days Unknown 

Reaction/event as reported by primary source (B,2,i,0) Current re...tion 

LABOURED BREATHING 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 LaboLlI:ed breathing 

MedDRA ve·rsion for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

reaction/event term PT 

26 . 0 Dyspnoea 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date {B.2.i.5) 

2022 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

J Days l Days Unknown 

I 
(B.2.i.81 

I Durat ion 

(B.2.i.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(8.2.i.8) 

I Durat ion 

(B.2.i.8) 

Page~4 

(B.2.i.6) 

(8 .2.1.6) 

(B.2.i.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

This is a spontaneous report received fron\ contactable reporter {s) (Consumer or other non HCP) . The reporter i a 
the patient. _ 

A 79-year-old female pati ent {unknown if pregnant} received BNT162b2 (COMIRNATY) , on 111111022 as dose 4 

(booste=) , single (Lot number : fn7934 ) at the age of /9 yeaz:-s , in left arm for covid-~ munisation . The 
patient's relevant medical history included: " l?ulmonary fibrosis" (unspecified if ongoing) ; " MS " (unspecified if 
ongoing); "Celiac" (unspecified if ongoing). The patient's concomitant medications were not reported . Vaccination 
history i ncluded: comirnaty {DOSE 3 (BOOSTER} , S!NGLE , Batch/Lot No: ff2595 , Location of injection: Arn-1 Left), 
~dtr1inistra.tion date: 021, f o 1. COVID- 19 Immunisation; BNT162b2 {DOSE 2, SINGLE , Batch/Lot No : ew0221, 
Location o f injection: Arm Left) , administration date : 06Jun2021 , for COVID- 19 Immunisation; BNT162b2 (DOSE 1, 
SINGLE, Batch/Lot No : EP6017 , Location of injection : Arm Left) , administration date : - 021 , for COVID-19 
Immunisation. 
The following information was r~ported: OFF LABEL USE (medically siQnificant) , IMMUllISi\TION (medically 
significant) all i...•ith onset 0221 ou tcome 1'unk.nown" and nll described as "Dose Number 4"; OYSPNOEA 
(hospitalization) with onset- 022, outcome "unknown", descr ibed as 11 Labou athing" ; tHROMBOSlS 

(prolonged hospitalization, life threatening , medically significilnt.) with onset:. 
described as "blood clots in lungs" ; DEJ\Tll (dQath, medic ally sign ificant) with onse t 2022 , outcome "fatal", 

described as "Oeath 9 days after dose" . The patient was hospitali,ed tor dyspnoea (.tart date : -◊22 
hospJtalization ciuratlon: 5 day (8 ))1 the patJent prolonged hospitalization for thrornbcsis !start ddte : - 022 , 
hospitali:zat.ion durc1t.ion: 5 da.y (s ) 1. t'he events "blood cloLs in lungo" and " L1bour-e-d br-ea trllng" requ11eJ. physici~n 
office visit and emergenc y room visit . Ther apeutic measures were taken as a result of death, thrombosis . The 
patient date of death was 022 . The reported cause of death was unknown . It was not reported if an autopsy 
was performed. The patient did not received any other vaccines within four weeks prior t o the covid vaccine. 
Treatment received for the adverse event •,,1as. blood thinner . The patient was not diagnosed with covid-19 prior c.o 
vaccination. The patient was not tested for covid~19 since the vaccination . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B .5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Nor mal low range (B .3.1.1) 

Results of tests and procedures {B.3.2) 

- - - -- -
Patient Medical History (B.1 .7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pulmonary fibrosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 MS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Celiac disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.19) 

MedDRA ve.rsion (B.1.7.1a.1) !Episode name (B.1.7.1a.2) 

Nonnal high range (B.3.1 .2) 

- - -

I End date (B.1.7.1f) 

I End date (B.1.7.1f) 

I End date (B.1.7.11) 

More info 

- -

(B.3.1.3) 

-
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26 . 0 Unknown cause of dea t h 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 

Drug name (B.1.8a) 

BNT162B2 

Start date (B.1.8c) E.nd date (B.1.8e) 

202 -
CCHMMDD 

202-
CCY 

202 - 20211 
CCYYMMDD CCY • 

Indication MedORA version (B.1 .81.1) Indication (B.1.8f.2) 

26 . 0 COVID- 19 immunisation 
26 . 0 COVID-19 immunisation 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Drug name (B.1.8a) 

COMI RNATY 

Start date (B.1.8c) End date (B.1 .8e) 

2021- 202-
CCYYMMDD CCYYMMDD 

Indication MedDRA version (B,1.81,1) Indication (B,1.81,2) 

26.0 COVID-19 immunisation 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1cJ (B.1.10.7.1d) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.Scl Drug end date (B.1.10.Se) 

Med ORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Bg.2) 

I 

(B.1.10.7.11) 

Page~6 

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 05587761 (O) 

Canada Vigilance HC Latest Received Date: 
20220524 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220524 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- JNJFOC- 2022042S043(1) 

Primary source countfy (A.1.1) Occur country (A.1.2) 

Canada 
1---------------'-----'---------'-------~----4 

Type of report 

5tudy 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

202~ 
CCYYMMDD 

Additional documellts? (A.1.8.1) 

No 

202:alllll 
CCYY!<L'1DD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

CA-JNJFOC-20220425043 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

JNJFOC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - JANSSEN INC 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

193 ... Elderly 
CCYYMMDD 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 1e.1.1.1a) Specialist (B.1.1.1b) 
no. record no. 

(B.1.6) 

Hospital 
re<:ord no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically Important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- Jl'IJFOC- ?.0220~25043 

Reason for nullification (A.1.13.1) 

Onset Age 

90 Years 

(B.1.1.1c) 

(B.1.2.2) 

(B.1.1.1d) 
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Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect SIMPONI 

Active Substance names (B.4.k.2.2) 

golimumab 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada UNKNOWN 

Holder and authorization/application no. of drug (B.4 .k.4) 

Country of authorizatlon/applicalion: Canada 

Structured dosage Info (B.4.k.S) 

50 Milligram, 1 every 1 (Months) 

Dosage tex:t (8.4.k.6) 

Pharmaceutical form (8.4.k.7) Route of administration (8.4.k.8) Parent route of admin (B.4 .k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a} Indication (B.4.k.11 b) 

26.0 Ankylosing spondylitis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2019'111 
CCYYMMDD 

202-
cc 

Duration of drug Adm In (B. 
Start period (B.4.ld3.1) Last period (B.4.k.13.2} 4.k.15) 

931 Days 946 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Provide the reason why Lot Number is unknown:: Discarded Provide the reason why sample is not avai 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Company 

Reaction assessed (B.4.k.18.1 b) 

Arterial obstruction NOS 

Method of assessment (B.4.k.18.3) 

Clinical Judgement 

Result (B.4.k.18.4) 

Not Related 
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MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Arterial obstruction NOS 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .. 18.l) Result (B.4.k.18.4) 

Reporter Clinical Judgement Not Reported 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 COVID-19 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Company Clinical Judgement Related 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 COVID-19 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

Reporter Clinical Judgement Not Related 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect TOZINAMERAN 

Active Substance names (B.4.k.2.2) 

country drug 01>tained (B.4.k.2.3J satcn11ot no. (S.4.K.3) 

Holder and authorizatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.'18.1b) 

Method of assessment (B.4.k.18.l) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AMLODIPINE 

Active Substance names (B.4.k.2.2) 

amlodipine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

5 Milligram, 1 every 1 (Days) 

Dosage text (8.4.k.6) 

Pharmaceutical form (B.4.k. 7) Route of administration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4,k.10) MedDRA version (B,4.k.11a) Indication (B.4.k.11b) 

Drug use for unknown 
260 indication 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (13. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? {B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k.18, 1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3} 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

COVID-19 INFECTION 

(B.2.1.0) Current reaction 

MedORA version for 
reaction/event term LL T 

26 . 0 

MedORA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

COVID- 19 

(B.2.i.2.a) Reaction/event MedORA term (PT) 

COVID-19 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202-

IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

931 Days Fatal 

Reaction/event as reported by primary source 

BLOCKED ARTERY 

(B,2.1.0 ) Current reaction 

Med0RA version for 
reaction/event term LL T 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Arterial obstruction NOS 

Reaction/event Med0RA term (PT) (B.2.1.2.b) 

Arterial occlusive disease 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This solicited report received from u. health care professional via ioAdvance RE.MICADE SIMPON! STE:LARA 
IMBRUVICJ.. ZYTIGA TREMFY~. ERLEADA EPREX BALVERSA concerned a 90 year old male (patient number - (local 
case ID~ 
The patient.'s height 1 and weight were not reported . The patient ' s 
and renal failure , and concurrent conditions included : ankylosing 
medical conditions included: no known allergies. 

past medical history included: kidney disease , 
spondyloarthritis , and other pre-existing 

The patient l.'"ece i ved combina t.ion product gol imumab [@§] 1]§ j R" for inj ect ion in pre-£ i l led pen , subcutaneous , batch 
number: UNKNOWN) 50 mg, 1 time every 1 months from 1111111 ~ 019 to 022 for ankylosing spondyloarthritis , 
Product constituent parts included smartject (route of admit1 , lot , serial number, model number, uor number, and 
expiration were not .reported) . Non - company suspect drugs included : Loz i oaroeran (ior ro oi ad.min , route oi admi n ~ and 
batch number were not reported) dose , frequency , and therapy dates were not reported fo.!' prophylaxis . The batch 
number was not reported and has been requested . Concomitant rr.edications included aml.odipine . 
Patient reported sta r ting to have symptoms in earl y April , headach •••• roat, fever , dia:rrhea. l\fter a few 
days , shortness of breath and cough, at-home Covid test positive o 022 , patient repartee! never having 
been so sick in his life , He had his 4th Pfizer Cov1d vaccine R-2022 . He cold that fortunately his 
cardiologist had increased his dose of amlodipioe from 5 mg to 10 mg a day, because before he would have had chest 
pain as well, which was not t:he case . He told that he had a tH.1clea.r test, he couldn ' t temembec- vihen, which showed 
at least one blocked artery . l-te w~s offere:d an ,angiogram to insert ,a stent or incre<i:1.se the a.mlodipine dose; he 
opted fort.he_ second option . Laboratory data included : COVID-19 virus test (NR : not provided) positive . Up on 
follow up r eportc.:: received a call from the patient ' s wife. The patient went to hospital by ambulance on 

022. He had retrosternal pain and shortness of breath. HP ¥27 &dh itted to the cardiac inten~ive care unit . 
The patient: refused to be treated . He was fully conscious. On Ill l■i::: 022 , retrosternal pain again, which •,.1as 
constant. He died surrounded by his family . On 022 , the patient died from COVID-19 infection . It was 
unk.nown if an autopsy 1 •• 1as performed. 
The action taken with golimumab i...•as not changed for blocked artet·y and not applicable for COVI0- 19 infection , The 
action taken with tozinameran was not applicable for COVID- 19 infection and not reporced for blocked artery . 
The outcome or t.h~ blocked artery was not !."epcr-ted. 
The reporter considered. the ca1.1sality bet.ween golimumab, and covict-1 9 infection as not related . The report.er did 
not provide a causality assessment between golimumab , and blocked artery; Company causality between golimumab, and 
covid-19 infection was related, and between golimumab , and blocked artery was not related. 
This report was seri ous (Death, and Hospitalization Caused/ Prolonged}. 

Case wcls rec1ssessed as serious based on additional information was received from hea.lth care professional on 11111 
022. The following information •..,ias updated and incorporated into the case narrative : cause of death (C()V~ 9 

jnfect.ion) , past. medi cal hist:ory (tenal failure) , COVtD- 19 infect.ion evenL onset dat...e, seri.ousness criter i a , 
outcome, date of death , t.herapy end d.ate, act.ion t.aken for COVID- 19 infection changed from dos.age mainteiined to 
not applicable, repo:t::ter causality {COVID-19 infection) , lab data {angiogram) , narrative information. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 1B,5.3a) 
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ATIA-19(1) 

Canada Vlgllance AER#: E28_05587761 (0) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

\11 : The follow up information is an update on seriousness- COV!D 19 infection reassessed as serious(fat~l 
out.come). 

COVID-19 This event{s) is labeled per RSI and is therefore considered potentially related 

2022 -
CCYYMMDD 

Unit (B.3.1e) 

positive 

Test date (B.3.1b) 

Unit (B.3.1•1 

COVID- 19 virus test 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

Angiogram 

Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Renal disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d} 

No 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2} 

26 . 0 Ankylcsing spoodyl itis 

Start date (B.1.7.1c} Continuing (B.1.7.1d} 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2i 

26 . 0 Renal failure 

Start date (8.1.7.1c} Continuing (B.1.7.1d} 

No 

Comments (B.1.7.1g} 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 COVlD- 19 

Start date (B.1.7.1c) Continuing (B.1.7.1d} 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent condlt1ons text (B.1.7.2) 

no known allergies. 

Past drug therapy (B.1.8) 
Drug name (B.1.8a} 

Start date (B.1.8c) End date 

Indication MedDRA version (B.1.81.1) Indication 

Reaction MedORA version (B.1.8g.1) Reaction 

Normal high range (B.3.1.2) 

Test result 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

(B.1.8e) 

(B.1.81.2) 

(B.1.8g.2) 

More info 

(B.3.1d) 

More Info 

(B.3.1.3) 

(B.3.1.3) 

I 
I 
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ATIA-19(1) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication 

Med ORA version for reaction 

Reporter organization (A.2.1.2a) 

Bioadvance 

Reporter street (A.2.1.2c) 

(A.2.1.2d) 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

(B.1.10.sf.1) Indication (B.1.10.s1.2) 

(B.1.10.89.1) Reactions 1B.1.10.Bg.2) 

Reporter department 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Bi oA<lvance REMICADP. STMPONJ $'!'&LAM TMBRIJVI CA 
ZYTIGA TREMFYA ERLEADA EPREX BAL\IERSA 

Sponsor Study no. (A.2.3.2) Observed study type 

Other studies 

End date (B.1.10.7.1!) 

(A.2.1.2b) 

Qualification (A.2.1.,) 

Othe( health professio nal 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lc anada Vigilance AER#: le2B 05592267 (1) 

Canada Vigilance HC Latest Received Date: 
20221013 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2022Al~5107(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------~----'--~-'----'-'----"----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

20220523 
CCYYMMDD 

Additional docu·ments? (A.1.8.1) 

No 

20221010 
CCYYMMDD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's nurnber (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca- 2022A195107 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAtlADLAN HElU,TH AVTHO~XTY 
MC Canada 
MAH AER Number 
AZPROOM60 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) , {2) E2B_05597042 

Report nullification? (A.1.13) 

IJo 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - AS7RAZENECA 

UNKNOWN Male 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E2B 05139181 

20211158511 
CA~AstraZeneca-2022Al951O7 

Reason for nullification (A.1.13.1) 

Onset Age 

81 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Arthralgi a 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Death 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Musculoskelec.al discomfort 

MedDRA versiM for cause (B.1 .9.2.a) Reported eause(s) (B.1.9.2.b) 

26 . 0 Pneumonia 

MedDRA version for cause (B.1 .9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Rash pru.r i lie 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2s 05592267 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Unknown 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VI D· 19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
last period (8.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B,4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05592267 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4,k·,16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

'MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VI0-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4,k.17,1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessmenr(B.4.k.18.3) Result (B.4.k.18.4) 

Page: 794 of/de 2, 140 
A2023000085 



lcanada Vigilance AER#: le2s 05592267 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

country arug 01>taInea (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

90 Milligram 

Dosage text (8.4.k.6) 

SOLUTION SUBCUTANEOUS90.0mg UNKNOWN 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Crohn's disease 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

... , 
Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k .. 18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4 .. k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (8.2.1.0) Current reaction 

PNEUMONIA 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Pneumon i a 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedORA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Pneumon i a 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.i.5) 

No 

Reaction first t ime (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

Result (B.4.k.18.4) 

I Duration 

(B.2.i.81 

(B.2.i.6) 
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Canada Vigilance AER#: I E2B 05592267 (1) 

RASH PROR.ITIC 

MedDRA ve·rsion for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Rash pruritic 

MedDRA version for 
(B,2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Rash prurit.ic -
IEnd Date Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.U) (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

DEATH 

MedDR.A version for (B,2.I.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 Death 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 □eath 

Term hightlighted by the reporter? (B,Z,i.a) Start Date 18,Z,i.4) IEnd Date (ll,Z,i,5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!'atal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

MUSCULOSKELETAL DISCOMFORT 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Musculoskeletal discomfort 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Musculoskeletal discomfort 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ARTHRALGIA 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

reaction/event term LL T 

26 . 0 Art.hralgLa 

MedDRA version for 
(B.2.i.2,a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Arthralgia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

;?atal 

I 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

Page~~ 

(B.2.1.6) 

(B,Z,i,6) 

(B.2.1.6) 

(B.2.1.6) 

Page: 796 of/de 2, 140 
A2023000085 



Case narrative {B.5.1) 

A :;pontaneous report has been received from a health professi.onal via the regulatory authority tn Canada (CANADIAN 
HEA.LTH 1'.UTHORITY) concerning a male patient of Unknown ethnic origin (age 81 years ) . 

No medical history was repo=ted . 

No concomitant products were reported. 

On an unkno ...,n date , the patient received Vax:..ev.r:ia Vial Contains 10 Doses Of 0 . 5ml {covid- 19 vaccine n r vv ad 
(chadoxl ncov- 19)) !batch number UnknO\'l'll) , via intramusc\.llar route , f or covid- 19 prophylaxis . On an unknown date, 
the pat.ienc received Covid- 19 Vaccine (covid- 19 vaccine nrvv ad (chadoxl ncov- 19)) , t.ot.al , via intramuscular 
rou t.e, for covid~l9 immunisati on . 

On an unknown date, the- patient started treatment w1th Stelara (ustekinumab) 90 mg, subcutaneous, for crohn 1 s 
disease . 

On ;1n unknO'Aln date , the patient experienced pneumonia (preferred term: Pneumonia) , rash pruritic (preferred term: 
Rash pruricic) , mus culoskelot.al discomfort. (prfderred term: Musculoskeletal discomfort) , arthr2llgia {preferred 
term : Arthra1gia) and death (preferred term: Death). 

lt. W-ilS unknown i( any action wc1s taken wit.h vax.zevtl,;1 Vial Contai11s LO Doses Of 0.5ml, Covid-L9 V,1cci.ne .;lnd 
Stelara . 

On an unspecified date , the patient clied . 

It was not known whether an autopsy was performed. The cause of death was death, musculoskeletal discomfort , rash 
pruritic, pneumonia and arthcaJgia . 

The reporter assessed the events of death , musculoskeletal cliscomfo:-t , rasl1 pruritic, pneumonia and arthralgia to 
be serious due to seriousness criteria of death, hospitalization and important medical event . 

For regulatory· reporting purposes , .1£ an event was spontaneously reported , at least a rea s onable poss1bil.1ty of a 
causal relationship was implied by the reporter , even if the relationship was unknown or unstated. 

Summary of follow- up information received by AgtraZeneca/Medlmrnune on 10- 0ct- 2022 from health professional via 
Spontaneous Source : Duplicate case found, Associate case Id added, New reference reporters added, reporter tab 
update, Suspect verbatim updated from Covid-19 vaccine astrazeneca to vaxzevria vial contains 10 doses of 0 . 5ml , 
new suspect covid- 19 vaccine added, nari:-ative amended . CAUSE OF OE.A.TR : DEJ\TH CAUSE OF DEATH : MUSCULOSKELETl\L 
DISCOMFORT CAUSE: OF DEATH : RASH PRURITIC CAUSE OF DEATH: PNEUMONIA CAUSE: OF DEATH : ARTHRALGIA PNEUMONIA - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL: Yes RASH PRURITIC - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes DEATH -
MEDICAL CONFIRMATION BY HEALTH PROfESSIONAL : Yes MUSCULOSKELETAL DISCOMfORT - MEDlCAL CONFIPJ-lATION BY HEALTH 
PROF!:SStoNAJ. : Yes AR"rHRALGrA - MEDtCAL CONfI RMATION BY HEAi.TH PROFESSlONAL: Yes 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments {B.5.4) 

This case report concerns 81 years old male vaccinee with reported fatal outcome (Prefe=red tenn: Death ) in 
association with .AZD1222 , Fatal events of musculoskeletal discomfort , rash prurit1c , pneumonia and arthralgia are 
not listed in the company core data sheet of AZD1222 . Arthralgia and rash pruritic are listed adverse events for 
.~ZD1222, however as the events are repo,·ted wi th serious11ess criteria of death , they are COI\Sidered unlisted. The 
cause of death was reported as deeit.h, musculoskeletal discomfort, rash pruritic, pneumonia and artht:aJgi a . 
Cosuspect ustekinumab could be considered as the confounding factor fer pneumonia and arthralgia . Elderly age of 
th@ vaccinee could b@ considered as a risk factor for dQath . Due to limited information on details and 
circumstances surrounding the events, relevant medical history, concomitant medicat.ion.s , date of vaccination, 
event onset. date, detailed diagnostic and etiologic work.up , autopsy details , the evaluation did not f1nd evidence 
to ssuggest a causal relationship between the events and AZD1 222 . 

Unit {B.3.1a) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name {B.1.1.1a.21 

26 . 0 Death 

Start date {B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info {B.3.1.3) 
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Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~ E_2_B~ __ 0_55_9_2_2_6_7~ (~1)~ ---------------~-----Page~s 

MedDRA version (B.1 .1.1a.1J Episode name (B.1.1.1a.2) 

26 . 0 Musculoskel8tal discomfor~ 

Start date (B.1.1.1c) Continuing (B.1.7.1d) End date (B.1.7.11} 

Comments 1e .1.1.1g) 

M edDRA version (B.1 .1.1a.1) Episode name (B.1.1.1a.21 

26 . 0 Rash prurit:1c 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.1.1a.1J Episode name (B.1.7.1a.2) 

26.0 Pneumonia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

Comments 1e .1.1.1g) 

MedDRA version (B.1.1.1a.1J Episode name (B, 1.1.1a.2) 

26 . 0 Arthralgia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Comments (B.1.1.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Be) 

Indication MedDRA version (B.1.81.1) Indication (B .1.Bf.2) 

Reaction MedORA version (B.1.8g.1) Reaction (B. 1 .Bg.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

title name 

PRIVA.C Y 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

UNKNOWN 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UN~NOWH 

Reporter city (A.2 .. 1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOl~N CANADIAN flEALrH A.UTHORITY 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) l:Qualiflcatlon (A.2.1.4) 

Canada Other health professional 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN 

Reporter department 

Reporter state (A,2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

UNKNOWN 

(A.2.1.2b) 

l:Quallflcatlon (A.2.1.4) 

Other health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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Ju i l 20.2021 2:3LLPM [ATIA - 19(1) ] 

FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 

. . . - -
• 

I t 

l.l.l didaration des effets secondaires Caussl appe~ • effets lndeslrables ») de prodults de 
sante commero;,ilises au Canada peut c:ontribuer a !'identification d'effets secondaii:es ~ves 
ou 1'8reti, ce qui peut emratner la modification de l'infurmetioruur l'innoc:uite du produit. 

Vraui lle.! ranvoyie~ 18 formul ... ire rernpli 
p.-r te lecopieur au 1-866-678-6789. 
Pour de p lu5 omples renseignements, 

com posez le 1-866-234-2345. 

PROTEG~ • 8 » LORSOUE REMPLI"" 

~s l"fflJc:tiON sur 1, fa~ de campla!Br et de soumettn! le present furmul,1ire sinsi q1,1e l~nformetion concement 
l,1 confidentisl~ se trouvent i la page 2. Completer tous las ilams obligatnin,s, indiques per un ·, et foumir autant 
d1nformation que PQ$$1ble- po1.1r les 111.11res items. 

N" ch rwNtence Oa cas edieant) : 

//:). ans a"Hom~ _k__1c9 
---3.. mois D Femme 

;-~ _ _ pI _ _ po __ lb$ __ oz 4. N° du lot 5. ND d1.1 DIN / N· d1.1 NPN 

5; ~nt, mtoll;.l!U>( et autres r.n&0i9nerniimbi perti~ (all~ias, ii~, 
comommltion d11 tabac/d'ak:ool, dy&fonc;tjonnement hepatique, etc.) 

8. Choisir ca qui 1/0Wi decit le mieLIX 

6. Pays d'achat 

C-de 
□ Eu&Unis 
C Aun (sp'etfle,,: ____ _ 

8. Oal9 du debllt du traitement 
(_.mm-jj)". 

7. OCI le produita-t-il ete adiete!obtenu?_ 

9. Diite de la nn du trBitement 
• [aaaa-mm-iil 

Aux environ& de !'apparition do r&ffet 58Ctlnclai,.., spiclli•r : 

10. Posologie 11, Fra,c;iuenai 12. Voied'adminlsu-etlon du 
(00110enfltlon., q1.1en\fte} (p. ~ 2 folt per jour) prnduit [p. ex. voie orale) 

13. Pouiquoi le l)l'Oduit a+il ete pris/prescritT 

□ Coraommateur ou eutre non-pro{euronncl de le mme Medecln C l'hl,nneden 14. Ett<t q 1,1e, r•~i,wor, dv ~it e ~ 15_ Si l'~ li,etion du pmduit-a ooi.se, 
ruim a l'a ' 'on de. l'dat-=ondaire? l'effot :r;acondaire s'est-H a~? 

C Autre profe!igionnel de le ~n~ (,peeifle" ! ___________ _ 

1-----------------------------t CJ Oui C. Oui 
CJ _.Non 'ii. Cela a-t-il ere dedere au fabrit=en(? CJ Non 

Cl Oui Non 

C) Effet scconda,r~ 
16. EsH:eque ~utili!!ation du produit 

a re,;ommenc:e SI.lite $ l'errtt de 
r'riat HQOndainii 

EY Ne s'appllque pH 

17. Si ['utilisation 9 ate recommencee, 
l'effet $KOl'l~lre s'fft--11 reprodult? 

-,,""'"':--------------I tJ Oui 
~ocs !f-ourritr la dam) 

Cl Milt la vie en danger 
C Hospi-tali9etion 
Cl Prolongation d'une ho,;pitalisetion 

lnaipecite 
C Malformetion eongen'tele 
Cl Besoin d'une illlervention medir,ale 

C Non 
19' Ne s',ppllque pas 

18. Probabilite que la produit ait cauS& l'eff91:secondaire 

2. Rftabliscomont sultv a l'effet secxmdaire' C Ulrnlin C Jas disponibl~capa~le de Vlirifier 
t---------------~------------1 C Probablemem/Vruisembleblement EY1mprobeble c.~~ -

Cl Oui Cl Non Cl lnainnu Cl Possiblement C Sans rapport YJ~ • 

C En ooura d11 nmblis'sement (expliquer) : 

3. Date du ~but de I'~ seeo"d111re· 4.. Otte de It flrl <It I'~ steo~d,i1t, 
(aaaa-nnn-;il) (aeae-rnm-jj) 

---+----~~---------i 
~O~I 

5. C!Gairn l'effutsilcondairi:! ~igne de t.empg, tr.iitemertt, etl!.r 

19. Autte$ produits de tint. cori"°"'mfs aux environs de l'epperition de l'effet: 
,e,:,on.d.11.ire, e:xduent le traitement: {tern s d'utililiiltion, ligne de mm , el&) 

Conaeil du Treso, du Ciinada. PuQ.: 150143 I Omo: avri\2020 

I.I Santti Health 
Canada C11na.de. 
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lcanada Vigilance AER#: le2B 05597042 (0) 

Canada Vigilance HC Latest Received Date: 
20220526 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220526 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200755475 (11 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~--'------~--'-~~--~---~-----~----1 

Type of report 

Stu<.ly 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220524 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220524 
CCYYM.'1DD 

List of documents held by sendler (A.1.8.2) 

Fulfill ex:pedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

cA~PFIZER INC- 202200755475 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1_) 

llealth Car>ada 
Unknown MAH 
PFIZERI)fC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) , {2) , (l ) E.2B_0S592267 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth {8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

E2B __ 05139181 
202111.58511 
CA-PFIZER I KC-202200755475 

Reason for nullification (A.1.13.1) 

Onset Age 

81 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) oatchllot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVIO-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1Ik2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1 b) 

Arthralgia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Result (B.4.k.18.4) 

Related 
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Canada Vigilance AER#: I E2B 05597042 (0) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Musculoskeletal discomfort 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Pneumonia 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Rash prurmc 

Scurci! of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global lnlrospection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 
Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

the o 
ana um 'lt 
ur I 

anada 

Page«J 
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lcanada Vigilance AER#: I E2B 05597042 (0) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

country arug 01>taInea (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k .S) 

90 Milligram 

Dosage text (8.4.k.6) 

90 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Crohn's disease 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Aclion(s) taken with drug (B.4.k.16) Did reaction recur on readministrat i-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

... , 
Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k .. 18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4 .. k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (8.2.1.0) Current reaction 

ARTHRALGIA 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 ArthralgLa 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Arthralgia 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.i.5) 

Reaction first t ime (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

Result (B.4.k.18.4) 

I Duration 

(B.2.i.81 

(B.2.i.6) 
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Canada Vigilance AER#: I E2B 05597042 (0) 

DEATH 

MedDRA ve·rsion for 
(B.2.1.1 .a) Reactlonlevent MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Death 

MedDRA version for 
(B,2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Death -
Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.U) IEnd Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

MUSCULOSKELETAL DISCOMFORT 

MedDR.A version for 
(B.2.I.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 

reaction/event term LL T 

26 . 0 Musculoskeletal discomfort 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Musculoskeletal di scomfort 

Term hightlighted by the reporter? (B,Z,i.a) Start Date IB,Z,i,4) IEnd Date (ll.Z,i,5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!'atal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

PNEUMONIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 Pneumonia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Pneumonia 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

RASH PRURITIC 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

reaction/event term LL T 

26 . 0 Rash pruritic 

MedDRA version for 
(B.2.i.2,a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Rash pruritic 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

;?atal 

I 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

Page*S 
-

(B.2.1.6) 

(B,Z,i,6) 

(B.2.1.6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

!<ON- INTERV£NTIONAL POS'l'- MARKE:TTNG STUDY - PROTOCOL TrTJ.E NOT IWAJLABLE 

This is a non-interventiona.l study report received from a contactable reporter (s} (Other HCP) from Regulacory 
Authority , Regulatory numbe::: : E2B _ 05139181 (Health Canada). 

An 81-year-old male patient received COVID-19 Vaccine - Manufactu rer Unknown, as dose number unk.nmm, single 
(Batch/Lot number : unknown) intramuscular for covid-19 immunisation; ustekinumab (STELARA) , (Batch/Lot number : 
unk.no•,rn) at. 90 mg, subcutaneous for crohn' s disease . The patient ' s relevant medical history and concomitant 
medications i...•ere no t repo rted. 
The following information was reported: AR.THRALGIA (death , hospitalization}, outcome '' fatal "; DEATH (death , 
hospitalization, medically significant) , out.come "fatal"; MUSCULOSKELETAL DISCOMFORT {death, hospitalization) , 
outcome " fatal " ; PNEUMONil\. (death , hospitalization, medically significant) , outcome " fatal "; RJ\SH PRURITIC (death , 
hospitalization), outcorn€' "f atal" . The date ancl cause of death for th€' patient were unknown. It was not reported 
1£ an autopsy was performed . 

The reporter's assessment of the causal rel~tionship of ''arthralgia '' , ••cto~th '' , ''musculoskelet~l discomfort'' , 
"pnellmonia" and "rash pruritic" with the suspect product (s ) COVID-19 Vacc ine - Manufacturer Unknown was not 
provided at the time ot this r eport . Since no determination has been rece ived, the caae is rnana9cd ba~ed on the 
company causc1 l ity dseessment _ 

Mo follow- up attempts at:e possible; information about lot/batch number cannot be obtained. No further information 
is expected. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Based on the into::;ma.tion in the case report , a possible causal relationship between the ,eported events and the 
suspect drug BNT162B2 cannot be completely excluded. 

The impact of this report on the benefit/risk profile of the Pfizer drug is evaluated as part of Pfizer 
procedures for safety evaluat;ion, including the review and analysis of a.99.cegate data for adve.cse events. Ar,y 
safe ty concern identified as part o f this review, as tiell <:IS any appropri<:1te action in response, t>..•111 be promptly 
notified to Regulatory Authorities , Ethics Committees and Investigators , as appropriate . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- - - --- - - - - - - - - - ~ - ~- -- -- - - - - - -- - -

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Unknown cause of dea t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Ba) 

Start date (B.1.Sc) End date (B.1.Se) 

Indication MedORA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedORA version (ll.1.8g.1) Reaction (B.1.8g.2) 

- -

I 
I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Other studies 

!:
Qualificati on 

Othe( health 

(A.2.3.3) 

(A.2.1.4) 

professio nal 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 05511912 (6) 

Canada Vigilance HC Latest Received Date: 
20221111 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- ALXN- A202204950(7 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadc1 
1--------------'-'---------'--------~--j 

Type of report 

Study 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Disabllngllncapacltating? 

Yes 

No 

20220420 
CCYYHMDD 

Add!tlonal documents? (A.1.8.1) 

No 

20221107 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlt~·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2} 

CA-ALXN-A202204950 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH • ALEXION PHARMACEUTICALS INC 

Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Centimeter 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defe.ct? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ALX»- A202204950 

Reason for nullification (A.1.13.1) 

56. 25 Kilogr am 

Onset Age (B.1.2.2) 

63 Years 

(B.1.1.1c) (B.1.1.1d) 
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Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SOURIS SINGLE USE, 300 MG/30ML 

Active Substance names (B.4.k.2.2) 

eculizumab 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4 .k.4) 

Authorization/Application no.: 02322285 
Country of authorizatJon/application: Canada 

Structured dosage Info {B.4.k.S) 

900 Milligram,1 every 2 (Weeks) 

Dosage text (8.4.k.6) 

UNK, every 9 days 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Paroxysmal nocturnal 
26.0 haemoglobinuria 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20220502 20121025 
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13 .. 2) 4.k.15) 

22 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminist ratlon? (B.4.k.17.1) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 
- - ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA verslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Abdominal discomfort 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: 

MedDRA version (B,4.k ,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

IE2B 05611972 (6) 

Reaction assessed (B.4.k.18.1 b) 

Abdominal discomfort 

Method of assessment (B.4.k .. 18.l) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Abdominal discomfort 

Method of assessment (B.4.k.18.l) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Abdominal discomfort 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Abdominal discomfort 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Abdominal discomfort 

Method of assessment (B.4.k .18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood in urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood in urine 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood in urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k .18.1 b) 

Blood in urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood in urine 

Method of assessment (B.4.k.18.l) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood in urine 

Method of assessment (B.4.k.18.3) 

I Page*3 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Refated 

Resu It (B.4.k.18.4) 

Not Related 

Result (B.4,k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Resu It (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Resu It (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PRIMARY SOURCE REPORTER -MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B,4,k,18,Z) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k. 18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (6,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k,18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (BA.k.18..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

IE2B 05611972 (6) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood pressure reading low 

Method of assessment (B.4,k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood pressure reading low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood pressure reading low 

Method ofassessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood pressure reading low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k. 18.1b) 

Blood pressure reading low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood pressure reading low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assested (B.4.k.18.1b) 

Cancer fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (6.4.k, 18, 1 b) 

Cancer fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cancer fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cancer fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

.Reaction assessed (B.4.k.18.1b) 

Cancer fatigue 

I Pagd4 

Not Related 

Result (B,4,k,18,4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Resu It (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

---
Resu It (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related -

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 
-
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Canada Vigilance AER#: 

Source of assessment (B.4.k,18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (i3.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

IE2B 05611972 (6) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cancer fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18.1b) 

Chest wall cyst 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest wall cyst 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Rliaction assessed (B.4.k.18.1 b) 

Chest wall cyst 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18, 1 b) 

Chest wall cyst 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest wall cyst 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest wall cyst 

Method of assessment (B.4.k.18.3) 

Glot>;;il lntro~pection 

Reaction assessed (B.4.k.18.1b) 

Dark urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Dark urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Dark urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Page*5 

Result (B.4,k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not ReportecJ 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k:18.4) 

Not Related 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (1:3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRfMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (BA.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. 18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

IE2B 05611972 (6) 

Dark urine 
--

Method of assessment fB.4.k.18.3) 

Global Introspection 

Reaction assessed (B,4,k, 18.1b) 

Dark urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Dark urine 

Method of assessment (B.4.k.18.3) 

Global lnlrospecllon 

Reaction assessed (B.4.k.18.1b) 

Gastroesopt,ageal refiux disease 

Method of assessment{B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Gastroesophageal reflux disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Gastroesophageal reflux disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Gastroesophageal reflux disease 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Gastroesophageal refiux disease 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Gastroesophageal reflux disease 
- -

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Haemoglobin low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Haemoglobin low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page~6 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (BA.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

-
Result (B.4.k.18.4) 

Not Related 

Result (B.4,k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 
... 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1fl..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

IE2B 05611972 (6) 

Reaction assessed (B.4.k.18.1b) 

Haemoglobin low 

Method of assessment (BA.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Haemoglobin low 

Method of assessment (B.4.k.18.3) 

Global Introspection 
-- --

Reaction assessed (B.4.k.18.1b) 

Haemoglobin low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Haemoglobin low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Jaundice 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Jaundice 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Jaundice 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Jaundice 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Jaundice 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Jaundice 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Joint swelling 

Method of assessment (B.4.k.18.3) 

I Pagen 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Unknown -~ 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.lc18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4,k,18',2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4,k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

IE2B 05611972 (6) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Joint swelling 

Method of assessment (B,4,k, 18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Joint swelling 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Joint swelling 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Joint swelling 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Joint swelling 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Laboratory test abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Laboratory test abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Laboratory test abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Laboratory test abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Laboratory test abMrmal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Laboratory test abnormal 

I Page~8 

Not Related 

Result (EU,k,18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Resu It (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 
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Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.ta) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

IE2B 05611972 (6) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lethargic 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Lethargic 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Lethargic 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4. k.18.1 b) 

Lethargic 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lethargic 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lethargic 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Naevus 

Method of assessment (B.4.k.18.3) 

Glooal lntro~pection 

Reaction assessed (B.4.k.18.1 b) 

Naevus 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Naevus 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Naevus 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Page~9 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4 ) 

Not Related 

Result (B.4.k.18.4 ) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (IM,k, 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of ;1:.sessment (S,4,k.18,2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

IE2B 05611972 (6) 

Naevus 

Method of assessment (13.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k, 18, 1 b) 

Naevus 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Nausea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Nausea 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Nausea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Nausea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Nausea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Nausea 

Method of assessment (S.4.k,16,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Off label dosing frequency 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Off label dosing frequency 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Off label ·dosing frequency 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I PageH O 

Result (8.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Re:;ult (B.4,k.15.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: 

MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRINIARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

IE2B 05611972 (6) 

Reaction assessed (B.4.k.18.1 b) 

Off label dosing frequency 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Off label dosing frequency 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Off label dosing frequency 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Operative bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Operative bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Operative bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Operative bleeding 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Operative bleeding 

Method of assessment{B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Operative bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Ovarian cancer metastatic 

Method of assessment (B.4.k.18.3) 

Global lntrospectlon 

Reaction assessed (B.4.k.18.1b) 

Ovarian cancer metastatic 

Method of assessment (B.4.k.18.3) 

I PageUl 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Refated 

Resu It (B.4.k.18.4) 

Not Related 

Result (B.4,k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Resu It (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Resu It (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PHARMACEUTICAL COMPANY -MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B,4,k,18,2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Sourc11 of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k. 18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

MedDRA ve~ion (6.4.k,18,1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (BA.k.18-.2) 

PRIMARY SOURCE REPORTER 

IE2B 05611972 (6) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Ovarian cancer metastatic 

Method of assessment (IM ,k, 18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Ovarian cancer metastatic 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Ovarian cancer melastatlc 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Ovarian cancer metastatic 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k. 18.1b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global lntrospectlon 

Reaction assessed (6.4.k, H!, 1 b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I PageH2 

Not Related 

Result (B,4,k,18,4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

R.esult (B.4.k.18.4) 

Not Related 

Resu It (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 
-

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J/ tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Unk 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

26.0 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B,4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (6.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratl-on? (B.4.k.17.1) 

Unknown 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Ovarian cancer metastatic 

Reaction assessed (B.4.k,18.1b) 

_ Abdominal discomfort 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Abdominal discomfort 

Method of as5essment (6,4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood in urine 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood in urine 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Not Related 

Result (6.4.k,18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

I Result (B.4.k.18.4) 
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PRIMARY SOURCE REPORTER Global Introspection -MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Blood pressure reading low 

Source of assessment (B,4,k,18,Z) Method of assessment (B.4,k.18,3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Blood pressure reading low 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Cancer fatigue 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cancer fatigue 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Chest wall cyst 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k .18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Chest wall cyst 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Dark urine 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k ,18,1a) Reaction assessed (B.4.k , 11!, 1 b) 

26.0 Dark urine 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection -
MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Gastroesophageal reflux disease 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Gastroesophageal reflux disease 

Source of assessment (BA.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Haemoglobin low 

I PageU4 

Not Reported 

Result (B,4.k,18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4,k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

---
Resu It (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 
~ 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 
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Source of assessment (B.4.k,18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Haemoglobin low 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Jaundice 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Jaundice 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a} Reaction assessed (B.4.k.18.1 b) 

26.0 Joint swelling 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18, 1 b) 

26.0 Joint swelling 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Laboratory test abnormal 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Laboratory test abnormal 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Glol>al lntro~pei;;tion 

MedDRA version (i3.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lethargic 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lethargic 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Naevus 

Source of assessment (8.4.k.18.2) Method of assessment (B.4.k.18.3} 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I PageU 5 

Result (B.4,k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not ReportecJ 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 
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26.0 Naevus -Source of assessment (B.4.k.18.2) Method of assessment fB.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (f3.4,k, 18.1a) Reaction assessed (B.-4.k,18,1b) 

26.0 Nausea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Nausea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Off label dosing frequency 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Off label dosing frequency 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Operative bleeding 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k .18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Operative bleeding 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Ovarian cancer metastatic 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Ovarian cancer metastatic - -
Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k .18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Shingles 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Shingles -Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

I PageU6 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

-
Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Related 

-
Result (B.4.k.18.4) 

Not Reported 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant IMOVANE 

Active Substance names (B.4.k.2.2) 

zopiclone 

country drug 01>ta1ne<1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

5 Milligram 

Dosage text (B.4.k.6) 

5 mg, UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Drug use for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstraHon? (B.4.k.17.1) 

Additional info (S.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN D /00107901/ 

Active Substance names (B.4.k.2.2) 

ERGOCALCIFEROL 

country arug 01>talnea (tS.4.K.:l.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

1000 UI in the summer and 2000 UI In the winter 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug use for unknown 
26.0 indication 

Start date of drug {B.4.k.12) Drug end date {B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstrati-on? (B.4.k.17.1} 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (8,2.i.O) Current reaction 

CANCER , STAGE 4 CANCER, OVARIAN CANCER, MASS IN UTERUS , OVARIES, AND LYNPH 
Sl'JRGERY TO REMOVE A ACNCEROUS TUMOl'JR FROM ABDOMEN, OVARIAN CANCER 
MedDRA ve-rsion for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Ovarian cancer metastatic 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reactionlevent term PT 

26.0 Ovarian cancer metastatic 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8 .2.1.4) IEnd Date (8.2.1.5) I Durat ion 
Yes 202203 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

NODES , 

(8 .2.1.6) 
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OPERATIVE BLEEDING 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Operative bleeding 

MedDRA version for 
(B,2.1.2,a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Procedural haemorrhage -
IEnd Date I Duration Term hightli ghted by the reporter? (B.2.1.3) Start Date (8.2.U) (B.2.1.5) (8.2.1.6) 

Yes 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.i.8) 

Unknown 

Reaction/event as reported by primary source (8,2.1.0) Current reaction 

LOW HAEMOGLOBIN LEVELS 
MedDR.A version for (B,2.I.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 Haemoglobin l ow 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Haemoglobjn dec~eased 

Term hightlighted by the reporter? (B,Z,i.a) Start Date IB,Z,i,4) IEnd Date (B,2,i,5) I Duration (B,2.i,6) 

Yes 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Not recov~red/nct resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SHINGLES 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Shingles 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 He.rpes zoster 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) I Duration (B.2.1.6) 

Yes 202002 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

LOW BLOOD PRESSURE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Blood pressure reading low 

MedDRA version for 
(B .2.i.2,a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Blood pressure decreased 

Term hightlighted by the reporter? (8.2.LJ) Start Date (B.2.1.4) IEnd Date (8.2.1.5] I Duration 
Yes 202 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.i.7.2) Outcome (B.2.i.81 

3647 Days Recove.red/r:esolved 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

SOME CYSTS ON CHEST WALL 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26.0 Chest • ..,all cyst 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Chest wall cyst 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) IEnd Date (B.2.i.5) I Durat ion 
Yes 

(8.2.1.6) 

(B.2.i.6) 
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Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SLEEPING 22 HOURS A DAY , CANCER RELATED FATIGUE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Cancer fat.igu e 

Med0RA version for (B,2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 cancer fatigue 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i,4) IEnd Date (B,2.i.5) I Duration (B.2.i.6) 

Yes 

Reaction first t ime (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Not recovered/ not rl!solved 

Reaction/event as reported by primary source (B.2.1.0) Currenl reaction 

ABDOMINAL DISCOMFORT ON AND OFF 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

Z6,0 h~¢omin~L Qj sco~for t 
MedDRA ve-rsion for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26.0 Abdominal discomfort 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

Yes 2 0 2 201 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

No t recovered/ not resolved 

Reaction/event as reported by primary source (B.2.i.O) Curfent reaction 

ABNORMAL LAB VALUES 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 Laboratory t est abnormal 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

2 6 . 0 Labora t or y t est abno~mal 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) !End Date (B.2.i.5) I Duration (B.2.i.6) 

Yes 

Reaction first time (8.2.1.7.1) Reaction last time (8,2.1.7.2) Outcome (B.2.i.8) 

Not recovered/ncL resolved 

Reaction/event as reported by primary source {B,2,i,0) Current re...tion 

BLOOD PRESENT IN URINE, BLOOD IN URINE 
MedDRA version for 

(B.2.1.1,a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 Blood .in ur.1ne 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Blood urine present 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date {B.2.i.5) I Durat ion (B.2.i.6) 

Yes 2022052 4 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

3520 Days Not recovered /not r esolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

RESECTION OF HYPER-NEOPLASTIC NEVUS 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Naevus 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 
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26 . 0 Mel anocytic naevus 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

Yes 

Reaction first time (8.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Not r~co,,~r~d/not 1't!'S01Vt!'d 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

LETHARGIC 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Lethargic 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Lethargy -
IEnd Date I Duration 

-
Term hlghtllghted by the reporter? (B.2.1.31 Start Date (B.2.1,4) (8.2.1.5) (8.2.1.6) 

Ye• 

Reaction first time (B.2.1.7.1) Reaction last time (B,2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not :resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

RECEIVED HER INFUSION 9 DAYS AFTER LAST INFUSION , PRESCRIBED INFUSIONS ARE EVERY 14 
DAYS BUT TREATING PHYSICIAN REQUESTED PATIENT TO BE INFUSED EARLIER 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2. i.1.b) 
reaction/event term LL T 

26 . 0 Off label dosing Irequency 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Off label use 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5] I Duration (8.2.1.61 

Yes 202205 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Unknown 

Reaction/event as reported by primary source (8.2.U)) Current reaction 

DARK URINES 

MedDRA version for 
(8 .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Dark urine 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Chromac.uria 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) I Durat ion (8.2.i.6) 

Yes 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not :resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

NOTICED SOME MIGRATING JOINT SWELLING, LEFT ANKLE AND FOOT SWOLLEN AND HAD A ELBOW 

SWELLING 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Joint swelling 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Joi nt swelling 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

Yes 2021 

Reaction first t ime (B,Z,i,7,1) Reaction last time (B,Z,i,7,ZJ Outcome (B,Z,i,8) 

Not recovered/ not resolved 

!Reaction/event as reported by primary source (8.2.i.O) Current reaction 
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OCCASIONAL GERD 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2. 1.1.b) 
reaction/event term LL T 

26 . 0 Gastroesophageal reflux disease 

MedDRA version for 
(B,2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Gastrooesophageal cef lux disease -
IEnd Date I Durat ion Term hightli ghted by the reporter? (B.2.1.3) Start Date (8.2.U) (8.2.1.5) (8.2.1.6) 

Yes 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.i.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

SLIGHTLY JAUNDICED WITH YELLOWING SKIN AND SCLERA, JAUNDICE 
MedDR.A version for 

(B,2.I.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 Jaundice 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Jaur,djce 

Term hightlighted by the reporter? (B,Z,i.a) Start Date IB,Z,i,4) IEnd Date (ll.Z,i,5) I Duration (B,Z,i,6) 

Yes 202-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Not recov~red/nct resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

NAUSEA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26.0 Nausea 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 Nausea 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date 
Yes 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.1.7.2) 

Reaction/event as reported by primary source (8.2.1.0) Past reaction 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26 . 0 No adverse event 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 No adverse even t 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date 

Reaction first time (6.2.i.7.1) Reaction last time (B.2.i.7.2) 

Reaction/event as reported by primary source (8.2.1.0) Past reaction 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26 . 0 No adverse event 

MedDRA ve·rsion for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26.0 No adverse event 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.1.4) IEnd Date 

(8.2.1.1.b) 

(B.2.i.2.b) 

(8.2.1.5) I Duration (B.2.1.6) 

Outcome (B.2.1.8) 

Not recovered/not resolved 

(B.2.i.1.b) 

(8.2.i.2.b) 

(8.2.1.5) 

Outcome 

(B.2.i.1.b) 

(B.2.i.2.b) 

(8.2.1.5) 

I Duration 

(B.2.1.8) 

I Durat ion 

(8 .2.1.6) 

(8 .2.1.6) 
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Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) 

Reaction/event as reported by primary source (B.2.i.O) Past reaction 

MedDRA version for 
(8 .2.1.1 .a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26 . 0 No adverse event. 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 No adverse even t 

Term hightlighted by the reporter? (8,2,i,3) Start Date (8,2,iA) J:dDate 

-
Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) 

Reaction/event as reported by primary source (B,2.1.0 ) Past reaction 

MedDRA ve.rsion for 
(8.2.i.1.a) Reaction/event MedDRA term(LL T) 

reaction/event term LL T 

26 . 0 No adverse event 

MedDRA version for 
(8 .2.i.2.a) Reaction/event MedDRA term (PT) 

reaction/event term PT 

26 . 0 No adverse event 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) 

Reaction/event as reported by primary source (B.2.i.O) Past reaction 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26 , 0 No adverse event: 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 No adverse e ven t 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.1.4) IEnd Date 

Reaction first time (B.2.i.7,1) Reaction last time (B.2.i.7.2) 

Reaction/event as reported by primary source (B.2.1.0) Past reaction 

MedDRA version for 
(B.2.1.1 ,a) Reaction/event MedDRA term(LL T) 

reaction/event term LL T 

26 . 0 No adver se event 

MedDRA ve-rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 No adver se- even t 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date 

Reaction first time (B,2.i.7,1) Reaction last time (B,2.1.7.2) 

Reaction/event as reported by primary source (B.2.i.O) Past reaction 

MedDRA version for (8.2.i.1.a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26 . 0 No adverse event 

MedDRA ve.rsion for (B.2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

Outcome (B.2.i.81 

(B.2.1.1.b) 

(B.2.1.2.b) 

(8,2.i.5) J:ration 

Outcome (B.2.1.8) 

(B.2. i.1.b) 

(B.2.i.2.b) 

(B.2.i.5) I Durat ion 

Outcome (B.2.i.81 

(B.2.i.1.b) 

(B.2.i.2.b) 

(B.2.1.5] I Duration 

Outcome (B.2.1.81 

(B.2.1.1 .b) 

(B.2.i.2.b) 

(B.2.i.5) I Durat ion 

Outcome (B.2.i.81 

(B,2.i.1.b) 

(B.2.i.2.b) 

I Page, 23 

(B,2,i,61 

(B.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 
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26 . 0 No adverse event 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (8.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Reaction/event as reported by primary source (8.2.i.O) Past reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

No adverse even t 

Reaction/event MedDRA term (PT) (8.2.1.2.b) 

No adverse event 

(B.2.1.3) Start Date (B.2.U) End Date <B.2.1.5) 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source (8.2.LO) Past reaction 

MedDRA ve·rslon for 
reaction/event term LL T 

26.0 

MedDRA ve:rsion for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8.2.i.7.1) 

Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

No adverse event 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

No adverse event 

(B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source (B.2.i.O) Past reaction 

MedDRA version for 
reaction/event term LL T 

2G . O 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? 

Reaction first time (B.2.i.7.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

l'io adverse evenc 

Reaction/event MedDRA term (PT) (8 .2.i.2.b) 

No adverse event 

Start Date (B.2.1.4) End Date (B.2.i.5) Duration 

(B.2.i.8) 

(B.2.i.6) 

(B.2.1.6) 

(8.2.i.6) 

(8.2.i.6) 

Medical history/concurrent conditions included aplast ic anemia , mitral valve prolapse~ and tonsillectomy . 
Concomitant medications included zopiclone and ergocalciferol . Vaccination hi5tory included Bexsero., Menactra , a nd 
Neisseria Meningitis vaccine for serotype B. The patient's allergies included allergies to nuts and cats . 

On 04 - 0ct- 2012 , the patient- i.. niti at.ed treatment wjth eculizumab (Solids) at a dose of 600mg , every vieek., 
intravenou sly for the treatmen t of the paroxysmal nocturnal haemoglobinuria (PNH} until 25- 0ct- 2012 . On 02-
Nov-2012 , the patient ini tiate d a maintenance d ose of 900mg, intravenous , every two weeks . The most r ecent dose of 
ecul i zumab admi nistered p r ior to t he onset of the event was not r eported . The patient had a h istory of shingl es 
(HERPES ZOSTER) since Feb-2020 . 'I'he patient had repeated CT scans done on 15-Dec-2021 which demonst rated a new 
lytic area in Tll which was indicative of some degenerative changes and it demonstrated some cysts on the ches t 
wall (CHEST NALL CYST) which have been known to the patient . She stated that last June she had her left ankle and 
foot swollen and lheo a few months a(ler that she had a left elboY1 swelli ng . tn November and oecembe, of last yeat' 

2021) she had some ri ht elbo•,,i swellin and currentl she had some ri ht foot and ankle swellin . '1he oint 
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swelling tends to last for a couple of months and then usually goes away , and then she had a recurrence in other 
joints as described . She raported that when this happens , s h~ finds it very hard to put shoes on over the affected 
ankles and the joint f eels rather stiff and jelly·-like. She was not feeling febrile at the time , and t.he joint. was 
never hot t.o touch . She had consulted with her family doctor at one point and never had a joint aspirate . It was 
suggested that the joint swelling may be related to hei:- COVID vaccine, as she had his second shot on 31-May-2021 
before one of the joints swelled up, and had her booster on 02-Nov- 2021 just before his right elbow acted up . The 
patient didn't have any calf s·,ielling so t her-e was no sign o( DVT . The patient. ' s last blood i.-.:ork \\•as done on 14-
Jan- 2022, which indicated hemoglobin as 100 g/1 (ReL 115- 165 g/1) , white blood count 4 . 2 x 10' 9/ L (Ref : 4- 11 
X10A9/L), and platelets 125 ~ 10~9/l (Ref : 150-400 x 1 0A9 /1) , creatinine was 85 (Ref : 44-106 umol/1)~ and her 
parapr otein was down to 18 g/1 now , whi ch w.as inte r esti ng as it had come down f r om 22 as ear l i e r it was 26 g/1 in 
2021 . The pa t ient ' s free light chain ratio was 0 . 06 ¼•hich was s t able from the previous . The patient was having 
some abdominal discomfort on and off (ABDOMINAL DISCOMFORT ) since Jan-2022 . ln Mar-2022 {four weeks ago), due to 
abdominal discomfort, the patient had magnetic resonance imaging (MRI)} that showed a mass in her uterus , ovaries , 
and 1 ymph nodes . The clinical s igns and symptoms of ovarian mass, uterine mass, a.nd abdominal discomfort i ncluded 
ovarian cancer (OVARlAN CANCER. METAS'lATlC) . The most recent dose of eculizumab was ad.ministered on 06 - Apr - 2022 . 
The batch/lot number was 10015B0, and 1001935 and the expiry date was 31-Mar-2023 and 31-May-2023 . The sample for 
flow cytometry was taken on 18-Apr-2022 and the report came on 22-Apr-2022 , the flow cytometry analysis indicated 
a large populat ion of GPI-dependent RSC, granulocytes , and WBC which was consistent with the previous diagnosis of 
PNH . By comparison with the previous a.nalysis which \\'as done on 08-Nov-2021, the size of l?NH clones w,;1.s found to 
be si.milnr . Any difference bP-!ween the :-1ize of wee and RBC clones mRy be due to hemolysis o ( clones ox priot RSC 
trD11ofusions . The flow cytometry analysis results were CO 15+ neutrophils 96.2 \ , C064+ monocytes 97 . 8 %, typ~ 3 
RDC• ,4 .401 , Lypc 2 RBC• 6,301, Lotal GPI-deficlenc RBCs 60 .7\ , T'he patient receive<! eculizumal> on 02-May-2022 and 
the patient received her next infusion on ll~May-2022 , 9 days after the last infusion, the prescribed intusions 
were every 14 daya but the treating physician requested the patient t o be infused earlier (OFF LABEL USE} . The 
most recent dose of eculi2:1..1mab ad,-ninisteted before the onset. of the ev-ent.s 'tlas on 11- May- 2022 . The batch/lot 
number was 1001935 and the e:-:piry date was 31- May- 2023. The patient reported that she would be going Ior: surgery 
on 12-May-2022 for a total hysterectomy. A b i opsy would be done at the time of surg@ry. The patient had surgery on 
12-May-2022 to remove a cancerous tumor from her abdomen (p r eviou sly reported). The pat ient was admitted to the 
hospital five days post-surgery from 12-May-2022 to 16-May-2022 . She st.ated that she had a large ma s s (tumor) on 

the ovary adhering to the abdominal wall , bowels , appendix , bladder , and uterus . She added that she received two 
uni ts of transfusion, one during surgery and one post-surgery due to lo•..., hemoglobin levels (HAE.MOGLOBlN 
DECR£!\SED1, as a result of operative bleeding < eROCEOURAL fll\EM◊RRfl-'IGEJ . A total hysterectomy was completed and the 
surgeons removed a.s much of the tumor as possible before abandoni ng the surgery due to low hemoglobin . She had an 
occasional GERO (GASTROOESOPHAGEAL REFLUX DISEASE} , and resection of h yper-neoplastic nevus (MELANOCYTrC NAEVUS) _ 
She also had some s l ight dr ifting down of hemoglobi n (pr evi ously r epor ted) , and the parapr otein has unusually come 
down a lite.le bit. The patient not iced in t he past few months that she had some migrating joint swelling (JOINT 
SVJELLING ) . The patient also had abnormal laboratory values (LABORATORY TEST ABNORMAL} . On 12-May-2022., neutrophils 
0 . 67 < 10°9/ L !Ref: 2- 7 . 50 >< 10°9 /L), on 13- May-2022 0 . &7 x 10°9/ L (Ref : 2-7 . 50 " 10"9 /L, on 14-May- 2022 1.04< 
10'9/ L (Re( : 2- 7 . 50 x 10'9 /L) , on 15- May- 2027 0 . 83 x 10'9/ L (Ref : 2- 7 . 50 x 10'9 /L) , on 16- May- 2022 0 . 83 x 
10'9/ t (Ref : 2- 7 . 50 x 10'9 /L) , on 23- May- 2022 1.85 x 10'9/L) . On 23- May- 2022 , ,me count 2 . 8 x 10'9/L (Ref : 4- 11 
Xl0'9/L), RBC count 2 . 76/L (Ref : 3 . 5-5 . 5/L) , lymphocytes 0 . 60 x 10'9/L (Ref : 1-4 x 10'9/Ll , monocytes 0 . 26 x 10'9/ 
L (0 . 3- 0 . 8 x 10' 9/ L) . On 08-Nov-2021 , LOH 233 u/1 (Ref : 100-250 u/1) , on 18-A,ir -2022 331 /1 (Ref: 100-250 u/11. 
on 12-May-2022 251 u/1 (Ref : 100- 250 u/l) , on 14-May-2022 303 ull (Ref : 100-250 u/1) , on 14-l-lay-2021 304 u/1 (Ref : 
100-250 u/1) , on 15-May-2022 286 u/1 (Ref : 100-250 u /1 ) an<I on 16- May-2022 277 u/1 (Ref: 100-250 u/1) . On 23-
May-2022 , albumin was 0.30 g / 1 , hematocrit 0 . 282% , haemoglobin 86 g/1 (Ref : 115-165 g/1), mean corpuscular volume 
l 02 , 2 fl (7 8-96 fl) , red blood distribution width 15 . S t (Ref : 10-14. 5 t) . on 2 /4-May-2022 , the patient went back to 
the emergency r-oom due Lo blood p.rE>senL in hE>-r urines (BLOOD URINE PRESENT} . The pc,1.Llent was assessed and 
infection was ruled out it. was concluded that the bleeding was a result of extensive wor k done to the bladder 
during the surgical procedure. No further information was provided. The most recent dose of eculizumab 
ad.mi r)istered before the onset: of the events was on- 2022 . The batch/lot number was 1002088 and the expiiy 
dat<, ;,as 31 - Mar- 2024. Th.;, patient ;,as diagnosed wi~ 4 cancer rnrevigusly Yeported) and is scheduled foy 
radiation t:o target lymph nodes in the neck and abdomen, starting on 1■ I 'v22 . The pa t i ent had a n appointment 
wit h the: tr:eating physici an t:.omorrow and was also associated wi th the palliative care team for cancer and symptoms 
management . She had been lethargic (LETHARGY) and is a lso slightly jaundiced with yellowing s kin and .sclera 
(JAUNDICE) . The patient had nausea (NAUSEA) and dark urines (CHROMATURIA). These symptoms are suspected to be 
rel-ated to the mass in her abdomen due to a cancer diagnosis . The most recent dose of eculiz.umab was administered 
on - 2022 . The patient reported Lhat he had four Lcaosfusio11 s two ·•eeks ago because of j aundice (previously 
r eported), which i...•as reported on 022 . The patient was advised to go to the hospital and received 
transfusi ons due to blood in the urine (previously reported} secondary to stage 4 cancer (pr@vi ously repor ted} it 
was unknown exactlL where tha t bleeding was from. The patient al so received f ive rounds of r adi ation frorr-

022 to 022 on the left clavicle and abdomen . No further treat ment was required. The events of mass , 
and uterine mass Nere upgraded to serious based on medical judgment since the event5 poss i bly required 
hospitalization and were possibly related to ov arian cancer . The mo3t recent dose of eculizumab administered 
before the onset of the evencs •••• on 022 . The baLch/lot number was 1002194 and Che expi~ was 30-
s - 2023 . 'fhe most recent dose of eculi2umab administered before the onset of the events was on -...i12022 . On 

2022 the infusion nurse reported the following blood pressure readings , pre-infusion (15 : 42 ) was B3/55 mm.Hg 
and end of infusion {16: 34) was 85/56 mmHg , the patient ' s b l ood pressure was low (BLOOD PRESSURE DECREASED) . The 
patient has been sleeping for 22 hours a da y on an unspecifi fed date in 2022 with a Palliative Performance Scale 
score of 20% a nd \\'as declining. 'I'he physician reported the diagnosis or clinical siqns and symptoms are cancer 
related fatigue . The patient was diagnosed with stage 4 bowel CdnCer {GASTROINTESTINAL CANCER METASTATIC) with 
metastasis to the bladdei.: , lymph nodes , liver , and multiple organs . The patient st'- ed the infusion on -

2022 which ,, ; ll be het last appointrnent and the patient has c hosen the date or 022 ror rnedlcal 
assisLonce in dying (MA ID) , Lhe palliative docLor will go inLo lhe patient 1 s home Lo per orm lhe procedure . The 

h sician reported that the patient discontinued therapy as she received medical assistance and died on -
2022 . Therefore, t he patient deceased on - 2022 . The cause of death was ovarian cancer . Upon fo~ -up, 

t e physician reported that it was incorrect the patient has ovarian cancer , in lymph nodes , and metastasis to the 
bladder was not caused by eculizumab. Related to radiation and su r gery . Th~ diagnosis for the low blood pressure 
was reported as unknown . The se.riou sne ss of t.he events of procedural haemorrhage, ovarian cancer , de.ath , and stage 
4 bowel cancer was assessed as serious (medically significant..) by Alexion as t hese events were included in the 
Important Medical Events list. No action was taken with eculizurnab in response to the events . Action taken with 
eculiz.umab in response to the events of blood pz.-esauL·e low, sleeping 22 hours per d.;iy, and stdge 4 bCHNel cancer , 
't1as ti::-eatn)ent. withdtawn . The action t aken with eculj-z:umab i n response to the event of death \\•as r eported a.s not 
applicable . Corrective treatment f o r the events of ovarian mass (a symptom of ovarian cancer ) , uterine mass , and 
abdomina l discomfort included surgery (hyst.erectomy) a nd for the events of haemoglobi n decreased and procedural 
haemor rhage i ncluded two uni ts o f t r ansfusion . Correcti ve t r eatment for the events of jaundice and blood in u rine 
included four- transfusions. Corrective treat ment for the event of stage 4 cancer included five rounds of radiation 

Page,25 

Page: 834 of/de 2, 140 
A2023000085 



ATIA-19(1) 

Canada Vigilance AER#: 
!ffl:r SLJrgery . No crecrcm-enr-was 
rest of all events was not reported. The event outcome for procedural haemorrhage , chest wall cyst 1 was not 
reported and for the other events , i t was not resolved. The outc~roe of the event blood pressure decreased was 
resolved . Upon t.he follow- up informat i on, it was reported that t he autopsy was not performed. 
The reporter {patient) aoct nurse causality between the events of, herpes zo ste:i::, chest 1o.•all cyst: , laboratory test 
abnormal , joint swelling, procedu ral haemorrhage , the patient deceased and ecul i zumab therapy was not reported . 
The reporter causality for haemoglobin decreased, and mass was report ed as unknown . The causality of eculizumab 
tre.a tment -,-1as unknown to the patient and the nur5e . The causality with eculizumab treatment 'A'as not rela ted to the 
rest of all events . The causality between the COVID-19 vaccine and the rest all the events was not reported . The 
alternative etiology included in the events of gastrointestinal cancer metastatic was reported as ovarian cancer , 
for t he event o ( ova.ci ao c ancer was related to r acti aLion and s urgery . 

No additional information has been requested as it is a data clarification form (DCFI response . 

Company comment : Upon follow-up, t his case is a serious, medically confirmed, sol icited report of events ovarian 
cancer metastatic {F, f:I. , MS ), procedural haemorrhage {H, MS) , haemoglobin dec.=eased (H) ; non-serious , not 
medically conflrrned events abdominal diocomfort , herpes ioster, cheot wall cysl , laboratory l.esl: abnormal, joint 
s we lling , melclnocyt lc naevus , gastr ooesophageal reflux d isease; non- serious, medJcd lly conf lrmed events off label 
use, blood urine present, let.ha rgy, chromaturia , jaundice, nausea, blood pressure d-ecreasect, cancer fatigue . The 
events of haemoglobin decreased, gastrooesophageal reflux d isease , jaundice, nausea , and joint swelling are listed 
in the eculizumab CCDS while the rest ot the events are unlisted. Listectness i s unknown for tl1e COVI0-19 vaccine. 
The event of joint swelling i~ att , ibuu1d to the covrn-19 vaccine due to likely tompocAL auociolion; hence 
conslde.1:ed rel.111t.ed t.o the COV1D- l 9 vacc lnli! t i nd not. t'!:blatad t.o acu liL.umab ; thE-t rtH,t of the Pv&nt.:J 111 e not r~lr.1t.~d 
to the COVI0-19 vaccine based on tl10 lack of tcmpotal plausibility. There l s a l ack of information on the c linical 
details of the events , medical history, risk factors for malignancy, and causal factors for the events of ovarian 
cancer metastatic , abdominal discomfort, melanocytic naevus, herpes zoster, gastrooesophageal reflux disease , 
chest wall cyst; hence the events considered as not related to eculizurnab . The event of abdominal discomfort could 
be secondary to ovarian c ancer metastatic . Procedural haemorrhage could be due to surgery done for ovar ian cancer 
rr:etast.aLic and noL Lelated to ecull2.umab. The event s o f lethar gy, chromaturia , jaundice, and nausea c ould most 
likely be atttibuted to the u nderlying ovari~n cancer metastatic and PNH and not related to ecolizumab . The events 
of haemoglobin decreased , laboratory test abnormal and blood urine present ar@ more likely due- to u nderlying 
paroxysmal nocturnal haemoglobinuria given its clinical manifestations; hence considered as not related to 
eculizumab . Off-label use is a non-clinical event; hence considered not related to ecul izumab , The events of b l ood 
pressure decreased and cancer fatigue was likely due to ovarian cancer metastatic and associated complications; 
hence not related t o eculizurnab. 

Follow- up was received on - 2022 from the physic ian. (lnct contained the following significant information : 
Added infor mation regardi n~ utopsy . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.4) 

Unit (B.3.1e) Nor mal low range (B.3.1.1) 

U/L 100 

Test date (B.3.1b) Test name (B.3.1c) 

20220418 
LDH 

CCYYMMDD 

Unit (B.3.1e ) Normal low range (B.3.1.1) 

U/L 100 

Test date (B.3.1b) Test name (B.3.1c) 

20220512 
LDfl 

CCYYMMDD 

Unit (B.3.1e ) Normal low range (B.3.1.1) 

U/L 100 

Test date (B.3.1b) Test name (B.3.1c) 

20220514 
LDIJ 

CCYYMMDO 

Unit (B.3.1e) Normal low range (B.3.1.1) 

U/ L 100 

Test date (ll,3.1b) Test name (ll.3.1c) 

20220514 
CCYYMMDD 

LOH 

Unit (B.3.1e ) Normal low range (B.3.1.1) 

Normal high range (B.3.1.2) 

250 

Test result 

331 

Normal high range (B.3.1.2) 

250 

Test result 

251 

Normal high range (B.3.1.2) 

250 

Test result 

303 

Normal high range (B.3.1.2) 

250 

Test result 

304 

Normal high range (B.3.1 .2) 

More info 

No 

(B.3.1d) 

More Info 

No 

(B.3.1d) 

More info 

No 

(B.3.1d) 

More info 

No 

(ll,3.1d) 

More Info 

(B.3.1.3) 

(B.3.1.3) 

(8.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 
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U/ L 1 00 l2so INo 

Test date (B.3.1b) Test name (B .3.1c) Test result (B.3.1d) 

20220515 
LDH 286 

CCYYMMDD 

Unit (B.3.1e ) Normal low range (B.3.1.1) 

I
Nonnal high range (B.3.1.2) 

I
More info (B.3.1.3) 

U/ L 100 250 No 

Test date (B.3.1b) Test name (B .3.1c) Test result (B.3.1d) 

20220516 
LDH 277 

CCYY~n~DD 

Unit (B .3.1<>) Normal low range (B .3.1.1) 

I
Nonnal high range (B.3.1.2) 

I
More Info (B.3.1.3) 

U/L 100 250 NO 

Test dale (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

20 22 0523 
Albumin 0 . 3 0 

CCYYMMDD - - -
Unit (B.3.1o) Normal low range (B .3.1.1) 

\

Nonnal high range (B.3. 1.2) 

1:
More Info (B.3.1.3) 

y/l l ess t han . J 5 No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

20220523 
HaGmoglobin increased 86 

CCYYMMDD 

Unit (B.3.1e) Normal low range (B .3.1.1) 

I

Nonnal high range (B.3.1.2) 

I

More info (B.3.1.3) 

g/l 115 165 No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

20220523 
Hematocrit 0 . 282 

CCYYMMDD 

Unit (B.3.1<>) Normal low range (B.3.1.11 

I

Nonnal high range (B.3.1 .2) 

I

More info (B.3.1.3) 

i 0 . 340 0 . 490 No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1dl 

20220523 
102.2 

CCYYMMDD 
Mean corpuscular volume 

Unit (B.3.1o) Normal low range (B .3.1.1) 

I

Nonnal high range (B.3.1.2) 

I

More Info (B.3.1.3) 

fL 78 96 No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

20220523 Re d blood ce l l distribut ion width 
15 . 5 

CCYYMMDD increased 

Unit (B.3.1e) Normal low range (B.3.1.1) 

I

Nonnal high range (B.3.1.2) 

I

More info (B.3.1.3) 

% 10 14.5 No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202.-
6lo od p t essur e 83/55 ccurn,,co 

Unit (B .3.1e) Normal low range (B .3.1.1) 

I

Nonnal high range (B.3.1.2) 

I

More info (8.3.1.3) 

m:mHg Not:. provided Not. provided Yes 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202.~ 
CCYYMMDD 

Blood pressure 85/56 

Unit (B.3.1e) Normal low range (B.3.1.1) 

I
Nonnal high range (B.3.1.2) 

I

More Info (B.3.1.3) 

IT,mHa Not. orovided Not orovided Yes 

Results of tests and procedures (B.3.2) 

On 14-Jan-2022, platelets 125 x 10'-911 (Ref: 150-400 x 10'9 IL). 
??-Mar-2022: MRI; a mass in her uterus, ovaries and lymph nodes. 
On 12-May-2022, neutrophils 0.67 x 10•9/ L (Ref: 2-7.50 x 10'9 IL). on 13-May-2022 0.87 x 10•91 L (Ref: 2-7.50 x 10'9 IL, on 14-May-2022 
1.04x 10'9/ L (Ref: 2-7.50 x 10'9 /L), on 15-May-2022 0.83 x 10'9/ L (Ref: 2-750 x 10'9 I L), on 16-May-2022 0.83 x 10'9I L (Ref 2-7.50 x 
10'9 /L), on 23-May-2022 1.85 x 10'9/L). 
On 23-May-2022, WBC count 2.8 x 10'9/L (Ref: 4-11 X10•9tl). RBC count 2. 76/L (Ref: 3.5-5.5/L), lymphocytes 0.60 x 10•9/L (Ref: 1-4 x 
10•9/L). monocytes 0.28 x 10'9/L (0.3-0.8 x 10•9/ L). 
Unspeci fied date: free. light chain ratio was 0.06. 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1o.1) Episode name (B.1.1.1o.21 

26 . 0 Paroxy smal 1)oct.urnal haemog l obinuria 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Yes 

I End date (B.1.7.11) 

Comments (B.1.1.19) 
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MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Aplast.ic anemia 

Start date (B.1.7.1c) Continuing (B.1.7.ld) 

20120911 
Unknown 

CCHMMOO 

Comments (B.1.7.1g) 

MedORA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Mitral valve prolapse 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

1970 
Unknown 

CCYY --
Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

2 6 . 0 Tonsil lectomy 

Start date (B.1.7.1e) Continuing (B.1.7.1d) 

1964 Unknown 
CCYY 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Allergy to nuts 

Start date (B.1.7.lc) Continuing (B.1.7.ld) 

- -
Comments (B.1.7.lg) 

MedDRA version (8.1.7.la.1) Episode name (8.1.7.la.2) 

26 . 0 Al l ergy to animal 

Start date (B.1.7.lc) Continuing (B.1.7.ld) 

Comments (8 .1.7.1g) 

MedORA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.la.2) 

2 6 . 0 Ovari an cancer metastatic 

Start date (El,1,7,1<) Continuing (B,1,7,1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

I 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B,1 ,7,11) 
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Drug name 

BEXSERO 

(B.1.8a) 

Start date (B.1.8c) 

20190522 
CCYYMMDD 

20140612 
CCHMMDD 

20140515 
CCYYMMDD 
20201230 
CCYYMMDD 

Indication MedDRA version 

26 . 0 
26 . 0 
26.0 
26 .0 

Reaction MedDRA version 

V . 26 . 0 

Drug name 

MENACTRA 

(B.1.8a) 

Start date (B.1.Bc) 

20190327 
CCYYMMDD 

201 60204 
CCYYMMDD 

20120906 
CCYYMMDD 
20130829 
CCYYMMDD 

20201230 
CCYYMMDD 

Indication MedDRA version 

26 . 0 
26 . 0 
26 . 0 
26 . 0 
26 . 0 

Reaction MedDRA version 

v.26 . 0 

Drug name (B.1.8a) 

NEI SSERl A MENINGTTrDTS 

Start date (B.1.8c) 

20121115 
CCYYMMDD 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

v.26 . 0 
V . 26 . 0 
v.26 . 0 
v . 26 . 0 
v . 26 . 0 
v . 26 . 0 
v . 26 . 0 
V . 26 . 0 

Weight (Kg) (B.1.10.4) 

(B.1.81.1) 

(B.1.8g.1) 

(B.1.81.1) 

(B.1.8g.1) 

(B.1.81.1) 

(B.1.8g.1) 

Height (cm) 

End date 1s .1.soJ 

CCYYMMDD 

CCYYMMDD 

CCYYMMDD 

CCYYMMDD 

Indication (B.1.81.2) 

I rnmuni2.a tion 
Irnmunizatlon 
l tMH1flite.tion 
lrnmunization 

Reaction 1s.1.sg.2) 

No adveise event 

End date (B.1.Se) 

CCYYMMDD 

CCYYMMDD 

CCYYMMDD 

CCYYMMDD 

CCYYMMDD 

Indication (B.1 .s1.2J 

Immunization 
I num,ni zation 
lrnmuni za tion 
lrnmuni z.a tion 
I tlUYtuni x.a t ion 

Reaction (B.1.8g.2) 

No adverse event 

End date (B.1.8e) 

CCYYMMDD 

Indication (B.1.81.2) 

Immunizat ion 

Reaction (B.1.8g.2) 

No adverse event 

No adverse event 
No adverse event 
No adverse event 
No adverse event 
No adverse event 
No adverse event 
No adverse event 

(8.1.10.5) Sex (B.1.10.6) 

Page: 838 of/de 2, 140 
A2023000085 



ATIA-19(1) 

Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) 

Med0RA ve·rslon for Indication (B.1.10.81.1) 

MedDRA version for reaction (B.1.10.Bg.1) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Drug end date (B.1.10.Be) 

Indication (B.1.10.81.21 

Reactions (B.1.10.Bg.2) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.7.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2• ) 

Reporter postcode (A.2.1.21) (A.2.1.3 ) Qualification (A.2.1.4) 

(A.2.1.1dl 

Reporter country 

Canada Othor health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Innomar Soliris Patient Suppoct Program 

Sponsor Study no. (A.2.J.2) 

Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name (A.3.1.Jc) Middle name 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.J.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1 .41) 

Project No 

Observed study type (A.2.J.J) 

Organization (A.J.1.2) 

Title (A.3.1.Jb) 

(A.3.1.Jd) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 05629259 (O) 

Canada Vigilance HC Latest Received Date: 
20220607 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220607 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200803136 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~------------'-'--'--~--~--~-----~---j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllng/lncapacitatlng? 

Yes 

No 

20220605 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220605 
CCYYMl1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER !NC-202200803136 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZE!UNC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFliER INC- 202200803136 

Reason for nullification (A.1.13.1) 

Onset Age 

9 Decade 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1.,;ountry arug ootarnea (B.4.K.2.3) t1atcn11ot no. \1:$.4.K..3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 0250921 O 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a} Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date {B.4.k.14) 

2021 2021 
CCYY CCYY 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4,k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Reaction assessed (B.4.k.18.1 b) 

Abdominal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

NIA 

Page: 842 of/de 2, 140 
A2023000085 



Canada Vigilance AER#: I E2B 05629259 (0) 

26.0 Abdominal pain -Source of assessment (B.4.k.18.2) Method of assessment fB.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Med ORA version (f3.4,k, 18.1a) Reaction assessed (I3.4.k, 18,1b) 

26.0 Cancer (NOS) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Cancer (NOS) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global lnlrospectlon 

Reaction (B.2) 
Reaction/event as reported by primary source 

CANCER 

(B.2.i.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.La) 

(B .2.1.2.a) 

Reaction/event Me(:!DRA term(!.!. T) 

Cancer (NOS) 

Reaction/event MedDRA term (PT) 

Neoplasm malignant 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i .4) End Date (B.2.i.5) 

I 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Duration (8.2.i.6) 

Reaction first t ime (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

.Fatal 

Reaction/event as reported by primary source 

SEVERE ABDOMINAL PAI N 

(8.2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA ver$ion for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) 

Abdominal pain 

(B.2.i.2.a) Reaction/event MedDR.A term (PT) 

Abdominal pain 

(B.2.1.1.b) 

(B.2.i.2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) End Date (8.2.i.5) 

Reaction first time (B.2.i.7.1) 

Case narrative (B .5.1) 

This is a spontaneous report received from a non-contactable reporter ts} (Other HCP) . 

Duration (8 .2.i.6) 

(B.2.i.8) 

A female patient in her 80 's received Bl-tT162b2 (C0!-11RNA'I'Y ) , in 2021 as dose 3 (booster) , single (Ba tcl)/Lot number : 
unknown) for covid- 19 immunisation. The patient ' s relevant medical history and concomitant medications were not 
r eportod. Vacc ination history included: Covid-19 vaccine (1st doso) , a dministration dat~ : 2021 ; Covid-1~ vaccine 
(2nd dose) r administration date : 2021. 
The following information was reported: NEOPLASM MALIGNANT (death , medically significant) , outcome " fatal ", 
described as " Cancer",· ABDOMINAL PAIN (non-serious) , outcome " unknown", described as "severe abdominal pain" . The 
patient dat.e of death was unknown. Reported cause of death : "Cancer", 

Clinical course : : Reporter reporting this interaction based on a conversation they had with a friend at there 
tennis club. The patient is his girlfriend's mom . female patient in her 80s received 3 doses of COVID-19 vaccine 
Jast yea, and 6 months a! ter 1~eceiv:ing booster shot , patient developed sevet.e abdominal pa i n and died of cancec 
The cancer r,Jas quick to progress and did not. have time to be diagnosed or treated. Unknown if patient had any 
underlying health conditions or was on any other medications . Event took place after use of product. Reporter does 
not wish to be contacted for f ollow-up . 

No follow- up attempts are possible; information about lot/bacch number cannot be obtained . No Curther in[ormation 
is expected. 

Reporter's comments (8 .5,2) 

Page*3 
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Canada Vigilance AER#: E28_05629259 (0) 
MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis 1B.5.3bl 

Sender's comments (B.5.4) 

Based on the informat.ion provided in the narrative, a causal association between t.he suspect drug a nd the events 
cannot b@ completely excluded . Th@ impact of this report on the benef i t/risk profile of the Pfi z@~ product is 
evaluated as part of Pfizer p r ocedures for safet y evaluation, including t he review and analysis of aggregac.e data 
for adverse events . Any s afety concern identified as part. of this review , as well as any appropriate action in 
response , will be promptly notified to Regulatory Authorities , Ethics Committees and Investigators , as 
appropriate . 

Unit (B.3.1e) Normal low range IB.3.1.1) 

Results of t ests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Cancer 

Start date (B.1.7.1c) Continuing (B.1.7.1d} 

Comments 1B,1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy 
Drug name 

COMIRll/\!1 

(B.1 .8a} 

Start date 1e.1,ac) 

20210101 
CCYYMMDD 

20210101 
CCYYMMDD 

(B.1.8) 

E.nd date 

20210101 
CCYYMMDD 

20210101 
CCYYMMDD 

Indicat ion MedDRA version (B.1.81.1) Indication 

Reaction MedORA version (B.1.8g.1) Reaction 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent condit ions text 

Normal high range (B.3. 1.2) More info (B.3.1.3) 

I End date (B.1 .7.11) 

(B.1.8e) 

(B.1.81.2) 

(B.1.8g.2) 

End date (B.1.10.7.11) 

(B.1.10.7.2) 

Pagd4 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

lather health professiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202200826129 /1) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

Stu<.ly 

le2B 05643205 (0) 

HC Latest Received Date: 
20220613 
CCYYMMDD 

HC Initial Received Date: 20220613 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.s:1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220610 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

20220610 
CCYYMMDD 

List of docllments held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202200828129 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

llealth Car.ad~ 
U n Jo1own MAH 

PFIZERINC 

Duplicate (D) / Link (L) Report number{s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

EW _ 05J 017 36 
202202 4 ~261 
CA-PFIZER I NC-2022008281 29 

Reasonfornulllficalion (A.1.13.1) 

Onset Age 

70 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 

Page: 84 7 of/de 2, 140 
A2023000085 



the o 
ana um 'lt 
ur I 

ada 

Page: 848 of/de 2, 140 
A2023000085 



Canada Vigilance AER#: I E2B 05643205 (0) I Page*3 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k .5) 

Dosage text (B.4 .k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4 .k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebrovascular accident 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug ineffective for unapproved indication 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Fall 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Full blood count decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Related 

Resu It (B.4.k.18.4) 

Unrelated 
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lcanada Vigilance AER#: le2s 05643205 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect EPOETIN ALFA 

Active Substance names (B.4.k.2.2) 

epoetin alfa 

country arug 01>ta1nea (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.1s..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Anaemia of malignant disease 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

CEREBROVASCULAR ACCIDENT 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Cerebrovascular a~cident 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cerebrovascul a r accident 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

DRUG INEFFECTIVE FOR UNAPPROVED IN.DICATION 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Drug ineffective for unapproved i ndication 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Drug ineffective :for unapproved indication 

Start Date IB.2H) End Date (B.2.1.5) Durat ion 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

FALL 

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghllighted by the reporter? (B.2.1.3) 

Fall 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Fall 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.8) 

!Fatal 

Reaction/event as reported by primary source 
FOLL BLOOD COUNT DECREASED 

(B.2.i.O) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

Fu l l blood count. d~crcased 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

fu l l blood coun t decreased 

Start Date (B.2.i.4) End Date (B.2.i.5) Duratlor1 

Reaction first time (B.2.i.7 .1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

NON- INTERV£NTIONAL POST- MARKE:TTNG STUDY - PROTOCOL TrTJ.E NOT IWAJLABLE 

This is a non-interventiona.l study report r eceived from a contactable reporter (s} (Other HCP) from Regulacory 
Authority . Regulatory numbe::: : E2B_05301736 (Health Canada). 

A 10-year-old male patient received COVID-19 Vaccine - Manufacturer Unknown , as dose number unknown, single 
(Batch/Lot number : unknown) i n tramusc ular for covid- 19 immunisation; epoetin alfa (EPOETIN ALFA), (Batch/Lot 
number : unknown) , subcutaneous for anaemia of n1alignant disease . The patient's relevant medical history and 
concomitant medications were ,,ot reported . 
The following information wa s reported: CEREBROVASCULAR ACCIDENT {death, hospitalization, medically significant) , 
outcome " fatal"; DRUG INEFFECTIVE FOR UNAPPROVED INDIC};TION (death , hospi talizatioo , medically signi ficant} , 
outcome " fatal"; FP.LL (death , hospitalization, medically significant) ~ outcome 1' fatal "; FULL BLOOD COCJNT DECREASED 

ideath, hospitalnation, m~dically significant), outcome " fatal ". 
Clinical courae: The reportec- ' s assessment of the cau!al relation :ship of "cerebrova3culac accident", udcug 
ineffective for unapproved indication", " fall " and " full blood count decreased" with the suspect: product(s) 
COVID-19 Vaccine - Manufacturer UnY~nown was not provided at the t.ime of this report . Since no determination has 
been received , the case is managed based on the company causality assessment. 
The action taken for cpoetin alfa was unknown. The date dnd cause of death for the patient were unknoo,,in. It was 
nc>t reported l f ,H\ 8Utopi:sy w~ s pdt'for.med. 

Follow- up attempts are completed. No further information is expected . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

As there is limited information in che case provided, the causal association between che reported events 

cerebrovascular acci dent and tall with the suspect drug BNT162B2 cannot be excluded , Based on the available 
info~mation events drug ineffective for unapproved indication and full blood count decreased considered 
associated to the underlying medical condition of malignant disease and sus pect product Epoetin Alfa and 
unrelated to BNT162B2 . The case will be reasse ssed once new information is available . 
The irnpact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part o f this r eviei...• , a.s well as any appropriate action in response , will be promptly 
notified to regulatory authorities , Ethics Committees , and Investigators , as appropriate . 

Unit (B,3,1e) Normal low range (B,3,1,1) Normal high range (B,3,1,2) More Info (B,3,1,3) 

Results of tests and procedures (B.3.2) 

-··-- -- ·- ---- -----
Patient Medical Histor B.1.7 
MedORA version (B.1.1.1a.1) Episode name (B.1.1.1a.2) 

26 . 0 Unknown cause of dMth 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

-
Comments (B.1.1.19) 

Relevant medica.I history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B,1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedORA version (B.1.8f.1) Indication (B.1.8f.2) 

Reaction MedORA version (B.1.8g.1) Reaction (B.1.8g.2) 

·-
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Other studies 

!:
Qualificati on 

Othe( health 

(A.2.3.3) 

(A.2.1.4) 

professio nal 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20220081 412~ {l) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 05643258 (O) 

HC Latest Received Date: 
20220613 
CCYYMMDD 

HC Initial Received Date: 20220613 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.s:1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20 220608 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

20220612 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IJIC-202200814124 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

l!eal th C~riada 
PFIZERINC 

Duplicate (D) / Link (L) Report n.umber(s) (A.1.12) 

(2) 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN 

Date of birth (B,1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

0 00 987,996 
CA- PFIZER INC- 20220 081 4124 

Reason for nulllflcation (A.1.13.1) 

Onset Age (B.1.2,2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05643258 (0) I Page*3 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4 .k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Transplacental Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministratl-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~lon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Foetal heart rate abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Foetal heart rate abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Maternal exposure during pregnancy 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Maternal exposure duting pregnancy 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

MATERNAL EXPOSURE DURING PREGNANCY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Maternal exposure during pregnancy 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Materna l exposure during pregnancy 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

FOETAL HEART RATE ABNORMAL 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Foetal heart rate abnormal 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Foetal heart rate abnormal 

Term hightlighted by the reporter? (B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Duration (e.2.i.6) 

Reaction first t ime (B.2.1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

This is a spontaneous report received from a contactable reporter(s ) (Consumer or other non HCP) from Regulatory 
Authority . Regulatory number : 000987996 (Health Canada) . 

A fetus pac.1ent was ex.posed to COVID- 19 Vaccine - Manufacturer Unknown, transplacental , adrninist.rat.ion details for 
the mother : as dose number unknown , single (Batch/Lot number: unknown) intramuscular for covid-19 immunisation . 
The mother ' s relevant medical history and concomitant medications were not reported . 
The following information was reported : FOETAL HEART RATE ABNORMAL (death , medically significant) , outcome 
" fatal "; MATERNAL EXl?OSURE DURING PREGNANCY (death , medically significant), outcome "fatal" . The pregnancy 
resulted in still birth. The patient date of death was unknown . Reported cause of death : ,.Foetal heart rate 
abnormal 11 , ".Matei;:nal exposure durLng ptegnancyn· . 

Follow-up attempts are completed. No further iriformat.ion is expected . 

Amendment : This follow up is being submitted t.o amend previously reported information : =emoved event ' Foetal 
death'. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1a) Normal low range (B.3.1.1) Normal high range (B.3.1 .2) More info (B.3.1.3) 

Results of .tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.1.1a.1J Episode name (B.1.7.1a.2) 

26 . 0 Maternal exposure during pregnancy 

Start date 1B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 
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Canada Vigilance AER#: I E2B 05643258 (0) 

I 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Foetal heart rate abnormal 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- - - -

Past drug therapy (B.1.8) 
Drug name (B,1,8a) 

Start date (B.1.8c) End date (B.1.8•) 

Indication MedORA version (B.1.Sf.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments 1e.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1 .10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA ve.rsion for Indication (B.1 .10.81.1) Indication (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I Page*S 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 05643258 (0) 
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lcanada Vigilance AER#: le2B 05695345 (2) 

Canada Vigilance HC Latest Received Date: 
20220il5 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200893313 (3) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~-------~---'-----~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220624 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220'/14 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A. 1.10.2) 

CA-PFIZER INC-20220089 331 3 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.-1) 

PFtZEIU NC 

Duplicate (D) / Link {L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source {A.1.4) 

MAH • PFIZER 

PRIVACY 

Date of birth (B .1.2.1) 

Gestation Period (B .1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFI:ZER !NC- 202200S':!33l3 

Reason for nullification (A.1.13.1) 

Onset Age 

46 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada FD7206 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021-
CCYYMMDO CCYYMMDD 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

110 Days 110 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1 b) 

Dizziness 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: 

MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k .18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

I E2B 05695345 (2) 

Reaction assessed (B.4.k.18.1 b) 

Dizziness 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Nausea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Nausea 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4,k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

NIA 
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lcanada Vigilance AER#: I E2B 05695345 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AMITRIPTYLINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

amitriptylina hydrochloride 

country arug 01>ta1nea (l:l.4.k.2.:J) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: I E2B 05695345 (2) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ROSUVASTATIN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchi lot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) Route of admin istration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) Med0RA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Durat ion of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminist rati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k,18.1a) 

Source of assessment (B.4.k.18,.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 05695345 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENTOLIN [SALBUTAMOL] 

Active Substance names (B.4.k.2.2) 

SALBUTAMOL 

country arug 01>taInea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: I E2B 05695345 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant COVERSYL [PERINDOPRIL ARGININE] 

Active Substance names (B.4.k.2.2) 

PERINDOPRIL ARGININE 

country arug 01>ta1nea (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

4 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

4 mg, daily 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4,k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Hypertension 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

HEART ATTACK 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Heart att<'lck 

Reaction/event MedDRA term (PT) 

Myocardial infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

202ialllll 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

110 Days 110 Days Fatal 

Reaction/event as reported by primary source 

I NTENSE HEADACHES 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Headache 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Headac.he 

Start Date IB.2H) End Date (B.2.i.5) 

202-

Durat ion 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

1 Days 1 Days Not recovered/not resolved 

Reaction/event as reported by primary source 

DIZZINESS 

(8.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Dizziness 

Reaction/event MedDRA term (PT) 

Dizziness 

(B.2.1.1.b) 

(8.2.i.2.b) 

Term highllighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

202 -

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

(B.2.1.6) 

1 Days 1 Days Not recovered/not resolved 

Reaction/event as reported by primary source 
NAUSEA 

(B.2.i.O) Current reaction 

MedDRA veersion for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Nausea 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Nausea 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

2021-

Duration 

Reaction first time (B.2.i.7.1) 1B,2.i.7.2) Outcome (B.2.i.8) 

(B.2.i.6) 

l Oays 

Reaction last time 

Days Not recovered/not resolved 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received fron\ contactable reporter{s) (Consumer or other non HCP and Physi cian). 

A 46- year- old male patient !'eceived BNT162b2 (COMIRNATY) , on - 021 as dose 2 , single (Lot number : FD7206) at 
the age of 46 years for covid-19 immunisation. The patient ' s nt medical history included : "Allergies : 
Penicillin " (unspecified if ongoing} ; "Chronic asthma" (unspecified if ongoing) , notes: Mild; 
" Hypertension" (unspecified if ongoing), not.es : well controlled; " Dyslipidem1a" (unspecified if ongoing); "Sleep 
apnea" (unspecified if ongoing} . Concomitant medication{s) included: PMS AMITRIPTYLINE; ROSUVASTATIN; VENTOLIN 
[SALBUTAMOL] ; COVERSYL (fERINiDOPRIL ARGINlNE] oral taken for hypertension. vaccination history included: Comirnaty 
(Dose 1 ; Batch/Lot No : E'.:x0433! , f or covid- 19 immunisation . 
The following information was reported : DIZZINESS (non- serious) with onset - 021, outcome "not recovered" ; 
HEADJ!..CHE (non-serious) wi th onset - 021 , outcome ''not recovered", described as ,'Intense headaches"'; NAUSEA 
(non- serious) with onset - 021 , outcome "not recovered" ; MYOCARDIAL INFARCTION (death, medically significant) 

,11th onset - 021 , outcome " f ata l ", described as " ht'art attack." . The evt'nt "heart at tac~" requirt'd emt'i:gency 
room visit . Thero.peut.ic metJsur es were not. taken as a re.s1.1lt of myocarditJl infd , Therapeutic mea.,ure.s i,.,•ere 
taken as a 1esult of headache , dizziness, nousea . The patient dat-e of death wa 021 . Reported c ause of 
death: " Heart at.tack" . No aut:opsy was performed . 

Clinical cour~e : The patient did not receive any other vaccines withi 11 q weeks prior to t he COVID vaccine . 
'Tr0cltrnant foz: the avents inclutlad Tyleno) ttn<l Gravel. Pr\oc- t.o vaccination, th~ pc:1.tient was not ditignose<l wi Lh 
covid-1 9 and sine~ the v.a.ccin<lt:ion, the patien t had not been t.esl.ed for covid-19 . J\s o r 08Jul2022, diagnosis of 
heart attack according t o the spouse and emergency room physician. Sudden death at home and the.re we:re no clear 
warning signs . Death report was completed at the emergency room . Physician indicated that she does not have the 
information regarding the vaccination dates . Coversyl was taken at the time of the vaccination . 

Follow-up (08Jul2022) : This is a spontaneous follow-up report from contactable physician . Updated information 
included patient details (medical history, death deta i 1 s updated) , product details (concomitant coversyl added) , 
and event details {unknown cause of death was updated to heart at.t.ack) . 

Follow-up attempts arc completed . No further information is expected . 

Amendment : This follow-up report is being submitted to amend previous information : Physician confirmed that no 
relevant test were performed for this patient. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Based on the current available information and the plausible drug- evenc tempor al association, a possible 
contributory role of the suspect product BNT162B2 to the development o f the reported event cannot be totally 
excluded. 
The impact of th15 report on the benefit/risk profile of the Pfizer product 15 evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety conce r n 'identified as part of this rev i ew, as well as any appropriate action jn response, wi 11 be promptly 
notified to regulatory ~ 11 thorities, Ethics Committees, and Investigators, as appropriate . 

Unit (B.3.1eJ Normal low range (8.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 PeniciJ l in allergy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedORA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Asthma chronic 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

t1ild 

Normal high range 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

(B.3.1 .2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05695345 (2) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hyperc.ensi on 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (8,1.7.1g) 

well controlled 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dyslipidemia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1.7.1a.2) 

26 . 0 Sleep apnea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart. aLtack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7,1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name 

COMIRNATY 

(B.1.8a) 

Start date (B.1.8c) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

Start date (B.1.10.1.1c) 

Comments (B.1 .10.1.19) 

End date (B.1.8e) 

(B.1.81.1) Indication (B.1.st.2) 

COVID- 19 immunisation 

(B.1.8g.1) Reaction (B.1.89.2) 

Continuing (B.1.10.7.1d) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

I 

(B.1 .7.11) 

(B.1.7.1f) 

(B.1 .7.11) 

(B.1 .7.11) 

End date (B.1.10.7.11) 

PageH O 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter dep.artment (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

!
Reporter country 

Canada l:Qualiflcatlon (A.2.1.4) 

Consumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2 .. 1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A,2.1.2e) 

!
Reporter country (A.2.1.3) IQuallflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 05102159 (0) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 595968 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20220629 
CCYYMMDD 

20220629 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Disabling/Incapacitating? No 

20220627 
CCYYMMDD 

Additional documents? (A.1.8.f) 

No 

20220627 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, rNC. -MOD-2022-595968 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMODl':Rl'lllP 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- MOD£RNATX, INC. -MOD- 2022- 595968 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05702769 (0) I Page*3 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 
1,;ountry arug ootamea (1:1.4.K..<!.;$) 1:1atcn11ot no. \l:l.4.K.31 

Canada 

Holder and authorizatlon/appllcaUon no. of drug (B.4.k.4) 

Authorization/Application no.: 02510014 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

1 Dosage forms 

Dosage toxt (8.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4 .k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminlstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

Non-Health care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

Non-Health care professional 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Giobal Introspection 

Reaction assessed (B.4.k.18.1 b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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Reaction/event as reported by primary source 

CLOTTING 

(8.2.i.()) Current reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Clot blood 

Reaction/event MedDRA term (PT) 

Th.rornbos.is 

(8 .2.1.1.b) 

(8.2.i.2.b) 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) Duration (8 .2.i.6) 

Reaction firs t time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

fatal 

Reaction/event as reported by primary source 

MASSIVE HEART ATTACK 

(8.2.1.0 ) Current reacllon 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 
26.0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) (8 .2.i.1.b) 

Heart attack 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Myocardial infarction 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (8.2.1.sJ Duration (B.2.1.6) 

Reaction first time (B.2.i.7.1) (B.2.i.8) 

48 Hours 

Case narrative (8 .5.1) 

This spontaneous case was reported by a non-health professional and describes the occurrence of THROMBOSIS 
(Clotting) and MYOCARDIAL INFARCTION (Massive heart attack) in a patient of an unknown age and gender who 
received mRNA-12?.3 (Moderna Covi0-19 Vaccine) for COV!D-19 prophylaxis. 

No Medical History information was reported . 

On an unknown date , the patient received dose of mRNA-1273 {Moderna CoviD- 19 Vaccine} (un known rout.el l dosage 
form . On an unkno~~ dat.e , the patient experienced THROMBOSIS (Clotting) (seriousness criteria death and medically 
significant.). an unkno~,n date, the patient experienced MYOCARDIAL INFARCTION (Massive heart attack) (seri ousness 
criteria death and medically significant}. The reported cause of death •~as massive heart attack and clotting . It 
is unknown if an autopsy was performed. 

No concomitant medication was reported. 

Patient died of a massive heart attach 48 hours after the t-loderna shot which was caused by clotting, stemming from 
this drug. 

No treatment in fo.rmation ,..Jas provided . 

Company Comment: This spontaneous case concerns a patient (age and gender not speci:ficd) with no medical history 
reported, who eY.perienced the unexpected fatal serious (medically significant) AESI of Thr:ombosis and Myocardial 
infarction unspecified da ys after a dose of mRNA-1273 vaccine (dose number not specified) . Death occurred 48 hours 

after the vaccination . The reported cause of death was massive heart attack and clotting . It is unknown if an 
autopsy was performed. No further details on clinical course , other lab test results and treatment received were 
reported . The outcome of both even.ts was repo?:'ted as fat.al. ·rhe benefit- J::'isk relation ship of mRNA.-1273 is not 
affected by this report . 

Reporter's comments (8 .5.2) 

MedDRA version for sender's diagnosis 

Sender's diagnosis (B.5.Jb) 

Sender's comments (8.5.4) 

(B.5.Ja) 
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Canada Vigilance AER#: E28_05702769 (0) 
This spontaneous case concerns a patient (age and gender not 5pecified} with no medical history reported, who 
experienced the unexpected fatal serious (medically significant) AESI of Thrombosis and Myocardial infarction 
unspecified days after a dose of mRNA- 1273 vaccine (dose number not specified). Death occurred 48 hou:t3 after the 
vaccination. The reported cause of death was massive heart attack an<i clot.ting . It is unk nown if an autopsy was 
performed . No further details on clinical course , other lab test results and treatment received were reported . 
The outcome of both events was r eported as fatal . 'The bene::fit.-risk !:elat.ionship of mRNA-1273 is not af' fected by 
this report:. 

Unit (B.3.1•l Normal low range (B.3.1 .1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

- . - - - -

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 ll8 ll r L t1LL8Ck 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 7 Enddate (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Clot blood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.8e) 

Ind ication MedDRA version (B.1.81.1) Indication (B. 1 .81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .89.2) 

Weight (Kg) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-

Page: 879 of/de 2, 140 
A2023000085 



Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 05725375 (1) 

Canada Vigilance HC Latest Received Date: 
20220809 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202200920730(2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~-c......---'-'-s-..L..-----'~--''-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20220702 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

2D2201l09 
CCYYl1MDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202200920730 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1} 

PF!ZERTNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA- PFI~ER !NC-702200920730 

Reason for nullification (A.1.13.1) 

Onset Age 

78 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA- 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202-
cc 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

202. 
cc D 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Cardiac disorder NOS 

Method of assessment (B.4.k.18.3) I Result (B.4.k:.18.4) 
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Canada Vigilance AER#: IE2B 05725375 (1) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cardiac disorder NOS 

Source of assessment (B.4,k,1S,2) Method of assessment (B,4,k, 18,3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) React ion assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18 .2) Method of assessment (B.4.k .18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k .18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Unknown caus& of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.i.0) Current reaction 

HER ORGANS SHOUT DOWN SLOWLY, ONE BY ONE UNTIL SHE DIED 

MedDRA ve.rsion for (B.2.i.1.a) Reaction/event MedDRA term(LL T) tB.2.i.1.b) 
reaction/event term LL T 

26 . 0 Unknown cause of deat h 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Death 

Term hightllghted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) r eaction last time (8.2.i.7.2) 

!

Outcome 

Fata l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

THE REPORTED CAUSE OF DEATH WAS ''HEART BUT REALL Y >> PFIZER". 

MedDRA verl!ion for (B.2.i.1 .a) Reaction/event MedDRA term(LLT) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 cardJac disordec NOS - --
MedDRA version for (B.2.1.2.a) Reaction/event MedORA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 Cardiac d i sorder 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

Reaction first time (B.2.1.7.1) t eaction last time (B.2.1.7.2) 

!

Outcome 

Fatal 

I Page*3 

N/A 

Result (FM,k,18,4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

N/A 

I Durat ion (B.2.i.6) 

(B.2.i.8) 

I Duration (8.2.1.6) 

(B.2.1.8) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received fron\ contactable reporter {s) (Consumer or other non HCP). 

A 78 - year- old female patient received BNT162b2 (COMIRNATY) , on - 021 as dose 3 (booster) , single (Batch/ Lot 
number : unknown) at the age of 17 years . in right arm for covid-19 immunisation . The patient's r elevant medical 

history included: " health issues/ heart" (unspecified if ongoing) ; "health issues/ liver" (unspecifiec::I if 
ongoing) i " Allergy" (unspecified if ongoing) . The patient took concomitant medications . Vaccination history 
included: biontech/pfizer vaccine (comirnaty) (Dose 2 , Location of injection : Arm Right ), administration date : 

020, when the patient was 77 - year- old, for Covid- 19 immunization; biontech/pfizer vaccine (cornirnaty} {Dose 
1 , Location of inject.ion: .!!,rm Right), i:idministration date : llJur,2019 , when the patient: was 75- year- o ld, for 
Cov-id- 19 irrmmnization . 
The fellowing information was reported: DEATH (de ath, hospitalization, medically significant) , outcome "fatal" , 
desct:ibed as " heI organs shout down slowly, one by one until she died" ; Cl..RDIAC DISORDER (death}, outcome "fatal ", 
ct~scr ibed as "The r€'port€'d caus~ of death was " Heart but really » Ffizer" ." . The patient was hospitalized for 
death (hospitalization d uration : 21 day(s) ). The events "her organs shout down slowly, one by one until she died" 
and 0 the reported cause of death was " heart but really >> pfiz.t!cr" . 11 required emergenc y room visit . Ti)t! patient 
underwent the followin g laboratory tests and procedures : SARS-CoV-2 test : negative . Therapeutic meQsuzes were 
taken as a rosLJlt of death, cardiac diso rder. The patie nt date o t death was -◊21 , The reported c a.use of death 
was unknown, "The reported cau se ot deeth wa ~ " HoaL~t but really >> Pfizer" . " . No autopsy was performQd, 
'!'he clini cal course : The reporter ' s couoin (patient I had prior health issues and I ived q uite well on preventive 
rneds tor 20 ye"'ns wlt.h her liver- c1nd heart. . She w,c1s fine until 3h a had Ptizer , 3 shots '13 coerced . Th~ r·eporter ' s 
cousin went. into hospital and before they could start tests , she wound up in ICU for over 2 l.\1eeks as her organs 
shout down slowly , one by one until she died. The treatment received for the adverse event included dialysis. 
Prior to vaccination , patient was not d iagnosed with COVID-19. The reported cause of death was "Heart but really 
>> Pfizer" . 

The information on the bat.ch/lot number for BN'rl62b2 has been req_uested and •...iill be submitted if and 1.A1hen 
received . 

Follow-up (09Aug2022}: Follow- up .attempts are completed . No further information is expected. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.41 

COVID-19 PCR test 

Unit (B.3.1el Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B,1,7,1a,1) Episode name (B,1,7.18,Z) 

26.0 Heart disorder 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 .0 Liver di sorder 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA ve,rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Allergy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

I End date (B.1 .7.11) 

I End date (B.1 .7.11) 

I End date (B.1 .7.11) 

No 
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ATIA-19(1) 

~ 

IE2B 05725375 Canada Vigilance AER#: (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cardiac disorder NOS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy 
Drug name 

COIURNATY 

(B.1.8a) 

Start date (B.1.Bc) 

202-
CCYYMMDD 

201 -
CCX ,, 

(B.1 .8) 

Indication MedDRA version (B.1.81.1) 

26 . 0 
26 . 0 

Reaction MedDRA version (B.1.8g.1) 

E.nd dale (B.1.Be) 

202-
CCYYMMDD 

201 ... 
CCYY~ll~DI> 

Indication (B.1.81.2) 

COVID- 19 immunization 
COVID-19 immunization 

Reaction (8.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

(B.1.7.11} 

(B.1.7.11) 

End date (B.1.10.1.11) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.8•) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

I Page*S 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 05142521 (2) 

Canada Vigilance HC Latest Received Date: 
20220928 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAXOSMITHKLIN'F.- CA2022103 6BO Cl) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 
1------------'---'-----'-=---'--------------j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

202-
CCYYI-IMDD 

Additional documents? (A.1.8.1 ) 

No 

20220926 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) 

Yes 

Regulatory authority's number (A.1.10.1) 

Company number (A. 1.10.2) 

CA- GLAXOSMITHKLINE-CA2022103680 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Serious 

Yes 

Yes 

No 

No 

No 

Yes 

Duplicate Source(s) (A.1.11.1) 

01 os2sn6s5 

Duplicate Case Identifiers (A.1.11.2) 

CI\- GLAXOSM!THl<L!NE- Clv.022) 03680 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) E2B_04638235, 12) , (21 , (2) , (2) E2B_03837154, 12) , (2) E2B_02395154, 12) E2B_ 02776365, (2) , 121 , 12) 
E2B_0!954979, 121 , {2) F.28_04638235, 12) , 121 , (2) , (21 E2B_03837l54, 121 12) E2B_02395l54 , 12) 
E2B_02776365, 12) , 121 , <21 ~2B_ Ol954979, 12) , 121 E2B_04638235, 12 1 , 12) , {21 , (2) E2B_0383H54, 12) 
{2) E2B_02395154 , 121 E2B_02776365, (2) , 121 , 121 E2B 01954979 

Report null ification? (A.1.13) Reasonfornullification (A.1.13.1) 

Medically confirmed orfrom health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - GLAXOSMITHKLlNE 

PRIVACY Female 

Date of birth (8.1.2.1) Age group (8.1.2.3) Onset Age (8.1.2.2) 

77 Years 

Gestation Period (8.1 .2.2.1) LMP date (B.1.6) 

GP medical record 
(8.1.1.1a) 

Specialist 
{B .1.1.1b) 

Hospital 
(B.1.1.1c) 

Investigation 
(B.1.1.1d) 

no. record no. record no. no. 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

Country drug obtained (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada KH8X 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

iOO Milligram 

Dosage text (B.4.k.6) 

100mg Z every 4 weeks 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

20171220 
CCYYMMDO 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

ExpDT~31-AUG-2025 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

- ---Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTJCAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Eosirwphilic asthma 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

l Which reactlon(s)/event(s) rec: ed? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Blackout 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

No 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k .18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 05742627 (2) 

Blackout 

Method of assessment fB.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18,1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global lnlrospecllon 

Reaction assessed (B.4.k.18.1b) 

Difficulty breathing 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Difficulty breathing 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Low blood pressure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Low blood pressure 

Method of assessment (B.4.k.18,3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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lcanada Vigilance AER#: le2s os142s21 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID•19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form {B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug use for unknown 
26.0 indication 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur.rence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os142s21 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FLOVENT 

Active Substance names (B.4.k.2.2) 

fluticasone propionate 

country drug ot>tatned (1:1.4.K.2.:J) 1:1atc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK, bid, 500mcg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.1 O) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os142s21 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GL YCOPYRRONIUM BROMIDE/INDACATEROL MALEATE 

Active Substance names (B.4.k.2.2) 

glycopyrrolate 
indacaterol maleate 

country drug obtained (B.4.k.Z.:l) Batch/lot no. {8.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

-
Dosage text (B.4.k.6) 

UNK, qd 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os142s21 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREDNISONE 

Active Substance names (B.4.k.2.2) 

prednisone 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK, daily lapering 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.1 0) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 894 of/de 2, 140 
A2023000085 



lcanada Vigilance AER#: le2s os142s21 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENTOLIN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Country of authorlzatlon/applicatlon: Canada 

Structured dosage Info (8.4.k.5) 

Dosage text (8.4.k.6) 

UNK,qd 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recur.rence (8.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

ADVISED THAT HIS MOTHER (THE PATIENT) HAS PASSED AWAY 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

(B.2.1.6) 

ADMITTED TO THE HOSPITAL YESTERDAY 
HOSPITAL OF - 2022 

DUE TO HER BREATHING/ PATIENT WAS ADMITTED TO 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Yes 

Reaction first t ime (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Difficulty breathing 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Dyspnoea 

(B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) Duration (8.2.i.6) 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/ not ~esolved 

Reaction/event as reported by primary source 10.2.1.0) Current reaction 

PATIENT WAS ADMITTED TO HOSPITAL THE WEEK OF 2022 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Blackout 

Reaction/event MedDRA term (PT) 

Loaa of consciousness 

(B.2.1.1.b) 

1B,2.i.2.b) 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) Durat ion 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

PATIENT BP IS LOW (96/63) 

(B.2.i.O) 

Unknown 

Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Low blood pressure 

Reaction/event MedDRA term (PT) 18,2.i.2.b) 

HypotMsion 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.8) 

tJnknow.n 

(B.2.i.6) 

(8.2.i.6) 
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ATIA-19(1 ) 

Case narrative (B.5.1) 

This c ase ·...ras r eported by a consumer via patient support programs and described the occurrence of death in a 77-
year- old female patient who received mepolizumab powder for injection <batch numbe~ KH8X , expiry date 31st ~ugust 
2025} for eosinophilic asthma. 

Co-suspect products included covid-19 vaccine {Covid Vaccine} for drug use fo= unknown indication. 

Additional subject notes included no other condition . Concomitant products included fluticasone propionate 
(Flovent) , glycopyrronium brort1ide + indacaterol maleate (Ultibro}, predni sone and salbutamo1 {Ventolin). 

On 20th December 2017, the patient started mepolizumab (subcutaneous) 100 mg (see dose text) . On an unknown date , 
the patient. started Covid Vaccine at an unknown dose a nd frequency. On an unknown date , an unknown time after 
starting mepolizumab, the patient experienced clea th (serious criteria death and GSK medically significant}, 
d1fficulty breathing (serious criteria hospitalizat1on1, blackout (serious criter,a hospitalization and GSK 
medically ~ignificant) and low blood pressure . On an unknown dote , the outcome of the death was fatal and the 
outcome of the difficulty breathing 'NUS not .recovered/not resolved and the outcome of the bla c kout and l ow blood 
pressure were unknown . The repoxted cause of death was unknown cause o f death . 

It w4.s unknown if the reporteiir con:ndered the d eath, di tficulty l>t:"eathing , blackout 4nd low blood pre.ssure to be 
re I cl ted t o mepo 11 i.un1ab . 

Linked case (s) involving the same patient : CA2018GSK103293 , CA201BGSK168694 , CA2018GSK199352 , CA2019AMR14?526, 
CA2019GSK021927 , CA2019GSK070985 , CA2020AMR004679 , CA2020AMR088012 , CA2020ft.MR208962 , CA2021262204 , 
CA2021"MR096384, CA2022118479 

GSK Receipt Date 2022 
Re orter ' s Comments, Ih1 s report " as submitted by sit.-Nucala Patient Support Program (Vista) . _On -

2022 it. i,,,•eis notified by patient ' s son that patien~ to the hospital on day befo?:'e reporting-
2022 due to her breathing and would be staying there for a few days . There was no patient history . Merolizumab 
drug used by patient was Nucala . No further information was provided . 

Follow-up information received o- 2022 , This follow-up was considered significant . 
Reporters comments : Patient was aarn.1 e to hospital twice on the week of·••■••2022 and the •.,,ieek of -
2022 . for: blocking out . Patien t doesn't remember that e xact date of when she was adtnit.ted . Also patient received 
he~ four:-th covid shot. on- 2022 . Patient blood pressure was low (96/63) and nurse .:ldvised t o steiy hydrated and 
take a seat if dizzi ness occurred . No furt.her information was provided. 

Follow-up information received on 26- Sep-2022 . This follow- up was considered significant . 
Reporter ' s Comments : Patient 's son reached out and advised that his mother (the patient) had passed away . It was 
unknown if the reporter considered the death, difficulty breathing, blackout and low blood pressure to be related 
to Covid vaccine . 
Summary of Changes : event death added , concomitant product information updated, narrative updated . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Death, Oyspnoea and loss of consciouaness are an unlisted event which are considered un=elated to GSK drug 
~epolizurnab . 

Blood pressure decreased 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Nonna! high range (B.3.1.2) More Info (B.3.1.3) 

unknown No 

Results of tests and procedures (B.3.2) 

- - - - - - - - - -- - - - - - -
Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11} 

Comments (B.1.7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 
no othe= condi t i on 

-

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Mepol i zuroab l?atient Support Program 

Sponsor Study no. (A.2.3.2) 

Mepolizum<3.b PSP 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

Other St:.Udies 

l:Qualification 

Other heal th 

(A.2.3.3) 

(A.2.1.4) 

profess ion al 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 051sa115 (1) 

Canada Vigilance HC Latest Received Date: 
20220929 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022 - 607754 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1----------~-"----'--'----....... -------~--j 

Type of report 

Publ h hed 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

20220?12 
CCYYMMDD 

Addltlonal documents? (A.1.8.1) 

Yes 

20220712 
CCYYJ1MDD 

List of documents held by sender (A.1.8.2) 

Lit4ratore Reference 

Fulfill expedited criteria? (A.1 ;9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC.-MOD-2022•607754 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMODERNAP 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A,1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - MODE RNA BIO PHARMA CANA DA CORPORATION 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1 .1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Oupllcate Case Identifiers (A.1.11.2) 

CA- liODERNATX, HJC. - MOD- 2022- 607754 

Reason for nullification (A.1.13.1) 

Onset Age 

76 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4 .k.4) 

Structured dosage info (B.4.k.5) 

1 Do~age fomi~ 

Dosage text (8.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVI D-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2021 
CCYY 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B;4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Result (B.4.k.18.4) 

Not Related 
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Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

IE2B 05758175 (1) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

SARS-CoV-2 infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

SARS-CoV-2 infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

SARS-CoV-2 infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

SARS-CoV-2 infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Nol Related 

Result (B.4.k.18.4) 

Nol Related 

Result (B.4.k.18.4) 

Nol Related 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

Nol Related 
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Reaction/event as reported by primary source 

DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
(B.2.i.1.a) 

reaction/event term LL T 

26 . 0 

MedDRA version for 
(B.2.i.2.a) 

reaction/event term PT 

26 . 0 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LLT) (B.2.i.1 .b) 

Dea ch 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Death 

Start Date (B.2.1.4) 

2021 

End Date (B.2.1.5) 

2021 
CCYV CCYY 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

SARS- COV-2 INFECTION 

(B.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.La) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(8.2.1.2.a) 

Term hightlighted by the reporter? (8.2.i.3) 

SARS- CoV- 2 infect i on 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

COVID- 19 

Start Date (B.2.u) End Date (B.2.i.51 Duration 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

3 Months Unknown 

(B.2.1.6) 

(B.2.i.6) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

Case narrative (B.5.1) 

This litenature- non- study case was reported in a literature article a nd describes the occurrence of DEATH (Death) 
and covrD- 19 (SARS- Co\1- 2 infection) in a 76- year- old male patient. •..iho received mRNA- 1273 (Moderna Covi0- 19 
Vaccine ) for COVlD- 19 prophylaxis . 

ln 2021, the patient received second dose of mRNA-1273 (Moderna CoviD-19 Vaccine) (unknown route) dosage- was 
changed to 1 dosage form . 
On an unknown date, the patient received first dose of m~Nll-1273 (Moderna CoviD•l 9 Vaccine) (unknown route ) l 
dosage form. On on unknown dale, after starling mRNA-1273 (Moderna CoviD-19 Vaccine), the patient experienced 
COVID-1 9 (SARS-CoV-2 infection} (seriousness criterion hospitalization} . ThE:! patient died in 2021 . Th,e cause of 
death was not reported. It. is unknown if an autopsy w,:1,s performed. At tho time of d-eath, covrD-1 9 {SARS- CoV-2 
infection) outcome was unknown, 

Dll\GNOSTIC RESULTS (normel ranges •re p1·ovlde<.l In parentileois if avail~blel: 
l i - 2021 , ,ARS-CoV-2 test : PosHive SARS-CoV-2 on nasopharyng0>al swab . 
On an unknown date , CD4 lymphocytes: LlO cells per cubic millimetre . 
On a n unknown date: , SA.RS-CoV-2 antibody test : Negative , 
On an unknown date , Viral test : On nasopharyngeal swab collected on post-diagnosis day 68 revealed the presence of 
infectious virus and On nasopharyngeal swab collected on post-diagnosis day 142 revealed the presence of 
infectious virus . 
On an unknown date, llil1ole- genome sequencing: Confirmed persistent infection ,iith the same virus . 

For mRNA-1213 (Moderna CoviD-19 Vaccine) (Unknown)~ t.he reporter considered DEATH (Death) and COVID-19 (SARS-CoV-2 
infection) to be not related. 

The asymptomatic patient was hospitalized for monitoring because of a history of significant immunocompromised 
related t o unt~eated HIV infection. 

Patient. had received the second dose 3 months before infection . Patient remained well throughout. admission r,,.'ithout 
rece iving COVID-19 directed therapies , however patient continued to have detectable SARS-CoV-2 RNA from upper 
respiratory tract samples until the time of his death from 1..mrelated causes 142 days aftet" the initial diagnosis. 
The cycle threshold (Ct ) values remained below 20 . 

In. 2021, the patient experienced COVID- 19 (SA.RS-CoV- 2 infection) (seriousness criterion hospitalization) . 

No concom i tant and treatment medications were reported . 
Comp~ny comment : This is a fatal l i terature non-study case , concerning a 76-year-old man jn long term care 
facility (LTC) , with a histo~y of significant immunocompromise related to untreated HlV infection, who was 
hospit,:1.lized wit.h pe:c:sistent a.symptomatic COVID 19 infection and died of unreL:1ted causes 3 months after receiving 
the second dose of mRNA- 1273 vaccine . Relevant history included the first dose of mRNA-1273 and a CD4 count of 110 
cells/mm3, No COVID 19 d irecte d therapies were administered throughout 142 days hospitalization . Detectable SARS
CoV-2 RNJ\. was found by nasopharyngeal swabs at days 68 and 142 a nd by whole genome :sequencing because cycle 
threshold counts remained below 20 , which can be associated with prolonged COVID-1 9 infection . ?atient died on 
142nd day from unrelated COVID 19 causes . Untreated HIV with low counts and residence in LTC predisposed to 
su.sceptibi lity to COVIO, and in.rnunocompromised status predisposed to persistent infections, e . g . COVlD, and death 
as well SIS less protection/eEfectiveness of C0\11D 19 vaccination. The benefit- r isk relationship of mRNA- 1273 
vaccine is not affected by this report . 

Most recent: FOLLOl-l-UE> information incorporated above includes: 
On 12-Jul-2022 : Upon review on 22-Sep-22 significant corrections were performed . Event causality changed from 
relat ed to not related and company comment was updated . 
On 14- Jul - 2022 : Follow- up received by safety on 14- Jul - 2022 has e:mail with full text article and contains 
significant information: RepoLter information and liteLature information were updated. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.41 

This is a fatal literature non-study case , concerning a 76-year-old man in long term care facility {L'l'C), •..iith a 
history of significant immunocompromise related to untreated HIV infect.ion, who was hospitalized with persistent 
asymptomatic COVlD 19 infection and died of unrelated causes 3 months after receivi ng the second dose of 
mRNl\- 1273 vaccine . Relevant histocy included the fi rst dose of mRNA.- I273 aod a CD4 count of 110 cells/mro3. No 
covro 19 d1.rected therapies were ::id.ministered throughout 142 day3 hospitalization . Detectable SARS- CoV- 2 RNA was 
found by nasopharyngeal swabs at days 68 and 142 and by whole genome sequencing bee.a.use cycle threshold counts 
remained below 20 , which can be: associated with prolonged COVID-19 infect.ion . Patiant died on 142nd day from 
unrelated COVID 19 causes. Untreated HIV with low coi..mts and residence in LTC predisposed to susceptibility to 
COVID, and immunocompromised status predisposed to persistent infections, e . g. COVID, and death as well as less 
prootection/effectiveness of covro 19 vaccination . The b enefit- risk relationship of mRNA- 1273 vaccine is not 
affected by this ceport. 
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ATIA-19(1) 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Yes 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

CD4 l ymphocyt es 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (8.3.1.3) 

Yes 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

SARS-CoV-2 ::,ero! ogy t es t 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Ye s 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Vi r us cul ture 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Yes 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Whole- genome sequenci ng 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Ye s 

Results of tests and procedures (B.3.2) 

CD4 lymphocytes;;; 11 O cells per cu bfc millimetre; SARS-CoV-2 antibody test; ; ;Negative; SA RS-Co V-2 test:.....-,021 ; ; Positive SARS-
Co V-2 on nasopharyngeal swab;Viral test;;;On nasopharyngeal swab collected on post-diagnosis day 68 r=i:l"ft1e presence of infectious 
virus;Viral lest;;;On nasopharyngeal swab collected on post-diagnosis day 142 revealed the presence of infectious virus;Whole-genome 
sequencing;;;Confirmed persistent infection with the same virus 

-----------·----------------------------------------
Patient Medical History (B.1.7) 
MedDRA ve:rsion (B.1.7.1a.1) Episode name (e.1.7.la.2) 

26 . 0 HIV infection 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (e.1.1.1a.21 

26 . 0 I rnmunocomprornised 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown ca us e of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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ATIA - 19(1) 

Drug name (B.1.8a) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.e1.21 

Reaction MedDRA version (B.1.Bg.1) Reaction 1s.1.e9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.Bc) 

MedDRA version for Indication (B.1.10.81.1) 

MedDRA ve.rsion for reaction (B.1.10.Bg.1) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Drug end date (B.1.10.Be) 

Indication (B.1.10.Bf.2) 

Reactions (B.1.10.Bg.2) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.1.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRI VACY 

(A.2.1.1d) 

Reporter cit y (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Ont ario 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Qualification (A.2.1.4) 

Other heal th professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

SUSPECTADVERSEREACTIONREPORT 

I. REACTION INFORMATION 
l a. COUNTRY 2. DATE OF BIRTH 2a. AGE 3. SEX 3a. WEIGHT 

CANADA Year 95 
1925 Years Male 

Unk 

~:e~~ ~~~~1eo~:~rki~tl-~~c~1d:~~it:dv!;~~~~1:?t ~~~!epara1ed by commas) 

Passed away [Death] 

Difficulty b reathing [Breathing difficult] 

Description: T his solicited report from Canada was received by Sanofi (Mfr. no. 2021 SA057379) on■ 
021 from a consumer (daughter of the patient ) v ia PSP _LEUPROLIDE•■■■■■■■land was 

sent to Tolmar o 2021 regarding a 95 year -old e lderly male patient (Patient ID- who 

experienced difficulty breathing (Dyspnea) during Eligard (Leuprolide acetate) 22.5 mg therapy for prostate 

cancer. The need le component of the constituent device was not identified in the report. 

(Continued on Addit ional Information Page) 

II. SUSPECT DRUG(S) INFORMATION 
14. SUSPECT DRUG($) (include generic name) 

#1 ) E ligard® (Leuprolide acetate) Subcutaneous injection, 22.5 mg {Lot# 11396A:11395A;UNK} 

#2) E ligard® Unspecified Device (Leuprolide acetate) Subcutaneous (Continued on Additional Information Page) 

15. DAILY DOSE($) 16. ROUTE($) OF ADMINISTRATION 
#1 ) 22.5 mg, q 3 month #1 ) Subcutaneous 
#2) #2) Unknown 

17. INDICATION(S) FOR USE 

#1 ) Prostate cancer (Prostate cancer) 
#2) Unknown 

18. THERAPY DATES(fromlto) 19. lliERAPY DURATION 

# 1 ) 24-NOV-2O2O I Unknown #1 ) Unknown 

#2) U nknown #2) Unknown 

Ill. CONCOMITANT DRUG(S) AND HISTORY 
22. CONCOMITANT DRUG(S)ANO OATES OF ADMINISTRATION (exclude those used to lreat reaction) 

23. OTHER RELEVANT HISTORY. (e.g. diagnostics, allergies. pregnancy with last month of period, et,c.) 
From/To Dates Type of History / Notes Description 

Unknown to Ongoing Current Condition Prostate cancer (Prostate cancer) 

24c. DATE RECEIVED 
BY MANUFACTURER 

REPORT 

021 

IV. MANUFACTURER INFORMATION 

24b. MFR CONTROL NO. 

21CA025579 

24d. REPORT SOURCE 
□ STUDY □ LITERATURE 

D ~~~l1sioNAL 181 OTHER: Study 

25a. REPORT TYPE 

181 1NITIAL 0 FOLLOWUP: 

26. REMARKS 

25b. NAME AND ADDRESS OF REPORTER 

NAME AND ADDRESS WITHHELD. 

8-12 CHECK ALL 
APPROPRIATE TO 
ADVERSE REACTION 

PATIENT DIED 181 Date: l ~FEB-2021 

INVOLVED OR □ PROLONGED INPATIENT 
HOSPITALISATION 

□ INVOLVED PERSISTENT 
OR SIGNIFICANT 
DISABILITY OR 
INCAPACITY 

□ LIFE 
THREATENING 

□ CONGENITAL 
ANOMALY 

□ OTHER 

20. DID REACTION 
ABATE AFTER STOPPING 
DRUG? 

O vEs ONo 181NA 

21. DID REACTION 
REAPPEAR AFTER 
REINTRODUCTION? 

O vEs 0No 181NA 
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, Mfr. Control Number: 21,CA025579 
ADDITIONAL INFORMATION 

ATIA - 19(1) 

7+13. DESCRIBE REACTION(S) continued 

The patient's medical history was not reported. Current condition included prostate cancer. 

Concomitant medications were not provided. 

l • 

The patient began receiving Eligard 22.5 mg. every 3 months, subcutaneously, since 11 Dec 2018 (Lot number and Expiration date 
not reported). The patient received his most recent dose of Eligard 22.5 mg, every 3 months, subcutaneously, on 24 Nov 2020 (Lot 
number and Expiration date carton: not reported; Lot number Syringe A : 11396A; Expiration date: Apr 2022; Lot number Syringe B: 
11395A; Expiration date: Mar 2022). 

On - 2021, the patient received his second Covid-19 vaccine. Since then, the patient had been placed on nasal~ with 
difficulty breathing. The reporter would call the oncologist before scheduling patient's next injection which was due on- 2021. 
The action taken with the suspect product was dose not changed. De-challenge and re-challenge were not applicable. The outcome 
of the event was unknown. 

The reporter did not assess the seriousness and causality of the event regarding Eligard therapy. 

0 2021, follow-up infonnation was received by Sanofi (Mfr. no. 2021SA057379) from a consumer (daughter of the patient) 
via PSP _LEUPROLIDE•■■■■■■■■land was sent to Tolmar on- 2021 . Added event of passed away (Death). 
Updated action taken. 

on 11112021, 2 years, 2 months and 8 days after starting Eligard therapy, the patient passed away due to an unknown cause. The 
patient was 95 years-old at the time of his death. It was unknown if an autopsy was performed. The action taken with the suspect 
product, de-challenge and re-challenge were not applicable. The outcome of the event was fatal. 

The reporter assessed the event as serious (Death) and did not assess the causality of the event regarding Eligard therapy. 

No further information was provided. 

Evaluator Comment (Tolmar): This 95 year old male experienced dyspnea and died while on Eligard therapy for prostate cancer. 
Tolmar assessed the event of death as serious due to fatal outcome, dyspnea was assessed as not serious event as no patient 
jeopardy was reported. Tolmar assessed the causal role of Eligard (drug component) in the event of death as not assessable as lack 
of information regarding cause of death. autopsy details, events or circumstances preceding death, clinical state of underlying 
prostate cancer, relevant medical history, concomitant medications and supportive investigations done precludes meaningful medical 
assessment of the report. However, based on the available information, advanced age underlying prostate cancer are pre-existing 
risk factors for the reported event. Dyspnea is ?ilso ;;issessed ?IS not rels'lted to Elig?ird components ?IS the event occurred following the 
COVID-19 vaccine, indicative of a potential reaction lo the vaccine. 

14-19. SUSPECT DRUG(S) continued 

14. SUSPECT DRUG(S) (indude generic name) 

#1 ) Eligard® (Leuprolide acetate) 22.5 mg, q 3 month: 

Subcutaneous injection, 22.5 mg; Regimen #2 Subcutaneous 

#2 ) Eligard® Unspecified Device (Leuprolide 

acetate) Subcutaneous injection {Lot# 

11396A;11395A;UNK}; Regimen #1 

- 2021 11:41 

; Unknown 

17. INDICATION(S) FOR USE 

Prostate cancer (Prostate 

cancer) 

Unknown 

11-DEC-2018 / 

Unknown; 

Unknown 

Unknown; 

Unknown 
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ATIA -19(1) 

SUSPECTADVERSEREACTIONREPORT 

1. PATIENT INITIALS 
fir I t 

l a. COUNTRY 

CANADA 

I. REACTION INFORMATION 

~:e~~ S!t~~~1CQ~tsf[ki~t}~~c~Jd/~~it:dv!;~~~~1:?t ~~~! epara1ed by commas) 

Passed away due to congestive heart failure [Congestive heart failure] 
Difficulty breathing [Breathing difficult] 

4-6 REACTION ONSET 

se Description: This solicited report from Canada was received by Sanofi (Mfr. no. 2O21SAO57379 on 
021 from a - er (daughter of the patient) via PSP _LEUPROLIDE and was 

sent to Tolmar on 2021 regarding a 95 year-old elderly male patient (Patient ID 
experienced difficulty breathing (Dyspnea) during E ligard (Leuprolide acetate) 22.5 mg therapy for prostate 
cancer. The needle component of the constituent d evice was not identified in the report. 

(Continued on Additional Information Page) 

II. SUSPECT DRUG(S) INFORMATION 
14. SUSPECT DRUG(S) (include generic name) 
#1 ) Eligard® (Leuprolide acetate) Subcutaneous injection, 22.5 mg {Lot# 11396A: 11395A; UNK} 
#2) Eligard® Unspecified Device (Leuprolide acetate) Subcutaneous (Continued on Additional Information Page) 

15. DAILY DOSE($) 16. ROUTE($) OF ADMINISTRATION 
#1 ) 22.5 mg, q 3 month #1 ) Subcutaneous 
#2) #2) Unknown 

17. INOICATION(S) FOR USE 
#1 ) Prostate cancer (Prostate cancer) 
#2) Unknown 

18. THERAPY DATES(fromlto) 19. lliERAPY DURATION 
#1 ) 24-NOV-2O2O / Unknown #1 ) Unknown 
#2) Unknown #2) Unknown 

Ill. CONCOMITANT DRUG(S) AND HISTORY 
22. CONCOMITANT DRUG(S)AND DATES OF ADMINISTRATION (exclude those used to lreat reaction) 

23. OTHER RElEVANT HISTORY. (e.g. diagnostics, allergies, pregnancy with last month of period, et,c.) 
From/To Dates Type of History / Notes Description 

Unknown to Ongoing Current Condition Prostate cancer (Prostate cancer) 

IV. MANUFACTURER INFORMATION -
24a. NAME A.ND ADDRESS OF MANUFACTURER 26. REMARKS 
Tolmar. Inc. 

harmD 
701 Centre Ave 
Fort Collins, CO 80526 UNITED STATES 

24b. MFR CONTROL NO. 25b. NAME AND ADDRESS OF REPORTER 

21CA025579 NAME AND ADDRESS WITHHELD. 

24c, DATE RECEIVED 24(1. REPORT SOURCE NAME AND ADDRESS WITHHELD. 
BY MANUFACTURER □STUDY □ LITERATURE 

19-MAR-2021 D ~~~l1s1or.1AL 
181 OTHER: Study 

DATE OF THIS REPORT 25a. REPORT TYPE 

25-MAR-2021 □INITIAL 181 FOlLOWUP: 1 

25-Mar-2021 17:27 

8-12 CHECK ALL 
APPROPRIATE TO 
ADVERSE REACTION 

PATIENT DIED 181 Date: l~FEB-2021 

INVOLVED OR □ PROLONGED INPATIENT 
HOSPITALISATION 

□ INVOLVED PERSISTENT 
OR SIGNIFICANT 
DISABILITY OR 
INCAPACITY 

□ LIFE 
THREATENING 

□ CONGENITAL 
ANOMALY 

□ OTHER 

20. DID REACTION 
ABATE AFTER STOPPING 
DRUG? 

O vEs O No 181NA 

21. DID REACTION 
REAPPEAR AFTER 
REINTRODUCTION? 

O vEs 0 No 181NA 
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, Mfr. Control Number: 21,CA025579 
ADDITIONAL INFORMATION 

ATIA- 19(1) 

7+13. DESCRIBE REACTION(S) continued 

The patient's medical history was not reported. Current condition included prostate cancer. 

Concomitant medications were not provided. 

l • 

The patient began receiving Eligard 22.5 mg. every 3 months, subcutaneously, since 11 Dec 2018 (Lot number and Expiration date 
not reported). The patient received his most recent dose of Eligard 22.5 mg, every 3 months, subcutaneously, on 24 Nov 2020 (Lot 
number and Expiration date carton: not reported; Lot number Syringe A : 11396A; Expiration date: Apr 2022; Lot number Syringe B: 
11395A; Expiration date: Mar 2022). 

0 - 2021, the patient received his second Covid-19 vaccine. Since then, the patient had been placed on nas~I prongs with 
difficulty breathing. The reporter would call the oncologist before scheduling patient's next injection which was due o 2021. 
The action taken with the suspect product was dose not changed. De-challenge and re-challenge were not applicable. The outcome 
of the event was unknown. 

The reporter did not assess the seriousness and causality of the event regarding Eligard therapy. 

On~ 021, follow-up information was received by Sanofi (Mfr. no. 2021SA057379) from a consumer (daughter of the patient) 
via PSP _LEUPROLIDE and was sent to Tolmar on - 021 . Added event of passed away (Death). 
Updated action taken. 

On - 2021, 2 years, 2 months and 8 days after starting Eligard therapy, the patient passed away due to an unknown cause. The 
patient was 95 years-old at the time of his death. It was unknown if an autopsy was performed. The action taken with the suspect 
product, de-challenge and re-challenge were not applicable. The outcome of the event was fatal. 

The reporter assessed the event as serious (Death) and did not assess the causality of the event regarding Eligard therapy. 

No further information was provided. 

On 19 Mar 2021, follow-up information was received by Sanofi (Mfr. no.: 2021SA057379) from a consumer (patient's daughter in law) 
and was sent to Tolmar on 22 Mar 2021 . Added new reporter (daughter in law) and cause of death. Updated verbatim and coding of 
the event from "Passed away (Death)" to "Passed away due to congestive heart failure (Congestive heart failure)". Upon internal 
review, COVID-19 vaccine was added as co-suspect. This report no longer meets expedited reporting criteria therefore the case is 
been downgraded. 

Co-suspect p-roduct included COVID-1 9 v.,iccine for COVID-19 prophylQxis. 

O 021, 2 years, 2 months and 8 days after starting Eligard therapy, the patient passed away due to congestive heart failure. 
It was unknown if an autopsy was performed. Moreover, reporter was not able to provide which COVID vaccine the patient received. 
She was not aware if the patient's death was reported to Health Canada and gave consent for both her contact and doctor's contact 
information to be shared. The ouitcome of the event was fatal. 

The reporter assessed the event as serious (Death) and did not assess the causality of the event regarding Eligard therapy. 

Evaluator Comment (Tolmar): This 95-year-old male patient passed away due to congestive heart failure while on Eligard therapy for 
prostate cancer. Before his death, he also experienced dyspnea. COVID-19 vaccine is considered co-suspect. Tolmar assessed 
congestive heart failure as serious due to fatal outcome (death); dyspnea is assessed as non-serious (no patient jeopardy was 
reported). The causal role of Eligard (drug and device component) for t he events is assessed as not related. G iven the known 
pathology and risk factors for congestive heart failure and the drug's safety profile, a causal association between the event and 
Eligard is considered unlikely. The advanced age of the patient is a risk factor. Dyspnea occurred following the COVID-19 vaccine, 
indicative of a potential reaction to the vaccine. Likely concurrent congestive heart failure is another plausible explanation for 
dyspnea. 

14-19. SUSPECT DRUG(S) continued 

14. SUSPECT DRUG(S) (include generic name) 

#1 ) Eligard® (Leuprolide acetate) 22.5 mg, q 3 month; 

Subcutaneous injection, 22.5 mg; Regimen #2 Subcutaneous 

25-Mar-2021 17:27 

17. INOICATION(S) FOR USE 

Prostate cancer (Prostate 

cancer) 

11-DEC-2018 / 

Unknown; 

Unknown 
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, 1 Mfr. Control Number: i21,C£025579 

ADDITIONAL INFORMATION 

14-19. SUSPECT DRUG(S) continued 

14. SUSPECT DRUG($) (include generic name) 1~: ~<5'Sf~~f5~S}DMIN 

#2 ) Eligard® Unspecified Device (Leuprolide ; Unknown 

acetate) Subcutaneous injection {Lot # 

11396A: 11395A; UNK}; Regimen #1 

#3) COVID-19 VACCINE (COVID-19 

VACCINE) ; Regimen #1 

25-Mar-2021 17:27 

UNK; Unknown 

17. INDICATION($ ) FOR USE 

Unknown 

COVI D-1 9 prophylaxis 

(COVID-19 prophylaxis) 

Unknown; 

Unknown 

Unknown: 

Unknown 
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I ATIA-19(1) I 
Dawson, Dianne (HC/SC) 

From: 
Sent: 
To: 
Cc: 
Subject: 

Categories: 

Good morning Ms. Seguin, 

@sanofi.com> 
2021-04-23 9:37 AM 

~ SC); Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
- Canada Pharmacovigilance /CA 

RE: Health Canada Follow-Up Clarification Request_2021SA057379 (Tolmar 
21 CA025579) 

Michelle 

In an effort to gather additional information and answers to your questions below, Sanofi has actively sought follow-up 
information with the Healthcare professional involved in the care of this pat ient. 
To date, no additional information has been received by Sanofi relative to this report. Shall further information become 
available, Sanofi will ensure that this is submitted to Health Canada via the standard expediting reporting procedure. 

Thank you, 

Country Safety Head !CSH) Back-up/ Project Leader, Pha, rnacovigilance 

(Tl■■■■l(F) ■■-■• (M)■••·· lllllllllllllllsanofi.com 
SANOFI CANADA - 2905, Pl. Louis-R.-Renaud Laval (QC) - Canada-~ 

SANOFI ~ 
www.sanofi.ca 

From: Seguin, Michelle (HC/SC) <michelle.seguin@canada.ca> On Behalf Of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
Sent: Frida , A ril 9, 20214:17 PM 
To: sanofi.com>; Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
<hc.canada.vigilance.COVID19vaccine-vaccinC0VID19.sc@canada.ca> 
Cc: Canada Pharmacovigilance /CA <canada.pharmacovigilance@sanofi.com~ 

sanofi.com > 
Subject: RE: Health Canada Follow-Up Clarification Request 

Good aft ernoon 

Re: Health Canada Follow-Up Clarification Request 

As a result of internal Health Canada assessment process, the Canada Vigi lance Assessment Team has 

identified individual case safety reports (ICSRs) where clarification is needed. Please investigate, cla rify and 
resubmit case informat ion for the following ICSRs that require clarification or have d iscrepancies which may 

impact case evaluation and/or signal detection: 

MAH Case Number Canada Vigilance 
Case Number 

1 

Clarification Requested 
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ATIA - 19(1) 

D um 
I f Ill 
l J L 

Safety report ID: 21CA025579 reported 000940311(1) 
to HC on behalf of Tolmar, Fort Collins, 

Specifically, our eva'luatdrs wish to1request 
the following information: 

USA concerning suspect drugs: 
ELIGARD (Sanofi-Aventis Canada Inc.) 
and co-suspect: "COVID-19 vaccine" 

(unspecified MAH) and stating the 
following in the case narrative: 

0 ~ 021, follow-up information was 
received by Sanofi (Mfr. no. 2021SA057379) 
from a consumer (daughter of the patient) 
via 
PSP _LEUPROLID 

021 

FU Information was received by Sanofi (Mfr. 
no.: 2021 SA057379) from a consumer 
(patient's daughter in law) 
and was sent to Tolmar on 22 Mar 2021 

Received by Health Canada on: 
24/02/2021 

• Please provide any information 
regarding the time to onset after 
vaccination. 

• Please provide any information 
regarding clinical status before the 
vaccination. Specifically, any 
concomitant medications. 

• Please provide any information 
regarding more detailed information 
about the event of congestive heart 
failure, including any treatment. 

• Please provide any information 
regarding medical confirmation of the 
cause of death, and autopsy report. 

Please provide a response within 15 days upon receipt of this correspondence, April 9 th , 2021, in order to 
allow for sufficient time for case evaluation. Kindly send response to our generic Canada Vigilance COVID-19 
Vaccine account (hc.canada.vigi1ance.COVID19vaccine-vaccinCOVID19.sc@canada.ca ) w ith a cc to myself, 
Michelle Seguin: michelle.seguin@canada.ca . 

If you require further information within the scope of this request, please do not hesitate to contact me. 

Thank you in advance for your much appreciated collaboration. 

Sincerely, 

Michelle Seguin on behalf of: 

The Canada Vigilance Program 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Spcdaliste de l'i.n.fonnation sur Jes effcts indesirables 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Health Products and Food Branch I Direction gcncralc des produits de santc ct des aliments 
Health Canada I Sante Canada 
Jeanne Mance Building I Jmmeuble Jeanne Mance 8th tloor, Room/Piece 808D 
200 Eglantine Driveway, Pre Tunncy's Pasture 
Ottawa, Ontario K1A 01<9, A.L. l908C 
Telephone I Telephone (613) 793-5750 
Facsimile I Telecopieur (613) 937-0335 
rn.ichellc.seg:uin@canada.ca 

11 

2 
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I I I 
Celle communication ainsi que tout document joint aux presentes peut contenir des renseignements proteges paf des droits, contidentieJs-ou soustraits ii la 
divulgation en vertu de la loi. Si vous n'etes pas le destinataire prevu, veuillez prendre note que la revision, la divulgation, la distribution ou la reproduction de 
cette communication sont strictement interdites. Si vous avez reyu cette communication par erreur, veuillez immediatement en avertir l'expediteur par retour de ce 
cuurril:!I, 1:!l !::UJJprirnl:!r la curnrnunic::iliun di:! vulre urdi11::i!l:1ur. Pour rl:!lirer VU!:l cuurdomrtil:l!:l de rrulre li!::le d't1nvui tileclruniqul:I, d iyul:!r ici. 

This communication and any attachments hereto may contain information that is confidential, proprietary or not intended for disclosure. If you are not the intended 
recipient, please note that any review, dissemination, use or copying of th is communication is strictly prohibited. Anyone who receives this message in error 
should notify the sender immediately by return e-mail, and delete it from his or her computer. To unsubscribe from our electronic mailing list, click here. 
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ATIA-19(1) 

Dawson, Dianne (HC/SC) 

From: 
Sent: 
To: 
Cc: 
Subject: 

Categories: 

Good morning Ms. Seguin, 

sanofi.com> 
2021-04-23 9:37 AM 
~SC); Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
~ anada Pharmacovigilance /CA 

RE: Health Canada Follow-Up Clarification Request_2021SA057379 (Tolmar 
21 CA025579) 

Michelle 

In an effort to gather additional informat ion and answers to your questions below, Sanofi has actively sought follow-up 
information with the Healthcare professional involved in the care of this patient. 
To date, no additional information has been received by Sanofi relative to this report. Shall further information become 
available, Sanofi will ensure that this is submitted to Health Canada via the standard expediting reporting procedure. 

Thank you, 
Kind regards, 

www.sanofi.ca 

From: Seguin, Michelle (HC/SC) <michelle.seguin@canada.ca> On Behalf Of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
Sent: Frida , A ri l 9, 20214:17 PM 
To: sanofi.com>; Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
<hc.canada.vigilance.COVID19vaccine-vaccinC0VID19.sc@canada.ca> 
Cc: Canada Pharmacovigilance /CA <canada.pharmacovigilance@sanofi.com

sanofi.com > 
Subject: RE: Health Canada Follow-Up Clarification Request 

Good afternoon Catherine, 
Re: Health Canada Follow-Up Clarification Request 

As a result of internal Health Canada assessment process, the Canada Vigi lance Assessment Team has 
identified individual case safety reports (ICSRs) where clarification is needed. Please investigate, clarify and 
resubmit case informat ion for the following ICSRs that require clarification or have discrepancies which may 
impact case evaluation and/or signal detection: 

MAH Case Number Canada Vigilance 

Case Number 

1 

Clarification Requested 
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Safety report ID: 21CA025579 reported 000940311(1) 
to HC on behalf of Tolmar, Fort Collins, 

Specifically, our eva'luatdrs wish to1request 
the following information: 

USA concerning suspect drugs: 
ELIGARD (Sanofi-Aventis Canada Inc.) 
and co-suspect: "COVID-19 vaccine" 

(unspecified MAH) and stating the 
following in the case narrative: 

On 11112021, follow-up information was 
received by Sanofi (Mfr. no. 2021SA057379) 
from a consumer (daughter of the patient) 
via 
PSP LEUPROLIDE 
and ;_;;.as sent to Tolmar 01n.azo21 

FU Information was received by Sanofi (Mfr. 
no.: 2021 SA057379) from a consumer 
(patient's daughter in law) 
and was sent to Tolmar on 22 Mar 2021 

Received by Health Canada on: 
24/02/2021 

• Please provide any information 
regarding the time to onset after 
vaccination. 

• Please provide any information 
regarding clinical status before the 
vaccination. Specifically, any 
concomitant medications. 

• Please provide any information 
regarding more detailed information 
about the event of congestive heart 
failure, including any treatment. 

• Please provide any information 
regarding medical confirmation of the 
cause of death, and autopsy report. 

Please provide a response within 15 days upon receipt of this correspondence, April 9 th , 2021, in order to 
allow for sufficient time for case evaluation. Kindly send response to our generic Canada Vigilance COVID-19 
Vaccine account (hc.canada.vigi1ance.COVID19vaccine-vaccinCOVID19.sc@canada.ca ) w ith a cc to myself, 
Michelle Seguin: michelle.seguin@canada.ca . 

If you require further information within the scope of this request, please do not hesitate to contact me. 

Thank you in advance for your much appreciated collaboration. 

Sincerely, 

Michelle Seguin on behalf of: 

The Canada Vigilance Program 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Spcdaliste de l'i.n.fonnation sur Jes effcts indesirables 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Health Products and Food Branch I Direction gcncralc des p roduits de santc ct des aliments 
Heal th Canada I Sante Canada 
Jeanne Mance Building I Jmmeuble Jeanne Mance 8th tloor, Room/Piece 808D 
200 Eglantine Driveway, Pre Tunncy's Pasture 
Ottawa, Ontario K1A 01<9, A.L. l908C 
Telephone I Telephone (613) 793-5750 
Facsimile I Telecopieur (613) 937-0335 
rn.ichellc.seg:uin@canada.ca 
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I I I 
Celle communication ainsi que tout document joint aux presentes peut contenir des renseignements proteges paf des droits, contidentieJs-ou soustraits ii la 
divulgation en vertu de la loi. Si vous n'etes pas le destinataire prevu, veuillez prendre note que la revision, la divulgation, la distribution ou la reproduction de 
cette communication sont strictement interdites. Si vous avez reyu cette communication par erreur, veuillez immediatement en avertir l'expediteur par retour de ce 
cuurril:!I, 1:!l !::UJJprirnl:!r la curnrnunic::iliun di:! vulre urdi11::i!l:1ur. Pour rl:!lirer VU!:l cuurdomrtil:l!:l de rrulre li!::le d't1nvui tileclruniqul:I, d iyul:!r ici. 

This communication and any attachments hereto may contain information that is confidential, proprietary or not intended for disclosure. If you are not the intended 
recipient, please note that any review, dissemination, use or copying of th is communication is strictly prohibited. Anyone who receives this message in error 
should notify the sender immediately by return e-mail, and delete it from his or her computer. To unsubscribe from our electronic mailing list, click here. 
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ATIA -19(1) 

SUSPECTADVERSEREACTIONREPORT 

1. PATIENT INITIALS 
(first, last) 

l a. COUNTRY 

I. REACTION INFORMATION 

Year - CANADA 
2021 

~:e~~ S!t~~~1CQ~tsf[ki~t}~~c~Jd/~~it:dv!;~~~~1:?t ~~~!epara1ed by commas) 
Passed away due to congestive heart failure [Congestive heart failure] 

Passed away due to natural prostate cancer [Progression of prostate cancer] 

Difficulty breathing [Breathing difficult] 

Case Description: This solicited report from Canada w as received by Sanofi (Mfr. no. 

(Continued on Addit ional Information Page) 

II. SUSPECT DRUG(S) INFORMATION 
14. SUSPECT ORUG(S) (include generic name) 

#1 ) E ligard® (Leuprolide acetate) Subcutaneous injection, 22.5 mg {Lot# 11396A: 11395A; UNK} 

#2) E ligard® Unspecified Device (Leuprolide acetate) Subcutaneous (Continued on Additional Information Page) 

15. DAILY DOSE(S) 16. ROUTE($) OF AOMINISTRATION 
#1 ) 22.5 mg, q 3 month #1 ) Subcutaneous 
#2) #2) Unknown 

17. INDICATION(S) FOR USE 

#1 ) Prostate cancer (Prostate cancer) 
#2) Unknown 

18. THERAPY DATES(fromlto) 19. lliERAPY DURATION 

# 1 ) 24-NOV-2O2O I Unknown #1 ) Unknown 

#2) U nknown #2) Unknown 

Ill. CONCOMITANT DRUG(S) AND HISTORY 
22. CONCOMITANT DRUG(S)AND DATES OF ADMINISTRATION (exclude those used to lreat reaction) 

23. OTHER RELEVANT HISTORY. (e.g. diagnostics, allergies, pregnancy with last month of period, et,c.) 
From/To Dates Type of History / Notes Description 

Unknown to Ongoing Current Condition Prostate cancer (Prostate cancer) 

IV. MANUFACTURER INFORMATION -
24a. NAME AND ADDRESS OF MANUFACTURER 26. REMARKS 
Tolmar, Inc. 

PharmD 
, v , ~emre Ave 
Fort Collins, CO 80526 UNITED S TATES 

24b. MFR CONTROL NO. 25b. NAME AND ADDRESS OF REPORTER 

21CA025579 NAME AND ADDRESS WITHHELD. 

24c, DATE RECEIVED 24(1. REPORT SOURCE NAME A ND ADDRE SS WITHHELD. 
BY MANUFACTURER □STUDY □ LITERATURE 

NAME AND ADDRESS WITHHELD. 
23-APR-2021 

181 ~~~l1s10NAL 
181 OTHER: Study 

DATE OF THIS REPORT 25a, REPORT TYPE 

27-APR-2021 □INITIAL 181 FOLLOWUP: 2 

27-Apr-2021 21 :36 

8-12 CHECK ALL 
APPROPRIATE TO 
ADVERSE REACTION 

PATIENT DIED 181 Date: l ~FEB-2021 

INVOLVED OR □ PROLONGED INPATIENT 
HOSPITALISATION 

□ INVOLVED PERSISTENT 
OR SIGNIFICANT 
DISABILITY OR 
INCAPACITY 

□ LIFE 
THREATENING 

□ CONGENITAL 
ANOMALY 

□ OTHER 

20. DID REACTION 
ABATE AFTER STOPPING 
DRUG? 

O vEs O No 181NA 

21. DID REACTION 
REAPPEAR AFTER 
REINTRODUCTION? 

O vEs 0No 181NA 
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Page 2 of 3 
l I 

, Mfr. Control Number: 21,CA025579 
ADDITIONAL INFORMATION l • 

ATIA- 19(1) 

7+13. DESCRIBE REACTION(S) continued 

2021SA057379} on- 21 from a consumer (daughter of the patient) via PSP _LEUPROLIDE 
was sent to Tolmar on 2021 regarding a 95 year-old elderly male patient (Patient ID~ ho experienced difficulty 
breathing (Dyspnea) during Eligard (Leuprolide acetate) 22.5 mg therapy for prostate cancer. The needle component of the 
constituent device was not identified in the report. 

The patient's medical history was not reported. Current condition included prostate cancer. 

Concomitant medications were not provided. 

and 

The patient began receiving Eligard 22.5 mg, every 3 months, subcutaneously, since 11 Dec 2018 (Lot number and Expiration date 
not reported). The patient received his most recent dose of Eligard 22.5 mg, every 3 months, subcutaneously, on 24 Nov 2020 (Lot 
number and Expiration date carton: not reported; Lot number Syringe A: 11396A; Expiration date: Apr 2022; Lot number Syringe B: 
11395A; Expiration date: Mar2022). 

0 ~ 021 , the patient received his second Covid-19 vaccine. Since then. the patient had been placed on nasa~ with 
difficulty breathing. The reporter would call the oncologist before scheduling patient's next injection which was due o ..... 2021 . 
The action taken with the suspect product was dose not changed. De-challenge and re-challenge were not applicable. The outcome 
of the event was unknown. 

The reporter did not assess the seriousness and causality of the event regarding Eligard therapy. 

On - 2021, follow 
via PSP _LEUPROLIDE 
Updated action taken. 

ed by Sanofi (Mfr. no. 2021SA057379) from a consumer (daughter of the patient} 
nd was sent to Tolmar on- 2021 . Added event of passed away (Death}. 

0 021, 2 years. 2 months and 8 days after starting Eligard therapy. the patient passed away due to an unknown cause. The 
patient was 95 years-old at the time of his death. It was unknown if an autopsy was performed. The action taken with the suspect 
product, de-challenge and re-challenge were not applicable. The outcome of the event was fatal. 

The reporter assessed the event as serious (Death) and did not assess the causality of the event regarding Eligard therapy. 

No further information was provided. 

On 19 Mar 2021, follow-up information was received by Sanofi (Mfr. no.: 2021SA057379} from a consumer (patient's daughter in law) 
and was sent to Tolmar on 22 Mar 2021. Added new reporter (daughter in law) and cause of death. Updated verbatim and coding of 
the event from "Passed away (Death)" to "Passed away due to congestive hea.rt failt.ire (Congestive heart failwre)". Upon internal 
review. COVID-19 vaccine was added as co-suspect. This report no longer meets expedited reporting criteria therefore the case is 
been downgraded. 

Co-suspect product included COVID-19 vaccine for COVID-19 prophylaxis. 

On- 2021, 2 years, 2 months and 8 days after starting Eligard therapy, the patient passed away due to congestive heart failure. 
It was unknown if an autopsy was performed. Moreover, reporter was not able to provide which COVID vaccine the patient received. 
She was not aware if the patient's death was reported to Health Canada and gave consent for both her contact and doctor's contact 
information to be shared. The outcome of the event was fatal. 

The reporter assessed the event as serious (Death) and did not assess the causality of the event regarding Eligard therapy. 

On 23 Apr 2021 , follow up information was received by Sanofi (Mfr. No. : 2021 SA057379} and sent to Toi mar on 26 Apr 2021 . Added 
new healthcare professional (HCP) reporter, update medically confirm to yes, added new cause of death, added new event of 
"Passed away due to natural prostate cancer (Progression of prostate cancer)", updated causality, and updated narrative. 

The patient was under the care of a doctor in nursing home at the time of the breathing difficulty following the second dose of 
COVID-19 vaccine administration; therefore the reporting HCP did not know the onset date of the breathing difficulty. It was unknown 
if use of other medications or other pre-existing conditions/risk factors caused the breathing difficulty. The patient was not hospitalized 
prior to his death. The HCP mentioned the patient died due to natural p rostate cancer progression (conflicting information previously 
reported as congestive heart failure). It was unknown if an autopsy was performed. The patient did not know if investigational tests 
were performed confirming the congestive heart failure (previously reported as cause of the death). It was unknown if the cause of 
death was caused by the use of other medications. The action taken with the suspect product, de-challenge and re-challenge were 
not applicable. The outcome of the new event of passed away due to natural prostate cancer was fatal. 

The HCP assessed the new event of passed away due to natural prostate cancer as serious (Death) and assessed causality of 
difficulty breathing and death due to natural prostate cancer progression as not related to Eligard treatment. 

27-Apr-2021 21 :36 Page: 920 of/de 2, 140 
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Page 3 of 3 
ort A 

1 r r 1 1 'lt 
, 1 Mfr. Control Number: i21,C£025579 

ADDITIONAL INFORMATION 

7+13. DESCRIBE REACTION($) continued 

Evaluator Comment (Tolmar): This 95-year-old male patient passed away due to congestive heart failure and natural prostate cancer 
(Progression of prostate cancer) while on Eligard therapy for prostate cancer. Before his death, he also experienced dyspnea. 
COVID-19 vaccine is considered co-suspect. Tolmar assessed congestive heart failure and progression of prostate cancer as serious 
due to fatal outcome (death); dyspnea is assessed as non-serious (no patient jeopardy was reported). The causal role of Eligard 
(drug and device component) for the events is assessed as not related. Given the known pathology and risk factors for congestive 
heart failure and the drug's safety profile, a causal association between the event and Eligard is considered unlikely. The advanced 
age of the patient is a risk factor. The underlying prostate cancer (and its nature to progress) in this elderly patient can likely explain 
the event. Dyspnea occurred following the COVID-19 vaccine, indicative of a potential reaction to the vaccine. The likely concurrent 
congestive heart failure is another plausible explanation for dyspnea. 

14-19. SUSPECT DRUG(S) continued 

14. SUSPECT DRUG(S) (include genelic name) 

#1 ) Eligard® (Leuprolide acetate) 22.5 mg, q 3 month; 

Subcutaneous injection, 22.5 mg; Regimen #2 Subcutaneous 

#2 ) Eligard® Unspecified Device (Leuprolide ; Unknown 

acetate) Subcutaneous injection {Lot # 

11396A; 11395A; UNK}; Regimen #1 

#3) COVID-19 VACCINE (COVID-19 UNK; Unknown 

VACCINE); Regimen #1 

27-Apr-2021 21 :36 

17. INDICATION(S) FOR USE 

Prostate cancer (Prostate 

cancer) 

Unknown 

COVI D-19 prophylaxis 

(COVID-19 prophylaxis) 

11-DEC-2018 / 

Unknown; 

Unknown 

Unknown; 

Unknown 

Unknown; 

Unknown 
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nt 
I ATIA-19(1) I 
,__ __ ..,.,H"'C.....,-SC REC'D 20-AU-2021 

Date the problem 
was discovered • 

Reason for 
seriousness 

.th l'ent s 
ta the 
me tion o 
0 

2021 

A 86 year old female was brought to the 
via EMS with headache and neck tightness ra Ia Ing In o er s ou ers. e a recen y 
received her 2nd dose of Pfizer vaccination 1 day prior. She was downloaded to the waiting 
room (WR). She was found by a volunteer in the WR unresponsive with a GCS=3. The 
patient was intubated and a CT head demonstrated a subarachnoid hemorrhage. The patient 
was taking apixaban. The ED physician reviewed the case with neurosurgery, however, no 
intervention could be offered. The patient was extubated and made palliative (C2 goal of 
care). The Hospitali consulted for admission. The patient was admitted to the unit 
and assed awa o 2021. 
subarachnoid hemorr age 

died on 021 

chronic therapy 

--------------------------< 
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I ATIA - 19(1) I 
HC-SC REC'D 20-AU-2021 

i on, ff Heaft! 
was not restored 
to baseline at the 
time of the report 
then a swer N A, 

subst,anc 
the patie 
at the tim 
,adver 

N/A, died 

died 

Pfizer brand Covid-19 vaccine (received second dosage on 
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I ATIA-19(1) I 

HC-SC REC'D 20-AU-2021 

contact 

Phone number 

Email 

the o 
I ana um 'lt 

ur I 
I' anddcl 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B osss1113 (O) 

Canada Vigilance HC Latest Received Date: 
20220824 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220824 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZeneca- 2022A294046(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~-----~_.__----------"------------4 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabling/lncapacltatlng? 

Yes 

No 

2022.0822 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220822 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2022A294046 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

HEIILtH CANADA 
MC Canada 
AER Number 
AZPROD0D0O 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN Female 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E2B -05453849 

202200538891 
CA-AstraZeneca•2022A294046 

Reason for nullification (A.1.13.1) 

Onset Age 

69 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) Rep1>rted cau$e($) (B.1.9.2.b) 

26 . 0 Chol e l ithias is 

MedDRA version for cause (B.1 .9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Crohn "a disease 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Death 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.SML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 
l;ountry arug ot>tamea (t!.4.K . .!.3) t!atcnI1ot no. \ts.4.K.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Aclion(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.tb) 

Method of assessment (B.4.k.18.3) Result (B.4:k.18.4) 
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lcanada Vigilance AER#: I E2B 05857713 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

country arug 01>taInea (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

520 Milligram 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intravenous (not otherwise spedfied) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Crohn's disease 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (8.4.k.1&.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

CHOLELITHIASIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Cholelithiasis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cholelithiasis 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

CROHN I s DISEASE 

(B,2.1.0 ) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event Med ORA term(LL T) (B.2.1.1 .b) 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.i.3) 

Crohn 1 s disease 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Crohn 1 s disease 

Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

DEATH 

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.1.3) 

Death 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Death 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

!Fatal 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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Case narrative {B.5.1) 

.; ;;pontaneous report has been rece i ved from a consw11er via regulator y atjthority i n Canada (HEALTH CANAD.A), 
concerning a female patient of unknown ethnic origin (age 69 years) . 

No medical history was repo=ted and no concomitant products were reported . 

On an unknown date , the patient received Covid-19 Vaccine {covid-19 vaccine nrvv ad (chadoxl ncov-19)) total , v1a 
intramuscular route, for covid- 19 immunisation . 

On an tmkno wn date, the patient started treQitment with Stelara {ustekint.Jmab} 520 mg , intravenous (not otherwise 
specified} , for crohn ' s disease . 

On an unknown date , the patient experienced cholelithiasis (preferred term : Choleli thiasis} , c r ohn ' s cli sease 
(preferred term : Crohn 's diseas~) , died (preferred term: Death) 

It was unknor.,m if any action was taken with Covid- 19 Vaccine and Steldra . 

On an unspecifi ed date, the patient died . 

It was not known whether an ~utopsy we1:, performed . The. caustt ot death wad cholel ithiasis, cJ.oh11' s dls~t1se ,\nd 
cte~th . 

The r eporte r assessed t he ovents of cholelithiasis, crohn ' s diseaso and death to be serious due to s e r iou sness 
criteria death and important medi cal event . 

For regulatory reporting purposes , if an event is spontaneously reported, at least a reasonable possibility of a 
causal relationshi p is Jmplied by the reporter, even if the relationship is unkno••n or unstated. CAUSE OF DEATH: 
CHOLELITHI ASIS CAUSE: or DEA!'H , CROHN ' S DISEASE CAUSE 0~ DEATH , Dl!.A'rH 

The Astr a - Zeneca C0VID- 19 Vaccine is an AstraZeneca Canada Inc . product author ized under the I nterim Order . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis {B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Fatal event:s of Death , Crohn ' s disease and Cholelithiasis are not listed in the company core data sheet of 
AZD1222 . Vacc inee age of 69 years cou l d be a r isk factor for the event Cholelithiasis, The c ause of death is 
r eported as cholelithiasis , crohn ' s disease and death . Vaccinee ' s past and cur rent medical h i story o f Crohn ' s 
d isease could be consider ed as risk factor for the 8Vent Crohn's disease . Due to limited informat i o n on 
circumstances l eading to the events , c linical course , other risk factors , Autopsy details , detailed diagnostic 
and etiologic wo r kup (comp lete blood count , autoimmune wo~k up , i nfectious work up , i maging s tudies) , the 
e valuation did no t find evidence t o suggest a causal relationship between the fatal events and AZD1222. 

Unit (B.3.1e) Normal low range {B.3.1.1) 

Results of tests and procedures (8.3.2) 

- - -

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name {B.1.7.1a.21 

26 . 0 Choleli thiasis 

Start date {B.1.7.1c) Cont inuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name {B.1.7.1a.2) 

26.0 Crohn ' s disease 

Start date {B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedORA veJsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Death 

Nonna! high range 

I End date {B.1.7.11) 

IEnd date {B.1 .7.11) 

(B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05857713 (0) 

Start date (B.1.7.1c) I Continuing (B.1.7.1d) IEnd date (B.1 .7.1f) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.Se) 

Indication MedDRA version (B.1 .81.11 Indication (B.1 .8f.2) 

Reaction MedDRA version (B.1.ag.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.1.1dJ End date (8.1.10.1.11) 

Comments (B.1.10.7.1g) 

Relevant medical history I Concu rrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8c) Drug end date (8.1.10.Se) 

MedDRA version for Indication (8 .1.10.81.1) Indication (B.1.10.Sf.2) 

MedDRA ve.rsion for reaction (B.1 .10.8g.1) Reactions (B.1.10.8g.2) 

I Page~6 

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRI VACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

HEALTH CANADA 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 
Confidentia l 

Reporter department (A.2.Ub) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/other no n he~ lth pro f e ssional 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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lcanada Vigilance AER#: le2B 05867983 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 632618 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20220829 
CCYYMMDD 

20220829 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7} Disabling/Incapacitating? No 

2022.0823 
CCYYMMDD 

Additional <locumellts? (A.1.8.1) 

Yes 

20220823 
CCYY!1.'1DD 

List of documents held by sender (A.1.8.2) 

~2b Differences Repoit 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC.-MOD-2022•632618 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

irrns 
QMODER!lllP 

Duplfcate (0) / Link (L) Report n.umber(s) (A.1.12) 

(2) , (2) , (2 ) 

Report riull ifieation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY Mal e 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- itms- Ml>Cl\22- 0l 779 
CA- MOOERNATX, lNC.-MOD- 2022- 632618 

Reason fot nullification (A.1.13.1) 

Onset Age (B.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 05867983 (0) I Page*3 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 
1,;ountry arug ootamea (1:1.4.K..<!.;,I 1:1atcn11ot no. \1:1.4.11.31 

Canada 

Holder and authorizatlon/appllcaUon no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k .16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Non-Health care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

Non-Health care professional 

Route of administration (B.4.k.8) Parent route of admin (8.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pain in limb 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k. 18.1b) 

Pain in limb 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4,k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Related 

---
Result (B.4.k.18.4) 

Not P rovided 
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Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HE ENDED UP DYING FROM THE COVID-19 SHOT 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

HAD PAIN IN ARM WHICH WENT TO HIS LEGS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event Med0RA term(LL T) (B.2.1.1 .b) 

.?ain in limb 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

?ain in extremity 

Start Date IB.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This spontaneous case was reported by a consumer and describes the occurrence of DEATH (he ended up dying from the 
COVID-19 shot) in a male patient of an unknown age who received mRNA-1273 (Mod@rna CoviD-19 Vaccine) Ior COVID-19 
prophylaxis . The occurrence cf additional non-3erious events is detailed below. 

No Medical History information was reported, 

On an unknown date , the patient received dose of rnRNA-1273 (Moderna Covi0-19 Vaccine} (unknown route) 1 dosage 
form . on an unknown date, the patient experienced DEATH (he ended up dying from the COVID-19 shot ) (seriousness 
criteria death and niedicaJly significant) and E'Ai'N IN EXTREMITY (Had pai n in arm which i,..•e nt Lo hi .s legs). The 
patient died on an unknown date . T he cause of death was not reported. It is unknown if an autopsy was performed . 
At the time of death, PAIN na EXTREMITY (Had pain in arm which went to his legs) outcome was unknown . 

No concomitant medi cations wete reported. 
lt was reported that patient was not: sure if it was due to the Mo derna vaccine . 

No treat ment m~dicatioos were r eported. 

Company comment : This spontaneous case concerns a unspecified age male patient , with no medical history , who 
experienced unexpected fatal serious (medically significant) event of death (reported as he ended up dying from 
the COVID- 19 shot) , which occurred unspeclf i ed days atter a dose (dose number not specified) of mRNA- 1273 vaccine. 
The patient died on an unknown date . The cause of death was not. reported . 1.t is unknown if an aut.opsy was 
performed. At the time of death, PAIN IN EXTREMITY (Had pain in arm which went to his legs) outcome was unknown . 

!he benefit cisk relation ship ot mRNA-1273 is not atfecteci by this ceport . 

This case was linked to Cll-MODERNATX, INC . - MOD-2022- 632612, CA-MODERNATX, INC.-MOD-2022-632626, CA- MODERNATX, 
INC.-MOD-2022-632628 IE2B Linked Report) . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

(B.5.3a) 
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Canada Vigilance AER#: E28_05867983 (0) 
This spontaneous case concerns a unspecified age male patient, with no medical history, who experienced 
unexpected fatal serious {medically significant) event of death (reported as he ended up dying from the COVID-19 
shot), ••hich occurred unspecl fied days after a dose (dose nurnbe< not specified) of mRNl\- 1273 vacci ne. rhe patient 
died on an unknown date . The cause of death was not reported . It is unknown if an autopsy was performed. At the 
time of death , PAIN IN EXTREMITY {Had pain in arm which went to his l~gs ) outcome was unknown . The benefit r isk 
relationship of mRNA-1273 is not affecte d by this ~eport . 

Unit (B.3.1e) Normal low range (8.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

---- - - - - --
Past drug therapy (B.1.8) 
Drug name 1B.1.8a) 

Start date IB.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B., .81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction 1s.1.sg.2J 

Start date (B.1.1O.7.1c) Continuin9 (B.1.1O.7.1dl End date (B.1.1O.7.11) 

Comments 10 .1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.1O.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.1O.Sa) 

Drug start date (B.1.1O.Sc) Drug end date (B.1.1O.Se) 

MedDRA version for Indication (B.1.1O.81.1) Indication (B.1.1O.81.2) 

Med ORA version for reaction (B.1 .1O.Sg,1) Reactions (B.1.1O.Sg.2) 

I 
I -
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

BC 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2.1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 05867983 (0) 
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lcanada Vigilance AER#: le2B 05877576 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 63583611) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20220831 
CCYYMMDD 

20220831 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2022.0826 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

Yes 

20220826 
CCYYMl1DD 

List of documents held by send!er (A.1.8.2) 

~2b Differences Report 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CJ\~MODERNATX, INC.-MOD-2022-635836 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

irms 
QMODERllllP 

Duplfcate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report riullifieation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANJIDA CORPORATION 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

C!\- i r1110- Mt>CA22- 01808 
CA- MODERNI\TX, !NC. -MOD- 2022- 635836 

Reason fot nullification (A.1.13.1) 

Onset Age (B.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

i Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA verslon (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVID-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with dru9 (B.4.k.16) Did reaction recur on readministratl-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedORA version {B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Related 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: le2B 05877576 (0) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Hearing loss 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Hearing loss 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Loss of vision 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

MAH Global lntrospeclion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Loss of vision 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

Do ument R 
Inf A 
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Related 

Result (8.4.k, fS.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

BIS BODY SHUT DOWN/THEY PUT HIM IN A COMA, AND THEN HE DIED 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

(B.2.I.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Reaction/event as reported by primary source 

HE LOST HIS HEARING 

(B,2.1.0) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.I.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Hearing loss 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Deafnes s 

Start Date (B.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

RE RECEIVED THE VACCINE, AND THEN HE LOST HIS SIGHT . 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.I.2.a) 

Term hlghtlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Loss of vision 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Bli ndnes s 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

Unknown 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

This spontaneous case was rep orted by a patient. farnily rnembe.r or friend and describes the occurrence of DEATH this 
body shut dOY.'0/They put him in a coma, and then he died), D£At'NESS (he lost his hearing) and BL1NDN£SS {he 
received the vaccine, and then he lost his sight . } in a male patient of an unknown age who received rr.RNA- 1273 
(Spikevaxl for COVID-19 prophylaxis. 

Concurrent medical conditions included Blood pressure (He had blood pressure problerns} 1 Diabetes, Coma {gave it to 
him when he was in a coma . Ended up dying in the coma) and Broken leg (he went in with a broken leg . and he 
received the vaccine) . 

On an unknown date , the patient received dose of mRNA-1273 (Spikevax) (unknown route> l dosage form. On an unknown 
date~ the patient experienced DEATH (his body shut down/They put him in a coma , and then he died) (seriousness 
criterion cteath), DEAFNESS (he lost his hearing) (seriousness criterion medically significant ) and BLINDNESS (he 
received the vaccine , and then he losL his oight . l (seriousness criterion medscally significant). l'he patient died 
on an unkno•,m date . 'rhe cause of death was not reported . lt is unknown if an autopsy was performed . At the time of 
death, OEAE<'NESS (he lost his hearing} -;:1nd BLINDNESS (he received t.he vaccine , -;:1nd then he lost his sight.) outcome 
was unknown. 

Concomitant medications were not reported . 
No treatment information was provided by the reporter. 

As per the reporter, patient never wanted to take the vaccine but it was administered in the hospital when 
patient i,as in coma . Patient said repotter that he wou l d never take the vaccine. 

It was reported that patient received vaccine and then he lost his sight and then 3 weeks later patient lost his 
hearing and his body shut down . Patient was put in coma and patient died . 

As per the reporter patient blamed it on the vaccine. 

Company ccrnrnen t: 
This is a spontaneous case concerning ei male patient of \mknown age with relevant. concurrent medical conditions of 

blood pressure problems, diabetes , and broken leg . The patient has no reported vaccination history . The patient 
experienced the unexpect.ed s e rious fatal event of death , and the unexpected serious (medically significant) events 
of deafness and blindness. The events exact occurrence was unknown but stated that the events occurred after the 
unknown dose number of mRNA-1273 vaccine administration . Allegedly the events were described as , on unknown date 
the patient went in with a broken leg . On unknown date, the patient was in coma when he received the unknown dose 
number of mRNA- 1273 vaccine . On unknown date, after receiving the unknown dose number of mRNA- 1273 vaccine , the 
patient lost his sight and then thLee weeks later, the patient lost his hearing and his body shut down . It was 
reported that the patient •Nas put to coma and then he died . No further cli r11cal information i,.,•as available for 
medical review . lt is unknown if ;lUtopsy was performed. The cause of death was not reported . The concurrent 
medical conditions of blood pressure problems, diabetes and broken leg remain confounders for the event death . The 
benefit-risk relationship of mRNA-1273 vaccine is not affected by t.his repor:t. . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

This is a spontaneous case concerning a male patient. of unknown age with relevant: concu?'rent medical conditions 
of blood pressur~ problems, diabetes , and broken leg . The patient has no reported vaccination history . The 
patient experienced the unexpected serious fatal event of death, and the unexpected serious (medically 
s ignificant:) events of deafness and blindness . The events exact occurrence was unknown but stated that the events 
occurred after the unknown dose number of rnRNA-1273 vacc.1ne administration . Allegedly the events were described 
as , on unknown date the patient went in with a broken leg . On unknown date, the patient was in coma when he 
:received the unknown dose number of m.RNA- 1273 vaccine . on unknown date, after receiving the unknown dose number 
of mRNA- 1273 vaccine, the patient lo.st his sight and then three weeks late!:', the patient lost his heaxing and his 
body shut down. It was reported that the patient was put t.o coma and then he d ied . No further clinical 
information wass available for medical review. It is unknown i f autopsy was performed. The cause of dea th was not 
reported. The concurrent medical conditions of blood pressure problems, diabetes and broken leg remain 
confounders for the event death. The benefit-risk relationship of mRNA-1273 vaccine is not affected by this 
report. 

Unit (B.3.1e) Normal low range (B.3.1.11 Nonnal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests aiid pfocedures (B.3.2) 

Patient Medical History (B.1.7) 
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Canada Vigilance AER#: IE2B 05877576 (0) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Blood pressure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (8,1 .7.1g) 

He had blood pressure problems 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Diabet e s 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.11.2) 

26 . 0 Coma 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

gave it to him whon he was in a coma . Endod up dying in th@ coma 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 e..roken .:.eg 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7,1g) 

he went in with a broken leg . and he received the vaccine 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

··- - - -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .sg.2) 

Weight (Kg) (8.1.10.4) Height (cm) (B.1.10.5) Sex (8.1.10.6) 

I 

(B.1.7.11) 

(B.1.7.1f) 

(B.1.7.11) 

(B.1 .7.11) 

(B.1 .7.11) 

Page~6 

I 
I 
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Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.Bf.1) Indication (B.1.10.a1.21 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2a) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.7.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2•) 

Reporter postcode (A.2.1.21) (A.2.1.3 ) 

(A.2.1.1dl 

!

Reporter country 

Canada 

!Qualification (A.2.1.4) 

lconsurne r / other non health pro fes3iona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) I Middle name 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.ld) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 05887823 (O) 

Canada Vigilance HC Latest Received Date: 
20220905 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220905 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2022A307l89fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------------=-----'---'----'-'----"---------------1 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospita lization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220902 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220902 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca- 2022A307189 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Dupllcate Source(s) (A.1.11.1) 

MC Canada 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

m 
Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - AS'rRAZENECA 

PRIVACY 

Date of birth (B.1.2.1) 

1947-
CCYYMMDD 

Male 

Age group (B.1.2.J) 

Centimeter-

Gestation Period (B.1.2.2.11 LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1 .1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- AstraZeneca-2022A307189 

Reason for nuii1fication (A.1.13.1) 

74 . 8 Kilog r am 

Onset Age (B.1.2.2) 

(B.1.1 .1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Act ive Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

MT0055 

Holder and authorization/application no. of drug (B.4.k.4) 

Aulhorizatio n/Application no.: 0251084 7 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

.. ---- --- -
Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

20210423 
CCYYMMDO 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 
-- - ---· - -- --MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date {B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

2ND STROKE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(LL T) 

Stroke 

Reaction/event MedDRA term (PT) 

Cerebrovascular accident 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

A spontaneous report has been received from a con::;umer, concerning a male patient of Caucasian ethnic origin born 
in 1947 (height 66 in, weight 165 lb) . 

No medical history was reported and no concomitant product s were reporced . 

On 23-Apr- 2021, the patient received Astra~eneca Covid-19 vaccine Vial Contains 10 Doses Of 0 . 5ml (covid-19 
vaccine n1·vv ad (chado::.d ncov- 19) ) (batch number MT0055) , vi.a i ntramuscular rout-e , foe. an unknown i ndication: . 

On an unknm,Jn date, the patient experienced 2nd stroke (preferred term: Cerebrovascular accident.) . 

Action taken with Astrazeneca Covid-19 Vaccine was not applicable . 

The patient died from the event of 2nd stroke on an unspecified date . 

It was not known whetl1er an autopsy •,1as performed. 'fhe cause of death ,,as 2nd stroke. 

The reporter assessed the. ov@nt of 2nd stroke t.o be serious due to seriousness criterion d@at.l1 and irr.portant 
medical event .CAUSE OF DEATH : 2ND STROKE 
The Astra-Zeneca C0VID-19 Vaccine is an AstraZeneca Canada Inc. product authorized under the Interim Order . 

Reporter's comments (8.S.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

Fatal event: of Cerebrovascul,,1r accident (reported as 2ND STROKE) is not listed in the. company core data sheet of 
AZD1222 .The vaccineie. died frcm the event of 2nd st.rake on a n unspecified date . It w.as not known whether an 
autopsy was performed. The cause of cleath was reported as 2nd stroke . Advanced age could be considered as 
confounding f act.or for the event. D1.1e to 1 imited information on baseline health condition before vaccination, 
relevant family history , concurrent conditions and concomitant medications , risk factors (atherosclerosis , 
cac1iovasculat disordet , smo~lng, high cholesterol levels), circv.:rnstances sucrounding the event, clinical course 
of the event , t.reat.ment given , detailed diagoost..i.c and etiologic -..1orkup (complete blood analysis i ncl1.Jding 
infectious workup , neurological examine1tion , c0:agulation profile, cardiac profile, imaging studies of heart and 
brain) , aucopsy report if any with a confirmed diagnosis and date of d~at.h, the evaluation did not find evidence 
to suggest aa causal relationship between t.he fat.al event a nd AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1J Episode name (B.1.7.1a.2) 

26 . 0 Stroke - ----------1 
Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 05887823 (0) 
Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1s.1.8c) End date 1s.1.80) 

Indication MedORA version (B.1.8f.1) Indication (B.1.81.2) 

Reaction MedORA version 1e.1.ag.1) Reaction 1s.1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions tex:t (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8cl Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.8g.2) 

I 

End date (B.1.10.1.11) 

Page*4 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRIVACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

PR! VACY 

(A.2.1.2b) 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 
Confidential 

Reporter department (A.2.Ub) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/other no n he~lth professional 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
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ATIA - 19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 
Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2022A308826(l 

Primary source country (A.1.1) 

Canada 

Type of report 

epontaneoua 

le2B osa91219 (O) 

HC Latest Received Date: 
20220906 
CCYYMMDD 

HC Initial Received Date: 20220906 
CCHMMDO 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Rosults In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220905 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220905 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca- 2022A308826 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Heallh car.ada 
MC Canada 
AER Number 
AZPRODOOO() 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

N"o 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN Female 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

e:w 05482328 

2022Al 5~ 136 
CA ... Ast raZeneca-2022A:10882£ 

Reason for nullification (A.1.13.1) 

Onset Age 

69 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) Rep1>rted cau$e($) (B.1.9.2.b) 

26 . 0 Chol elithiasis 

MedDRA ver sion for cause (B.1 .9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Crohn "a disease 

MedDRA ver sion for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Death 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.SML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 
l;ountry arug ot>tamea (t!.4.K . .!.3) t!atcnI1ot no. \ts.4.K.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Aclion(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI D-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.tb) 

Method of assessment (B.4.k.18.3) Result (B.4:k.18.4) 
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lcanada Vigilance AER#: le2s osa91219 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect STELARA 

Active Substance names (B.4.k.2.2) 

ustekinumab 

country arug 01>taInea (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Crohns disease aggravated 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 
---

Additional info (B.4.k.19) 

Drug Recurrence (B,4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

CHOLELITHIASIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Cholelithiasis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cholelithiasis 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

CROHN I s DISEASE 

(B,2.1.0 ) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event Med ORA term(LL T) (B.2.1.1 .b) 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.i.3) 

Crohn 1 s disease 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Crohn 1 s disease 

Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

DEATH 

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.1.3) 

Death 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Death 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

!Fatal 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

A spontaneous report has been rece i ved from Phar maci st v i a the r egulatory authori ty in Canada concerni ng a female 
p,3.tient of Unknown ethnic o:::igin {age 69 years} . 

No medical history was reported and No concomitant produces were reported . 

On an unknown date , The patient received Vaxzevria Vial Contains 10 Doses Of 0 . 5ml {covid-19 vaccine nrvv ad 
(chadoxl ncov- 19) ), via intramuscular route , for covid- 19 prophylaxis. 

On tln unknown date, The patient started treatment with Stelara (ustekinum;3;b} Dose Unknown for crohn ' s disease. 

On a n unknown date , the patient ~xperienccd cholelithiasis {preferred term: Cholelithiasis} , crohn ' s disease 
(preferred term : Crohn ' s disease) , Death (prefen:ed term: Death) . 

It wao unknown if any action was taken with VaKzevria Vial Contains 10 Dooeo Of 0. 5ml and Stel ara . 

The patient. died (MedDRA ?T : Death) on an unspecified date . 

I t was not known whether a n autopDy was perfotmed . The couse o t death was cholel ith i asis , crohn ' a d i s o aee and 
cteot h. 

Reporter assessed the events cholelithiasis, crohn I s disease and death as serious due to seriousness c r iteria of 
death and important medical event . 

For regulatory reporc1ng purposes , if an event is spont.aneously reported , at least a reasonable possibility of a 
causal relationship is implied by the reporter, even if the relationship is unknown o r unstated . 
CAUSE OF DEATH , CHOLELITHIASIS CAUSE OF DEATH, CROHN' S DISEASE CAUSE OF DEATH : DEATH CHOL!'.LlTHL~SIS - MEDTCAL 
CONFIRM11TION B Y HE11LTH PRN'ESSIONAL: Yes CROHN' $ DISEASE - MEDICAL CONFIRMATION BY HE'.ALTH l'ROFeSSfONAL: Yes DE.ATH 

- MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes 

The Astra-Zcneca COVID-19 Vaccine is an AstraZeneca Canada Inc. product authorized under the I nterim Order . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis Ie.5.3bJ 

Sender's comments (B.5.41 

Fat.al events of Cholelithiasis, Crohn 1 s dise as€! and De ath are not liste d in the company core data sheet of 
AZD1222 . The vacci ne d i ed on an unspecified date . It was not known i.-•hether an autopsy was per formed . 'l'he cause of 
death was r e ported as cholelithiasis, crohn ' s disease and death . Elderly age and the vaccinees relevant medical 
history of crohn' s disease could be considered as contributory risk factors for the event. Due t.o limited 
infor mation on baseline health condition betore vaccination, relevant family history , concomitant medications , 
date of vaccine administr ation, onset date of the events , details and circumstances surrounding the events , 
clinical course of the events , treatment given, risk factors , treatment provided, detailed etiologic and 
diagnostic workup {complete blood tests with infectious profile, liver profile , colonoscopy and imaging of 
abdomen), autopsy ~epor t if any with a confirmed d i agnosi s and date of death, the evaluation d id not f i nd 
evidence to suggest a caausa.l relationship between the fatal even ts and AZD1222 . 

Unit (B.3.1eJ Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Choleljthiasis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments 1B.1.7.1g) 

MedORA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cr ohn ' s disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

(B.3.1 .2) More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 05891219 (0) 

MedDRA version (B.1 .7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Deat h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA vers ion 1s.1.s1.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1 .8g.2) 

Start date (B.1.10.7.1cJ Continuing (B.1.10.7.1dJ End date (8 .1.10.7.11) 

Comments (8.1.10.7.1g) 

Relevant medical history / Concu rrent conditions text (8.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.Bf.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

I Page~6 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRIVACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

Health Ca na(Ja 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

Qualification (A.2.U) 

Phys i cian 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
UNKNOWN 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Pharmacist 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) State (A.3.1.4c) 

Postcode 1A.3.1.4d) Country code 1A.3.1.4e) 

Tel No. (A.3.1.41) Fax no. (A.3.1.4i) 

Email Address (A.3.1.41) 

(A.2.1.1d) 

(A.2.1.1d) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 202201166063 /l) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

Stu<.ly 

le2B 05929031 (0) 

HC Latest Received Date: 
20220916 
CCYYMMDD 

HC Initial Received Date: 20220916 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20220915 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220915 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202201166063 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

lleal lh car.acta 
Unknown MAH 
PFIZER!NC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

E:21!_05587761 
20220425043 
CA-PFIZER I NC-202201166063 

Reason for nullification (A.1.13.1) 

Onset Age 

90 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s os929031 (O) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COMIRNATY 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (8.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (8.4.k.7) Route of admin istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B,4.k.11a) Indication (B.4.k.11 b) 

26,0 COVIO-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL-COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Arterial occlusive disease 

Method of assessment (S.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

COVID-19 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Drug ineffective 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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lcanada Vigilance AER#: le2s os929031 (O) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SIMPONI 

Active Substance names (B.4.k.2.2) 

golimumab 

country arug 01>ta1nea (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

50 Milligram, 1 every 1 (Months) 

Dosage text (B.4.k.6) 

50 mg, monthly 

Pharmaceutical form {B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Ankylosing spondylilis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

946 Days 

Aclion(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

... , 
Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction asse!;sed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os929031 (O) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AMLODIPINE 

Active Substance names (B.4.k.2.2) 

amlodipine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

5 Milligram, 1 every 1 (Days) 

Dosage text (8.4.k.6) 

5 mg, 1x/day 

Pharmaceutical form (B,4.k, 7) Route of administration (B.4.k.8) Parent route of ad min (B.4,k.9) 

Tablet Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4,k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k .. 18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

ARTERIAL OCCLUSIVE DISEASE 

(B.2.1.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Arterial occlusive disease 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Arterial occl usive disease 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

COVID-19 

(B,2.1.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

COVID-19 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

CO\IID- 19 

Term hightlighted by the reporter? (B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Duration (e.2,;,5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 
COVID-19 

(8.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Drug ineffective 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Drug ineffective 

Term hlghllighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Reaction first time (B.2.i.7.1) (8.2.i.8) 

Case narrative (B.5.1) 

NON-INTERVENTIONAL POST-MARKETING STUDY - PROTOCOL TITLE NOT AVAILABLE 

This is~ non- interventional study report received from a contactable reporter(sl (Other HCP) from Regulatory 
Authority . Regulatory number : E2B_05587761 (Health Canadtl ). 

A 90-year-old male patient received BNT162b2 (COMIRNATY} , as dose number unknown , single (Ba tch/Lot number: 
unknown) for covid-19 immunisation; golimumab ( SIMl?ONI) , (Batch/Lot number : unknown: ) for 946 days at 50 mg 
monthly, subcutaneous for ankylosing spondylitis . The patient's relevant medical hi$tory was not reported. 
Concomitant. medication (s) included: ANLODJPINt unknown: ANT,ODIPINt unknown . 
The following information was reported: ARTERlAC. OCCLUSIVE DISEASE (death , hospit.ali2ation) , outcome " fatal 11

; 

COVID- 19 (death , hospitalization), DRUG INEFFECTIVE (death, hospitalization) , ouccorne " fatal" and all described as 
" COVIO-l9" . The action taken for golimumab was unknown . The date and cause of death for the patient were unknown . 
It was not reported if an aucopsy was performed . 

Th@ reporter ' s assessment of the causal :relationship of "arterial occlusive disease~• and " covid- 19" with the 
suspect product (s ) BNT162b2 was not provided at the t i me of this report . Si nce no determination has been recei ved , 
the case is managed based on the company causality assessmen t . 

No follow- up attempts are possible; inforn\ation about lot/batch number cannot be obtained . No further inforioation 
is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 1B,5.3a) 
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Canada Vigilance AER#: E28_05929037 (0) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

As there is limited information in the case provided, the causal assoc iation be- tween the event. and the suspect 
dru g cannoc be excluded . 
The irr.pact of this report on the benefit- risk profile of the Pfizer product and on the conduct of the study is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and ana lysis of aggregate data 
for adverse events . Any safety concern identified as part of this revie•,.i , as wel l as any appropriate action in 
response, will be pro11iptly notified to regulatory authorities , Ethics committees , and Investigators , as 
appx;opriate . 

Unit (B.3.1eJ Normal low range (8.3.1.1) Normal high range (B.3.1 .2) More Info (B.3.1.3) 

Results of t ests and procedures {B.3.2) 

. . . 

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26. 0 Unknown cause of deach 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1.Sc) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B .1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Pagen 

. 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

lather health professiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Other st.udi es 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 05932186 (O) 

Canada Vigilance HC Latest Received Date: 
20220920 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20220920 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20220116 6637 (l) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~--'-----...>.-'.-'------'~-~-----~---1 

Type of report 

eponluncou:s 

Serlo\Js? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

20 22091 5 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220915 
CCYYl<!.'lDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory· authority•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER I!IC-20220116 6 637 

Other case identifiers in previous iransmlssion? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAE:F'ISS 
PFIZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Dlfplicate Case Identifiers (A.1.11.2) 

V2208236 
CA- PFIZER I NC- 20 220116 66J7 

Reason for nullification (A.1.13.1} 

Onset Age 

35 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada EW0221 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1. SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202-
CCYYMMDO 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (BA.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (8.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date (B.4.k.14) 

202 _ _ 
CC D 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k .. 18.1b) 

Cardiac discornfort 

Method of assl!ssment (B.4.k.18.3) I Result (B.4.k:.18.4) 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 05932186 (0) I 
PHARMACEUTICAL COMPANY Global Introspection N/A 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cardiac discomfort 

Source of assessment (B.4,k,1S,2) Method of assessment (B,4,k, 18,3) Result (FM,k,18,4) 

PRIMARY SOURCE REPORTER Global Introspection N/A 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Myopericarditis 

Source of assessment (B.4.k.18 .2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Myoperlcardltls 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source 
MYOPERICARDITIS 

(B.2.i.O) Current reaction 

MedORA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedORA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Myopericardit.is 

(8.2.i.2.a) Reaction/event MedORA term (PT) 

Myopericarditis 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date IB.2.i.4) End Date (B.2.i.5) 

NIA 

Duration 

Reaction first t ime (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (8.2.i.81 

Fatal 

Reaction/event as reported by primary source 

CARDIAC DISCOMFORT 

(B.2.1.0) Current reaction 

MedORA veri;ion for 
reaction/event term LL T 

26 . 0 

MedORA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) 

cardJac discomfort 

(B.2.1.2.a) Reaction/event MedDRA term (PT) 

Cardiac discom:ort 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8,2.1.4) End Date (8.2.1.5) 

Reaction first t ime (B.2.1.7.1) 

Case narrative (B.S.1) 

Durat ion 

(B.2.1.8) 

(B.2.i.6) 

(8.2.1.6) 

This is a spontaneous report. received from a contactable reporter {s ) (Consumer or other non HCP) from Regulatory 
Authority . Regulatory number : V2208236 (CAEFISS ) . 

A 35-year-old male patient received BNT162b2 (COMIRNATY} , on - 021 as dose 1 , single (Lot number: EW0221 ) for 
covid- 19 immunisation. The patient 1 s relevant medical histocy and concomitant medications were not reported . 
The following information '••S reported : MYOPERICARDITIS (death ) , ouLcome " fatal "; CARDIAC DISCOMFOR'l' (death ) , 1440 
min after t.he suspect product {s) administratior.1 outcome "fatal " . The patient date of death i,,,•as - 2022 . 
Reported cause of death : "Cardiac discomfort", 1'Myopericarditis" . lt was not repoxted if an autopsy was performed . 

Clinic.al course : Level of cac-e obtained: None, MedDRA LLT Terms ( Diagnosis) : (1} Cardiac discomfort . 
McdDRA LLT Te:rms (Medical Case Review): Myopericard itis . 

No follow-up attempts are possible . No further information is expected. 

Reporter's comments (B.S.2) 

MedDRA version for sender's diagnosis (B.S.3a) 

Page*3 
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Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~ E_2_B~ __ O_S9_3_2_1_8_6~ (0~)~ ---------------~-----Page*4 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1<>) Normal low range {B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1o.2) 

26 . 0 Cardiac dlscomto1t 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Myoperica cdi tis -
J::e 

Start date (B.1.7.1c) Continuing (B.1.7.1d) (B.1 .7.11) 

- -- -
Comments (8 ,1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- - - ---- ~ . -
Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .s1.21 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Start date (B.1 .10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

(B.3.1.3) 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-

Page: 975 of/de 2, 140 
A2023000085 



Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 05932303 (2) 

Canada Vigilance HC Latest Received Date: 
20221124 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 202201166442 {JI 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------~-~----'-.-J....._.. ____ ~-"----------j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? 

Yes 

No 

20220915 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20221121 
CCYYMHDD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202201166442 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

GlaxoSmithKline 
Health Caniada 
GlaxoSmithKline 
PFIZERINC 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(1) E2B_OE>499967 

Report nullification? (A.1.13) 

N'o 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth {8.1.2.1) 

Gestation Period (8.1 .2.2.1) 

GP medical record 
(8.1.1.1a) 

no. 

Male 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically Important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA- GLJ\XOSH!TAKL,NE-CA2022034800 
82B_OS499967 
CA2022034800 
CA•PFIZER INC-202201166442 

Reason for nullification (A.1.13.1) 

Onset Age 

93 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 

Page: 977 of/de 2, 140 
A2023000085 



Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COMIRNATY 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) oatch/lot no. (8.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 4 (BOOSTER). SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVI0-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (8.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.11k2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1 b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cough 

Result (B.4.k.18.4) 

Related 
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Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Gough 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cough 

Source of assessment (B.4.k.18.2) Method of assossment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (8.4.k.18-.2) Method of assessrnent (B.4.k.18.3} 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k, 18.1 b) 

26,0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I Page*3 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4} 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 
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26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med[)RA version (B,4,k. 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of ;15ses5ment (S,4,k,16-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

I E2B 05932303 (2) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B,4,k.18.1b) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lung infection 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Productive cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Productive cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Productive cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Productive cough 

Method of assessment (S.4.k,16,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Sputum discoloured 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sputum discoloured 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sputum discoloured 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I 
Page*4 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Re:;ult (B.4.k.15.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.10..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

mepolizumab 

country drug obtained (B.4.k.2.3J 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage Info {B.4.k.5) 

100 Milligram 

Dosage text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Reaction assessed (B.4.k.18.1 b) 

Sputum discoloured 

Method of assessment (B.4.k .. 18.3) Result (B.4.k.18.4) 

Global Introspection Related 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Global Introspection Unrelated 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) Rosu It (B.4.k.18.4) 

Global Introspection Unrelated 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Global Introspection Unrelated 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Global Introspection Unrelated 

Medicinal product name (B.4.k.2.1) 

MEPOLIZUMAB 

Batch/lot no. (8.4.k.3J 

Route of administration (B.4.k.8) Parent route of ad min (8.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Eosin·ophilic asthma 
26.0 Eosinophilic asthma 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k, 17.1) 
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Unknown 

Additional Info (B.4.k.19} 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

MedDRA version (B.4,k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

I E2B 05932303 (2) I Page~6 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

I Result (B.4.k.18.4) 

I Resu It (B.4.k.18.4) 

I Result (B.4.k.18.4) 

I Result (B.4.k.18.4) 

I Result (B.4.k.18.4) 

I Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ADVAIR 

Active Substance names (B.4.k.2.2) 

salmeterol xinafoate 
fluticasone propionate 

country drug obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

2 Dosage forms.2 every 1 (Days) 

Dosage text (B.4.k'.6) 

2 OF, 2x/day (2 puff(s), bid, 251250) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant OLODATEROL HYDROCHLORIDErrlOTROPIUM BROMIDE MONOHYDRATE 

Active Substance names (B.4.k.2.2) 

tiotropium bromide monohydrate 
olodaterol hydrochloride 

country drug obtainetl (B.4.k.2.3) Batch/lot no. (8.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4,k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedDRA versie>n (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREGABALIN 

Active Substance names (B.4.k.2.2) 

pregabalin 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

25 Milligram 

Dosage text (8.4.k.6) 

25 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (8.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05932303 (2) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant SPIRIVA (TIOTROPIUM BROMIDE) 

Active Substance names (B.4.k.2.2) 

TIOTROPILJM BROMIDE 

Gountry arug 01>taInea (l:l.4.k.2.:J) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

2 Dosage forms,1 every 1 (Days) 

Dosage text (B.4.k.6) 

2 OF, 1 x/day (2 puff(s). qd (every day), 2.5 mcg) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min {B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B,4.k,11a) Indication (B.4,k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B-4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

SALBUTAMOL 

country arug 01>taInea (H.4.K.2.:J) 

le2s 05932303 (2) 

Medicinal product name (B.4.k.2.1) 

VENTOLINE [SALBUTAMOLJ 

Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

2 Dosage forms 1 (As required) 

Dosage text (B.4.k.6) 

2 OF, as needed (2 puff(s), Z 100 mcg as needed) 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

MedDRA version (B.4.k.11a) 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Page,ul 

Parent route of admln (B.4.k.9) 

Indication (B.4.k.11 b) 

Duration of drug Ad min (B. 
4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) Which reaction(s)/event(s) recurret17 (B.4,k.17,Zb) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4 .. k.18-.2) Method of assessment (BA.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

THAT PATIENT IS DECEASED 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 
26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.1.a) 

(B .2.1.2.a) 

Term hlghtllghted by the reporter? 

Reaction first time (B.2.i.7.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Unknown cause of death 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Oeath 

(B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction last time (B.2.i.7.2) Outcome 

~atal 

Reaction/event as reported by primary source 

LUNG INFECTION 

(B.2.1.0) Current rnactlon 

Result (B.4.k.18.4) 

(B.2.i.8) 

(B.2.1.6) 
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MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 

reaction/event term LL T 

26 . 0 Lung infecrion 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26. 0 Pneumoni a 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date IB.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome (B.2.i.81 

Not recove red/not r e solved 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

INTERMITTENT COUGH/INTERMITTENT DRY COUGH 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Cougt, --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Cough 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

PRODUCTIVE COUGH WITH WHITE SECRETIONS 

MedDRA ve·rsion for 
(B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Prod uct i ve cough 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26. 0 Product i ve cough 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) I Duration (B.2.1.61 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

DARK GREEN MUCUS SINCE PAST WEEK/WHITE SECRETIONS 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Sputum disc o l oured 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Spu tum discol oured 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.51 I Durat ion (B.2.i.6) 

Reaction first time (B.2.1.7.1) Reaction last time 18.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

CURRENT INJECTION OUTSIDE THE 7 - DAY TREATMENT WINDOW/DRUG DOSE ADMINISTRATION 
INTERVAL TOO LONG 

MedDRA ve·rsion for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) reaction/event term LL T 

26 . 0 Inappropriate schedule of product 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 Inappropriate sched ule o f product 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date 

(B.2.1.1 .b) 

administration 

1B.2.i.2.b) 

ad.mi nistration 

(B.2.i.5) I Durat ion (B.2.i.6) 
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Canada Vigilance AER#: 
Reaction first time (B.2.i.7.1) (B.2.i.8) 

Case narrative (B.5.1) 

MEPOLJZUMAB PATIENT SUPPORT PROGRAM 

This is a non- interventional study report received from cont.actable reporter (s ) (Consumer or ot.her no:n HCP, 
Pharmacist a.nd E-'hysician) from Regulatory Authority . Regulatory number : E:2B_0549-9967 (Health Canada) . Other Case 
identifier (s ) : CA2022034600 (GlaxoSmit hKline) , CA-GLAXOSMITflKLINE-CA2022034800 (GlaxoSmithKline) . 

A 93-year-old male patien t received BNT162b2 ('COMIRNATY) , as dose 4 {booster) , single (Batch/ Lot number- : unknown) , 
as dose 3 {booste:t" ) ., single {Batch/Lot number: unkno1,m) , as dose 2, single (Batch/Lot number : unknown) and as dose 
J, sin9Le (B,;1-tch/Lot n\lmber : 1,1nknown} for:- covid- 19 immunise.tion; mepoliz\unab (ME-POLTZVMAB), f i1·st regimen (Satch/ 
Lot numbet : unkno,•nl et 100 mg, second regimen (Batch/Lot number: unknown I at 100 mg, thlr(l regimen (Lot number: 
BL2S, Expiration Date: 30Jun2023) for 259 days at 100 mg (100 mg (100 mg , z , every 4 weeks)) , fourth regimen (Lot 
number : H36E, Expiration Date: 30Sep2023} and fifth regimen (Lot number: H36E, Expiration Date : 30Sep2023} , all 
subcutaneous for asthma; mepolizumab (MEPOLIZUMAB) , (Batch/Lot number : unknown) at 100 mg, subcutaneous for 
asthma. The pat.l~nt 1 s relevan l m~d t ca l hlst ory 1•hH1 noL report.ad . ConcomHant medlCd ti on (~) inclu<Jsd : AOVAlR 
unknown; lNSPLOL1'O RJ::SPLMAT ,111known; PRP.GABAL!N unknown; SP I.RlVA [TIO'l'ROPIUM BROMJl)f;J unknown; Vl::N1'OLlNE 
[ SALBUTAMOLJ. 
The following information was reported: DEATH (death , hospitalization, medically significant) , outcome " fatal " , 
described as "THAT PATIENT IS DECEASED" ; PNEUMONIA (hospitalizntion , medically significant} , outcome " not 
recovered0 r described as "LUNG INFECTION It; COUGH (hospitalization, inedically significant) , outcome "unk.nown 11

, 

described as " tNTERMTTTENT COUGH/TN'IERMITTE:NT DRY COUGH" ; PRODUCTJVE COUGH (hospital.izalion , medically 
significanc) , outcome "u nknown", described Cl$ " PRQDUC'I'lVE COUGH Wl'l.'H WHITE SECRETIO~S " ; SPU'fUM DISCOLOURED 

(hospiealizaei.on, medically significant) , outcome " unknown", described as " DARK GREEN MUCUS SINCE PAST WEEK/WHITE 
SECRETIONS ' '; INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (non-serious) , outcomo "l.mknown", ctascribed as 
" CURRENT INJECTION OUTSIDE THE 7-DAY TREATMENT NINDOl~/Drug dose admini stration interval too long" . The patient 
underwent the following laboratory tests and procedures : Oxygen saturation : 96 t , notes : Nasal 02 adjusted from 
LPM to 7 . 5 LPM. The action taken for mepolizumab and mepolizumab was unknown . The:rapeutic measures were taken as a 
result of pneumonia , cough , productive cough , sputum discolou.r-ed. Th.e date and cause of death for the patient were 
unknown . It 1A•as not repor ted if an autopsy was performed . 

The reporter ' s assessment of the causal r elationship of " that patient is deceased" , " lung infection", 
11interrnittent cough/intermittent dry coughn, " productive cough with white secretions" and 11dark green mucus since 
past week/white secretions" with the suspect product (s} BNT162b2 was not provided at the time of this report . 
Since no determination has been rece ived, the case is managed base d on the company causality assessment . 

No f o llow- up at.tempts are possible; infoi mation about. lot/batch number cannot be obtained. No further infot:mation 
is expected. 

Follow up (120ct2022) : This is a follow up non-interventional study report. from a new contactable Pharmacist from 
Regulatory Aut.horir.y . Regulat:ory number : E2B OS499967 (Health Canada ) . This information ~·as initially reported t o 
Health Canada between 26Apr2022 and 16Jun2022 from an unknown Market Authorization Holder and AE.R « CA2022034800. 
Updated i nformation incl uded: Added new reporter (pharmacist) , new event (death) and new seriousness for the 
reported events (Death ) , Outcome of the events (Updated to E"atal) for the events pneumonia , cough , productive 
cough , sputum discoloured . 

The information on the batch/lot number (or SNT1 62b2 has been requested and wil l be submitted j( and when 
recei ved . 

Follow-up (21Nov2022} : This is a Non-Int.e rventional study report recei vod from the Healt h Canada Regulatory 
Author ity in response to an Access to Information Request {A'TI Request} completed by Pfizer Canada . The regulatory 
authority report number is E2B_05499967 . This information was initially reported to Health Canada on 2022 (Health 
Canada Latest Received Date : 16Jun2022 ) from other Market Authorization Holter GlaxoSmithKline. Other MA~ 
Refei:ence Number: CA.- GLP..XOSH!THKL rNE- Cl-.202203 4800 . This repor.:t was al so i ncorrectly submj tted to the CJS E"OA with 

Biologic License :O.pplication number 125742 for BNT162B2 and is no-..1 being submitted "1ith the cort:"ect. Emergency use 
Authorization number 027034 for BNT16282 . Updated information included: Study name , new reporter, lab data , dose 
descriptions for suspect , co-suspect details (Mepolizumab), concomitant medicati ons information, events (that 
patient is c!eceased and Lung infection) and clinical information in narrative. 

This case was r e ported by a consumer via patient support programs and described the occurre nce of unknown cause of 
de a th in: a 93- yea.r - o 1 d ma 1 e pati ent .,,,ho received mepol i zumab solution for injection i..n pc·e- f il led pen {batch 
number BL2S , expiry date 30Jun2023} for eosinophilic asthma . Co- suspect products included mepolizumab autoinjector 
device administra t ion syscern (batch number BL2S 1 expiry date. 30Jun2023} for eos i nophilic asthma, rnepo1izumab 
solution for i njection i n pre-filled pen (bat.ch number H36E , expiry date 30Sep2023) for eosinophilic astl1ma , 
mepolizumab autoinjector device administration system (batch number H36E , expiry date 30Sep2023} for eosinophilic 
asthma and tozinameran (Comicnatr ) for covid-1~ prophylaxis . Additional subject. notes included Patient was 
Afebrile. Patient history was unknown . Concomitant products inclu ded fluticasone propionate◄ salrneterol xinafoate 
(Advair ) , salbu tamol (Ventoli n) , olodaterol hydrochlori de r tiot r opium bromide (Inspiolto) , tiotropium bromide 
(Spiriva) and pregabalin . On an unspecified date the patient started mepolizumab (subcutaneous) 100 mg , 
mepolizumab autoinjector device , mepolizumab {subcutaneous) 100 mg and mepolizumab autoinjector device . On nn 
unknown date , the patient started comirnaty at an unknown dose a nd frequency . on an unknown date, the dose was 
changed to an unknown dose and frequency . On an u nknown date , the dose ,...,as changed to an unknown and £.requency . On 
the dose was changed to an unk nown dose and frequency . On 232 days after starting mepolizumab, mepoli2umab 
autoinjector device , mepolizuma.b a nd mepolizuma.b autoinjector device , the patien t experienced drug dose 
administ ration interval t.oo l.ong . On an unknown date , the patient. e xper ienced unknown cause of death (serious 
criter ia de:ath and GSK {GlaxoSmithKline! medi cally significant I , lung infection (seri ous criter ia hos[Oit alization 
and GSK medically significant) , cough, sputum discolored and productive cough. The subject was treated with 
pred.nisone and antibiotics NOS (Antibiotic (Active Ingredient Unknown)) . On an unknown date , the outcome of the 
unknown cause of death 1.,.as fatal and the outcome of the lung i nfection was not recovered/not resolved and the 
outcome of the d rug dose administration interval too long, cough, sputum, discolored and productive cough 1Nere 
unknown . The reported cause of death wa s unkno1,m cause of death . It was unknown if the reporter considered the 
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unKncwn cause ct death, lung 1 n tection, caug~n,- s=p=u~t~u~rn~d'"1-,s=c=o~1=o=re=a~a=n=a~p~r=o=a=u=c=c=1=v=e-c=o=u~g=n~t~o~o=e~r=e~1=a~te=a~c~o~·~----------< 
mepoli zumab, mepolizumab aut.oi njector device , mepolizumab a nd mepolizumab autoinjector device . This r eport is made 
by GSK without prejudice and does not imply any admission or liability for the incident or i ts consequences. 

Reporter ' s Comments : This report was submitted via the online direct entry reporting system. The patient was also 
the repo,:tet . Reporter Lype was consuroe1- . PosL infusion r epo.i:t mentioned t hat t he patient. with i.nt.e rmittent cough 
but stable. Wife present. Patient said he had dar k green mucus since past week and was afebril e . Patient was 
advisQd v ia phone by his physician Y"st<>rday to start his action p lan. PatiQnt said M would start his Prndnisone 
and antibiotic this afternoon . Injection well tolerated. No issues . Pati ent stable at writer's depa r ture . No 
fur ther information provided . Patient history was unknown. Reporter and Health Care Provider {HCP) did not consent 
to contact . 

Follow- up information received on an unspecjfied date 2022 . lt i..-as repot"ted that on an unknown date patient 
experienced producti ve cough . On an unknown dat.e , outcome of the event producti ve cough . The causality of t he 
event productive cough was unknown. Reporter ' s Comments : Post infusion report : Patient stable, wife present . 
Inte rmitte nt dry cough noted . Patie nt had productive cough with whit @ secretions yeste rda y evening per wife. 
Respiiatory therapist presenc . N••al 02 (oxygen) adj\lot~cl from 8 LPM to 7 . 5 LPM as 02 •aturation readinQ was ~6' . 
Injection tolerated well . No issue5 . Patient stable at depart . No further information provided . 

Follow- up information received on an un$pP.cj ficid date 2022 . 
Reporter ' o Comments : Patient~o wlfe reported patient was currently hoopiti!lized since last 1,,ieek . Wife did not 
provicie re~son or hospitaliza tion. 

F'ollow-up in!oJ·matlon .received on an uni;;pecified date in 2022 . 
Reporter ' G Comments: Post infusion report . Patient hospitalized for lung infection . Patient on prednisone 5 mg . 
New medic ine pregabalin 25 mg . Patient has 4th dose COVTD-19 Pfizer vax (vaccine} . Patient has appointment with 
doc tor. Injection well tole~ated. No issues . Patient stable at de~arture. Patient missed schedule dose o f 
injection on. Patient's current injection outside the 7-day treatment window. Last dose of drug was administrated 
on . It was unknown i f the reporter considered Lung infection to be relates to COVID-19 vaccine . No further 
information provided . 

Follow- up information received on a n unspecified date i n 2022 . 
Reporter ' s Comme nts : This case: was received via Nucala Patient Support Program (Vista) . Mepoli zumab dose was given 
every 4 weeks . Patient's wife reported patient c urrently hospitalized clue to lung infec tion since pasc. 3 weeks . It 
Y1as unknown it t he reporter considered the lung infection , cough, sputum d iscolored and productive cou gh to be 
related Com1.rnacy. No further i nformation provided. 

FolJow- up information recei ved on a n unspeci fled date in 2022 . 
Reporter ' s Comments : Patient was moved to palliative approach , Nucala was to be stopped . llfo further i nformati on 
provided, 
Additional supportive: information: Mepolizumab drug used by patie nt was Nucala . 

Follow-up i nformation received on an unspecified date in 2022 . 
Reporter ' s Comments : Case was received by pharmacist via Nucala Patient Support Progr a m {Vista). It was reported 
tha t patient was deceased . No further i n.formation provided. It was unknown if a utopsy waa performed. lt was 
unknown if the reporter considered the unknown ca. use of death , l u ng infection, cough , sputum d i scolored and 
productive. cough Lo be related to Comirnaty . 

Repo1ter ' s comments : Not provided. 
Sender ' s comments : Not proviOed. 

Re levant medical history/ Concurrent conditions t ext noted patient was Afebrile . Patient his t o r y was unknown . 

No follow- u p a tcempts are possible . No f urther information i5 expected 

Reporter's comments (8.5.2) 

MedDRA version for sender's diagnosis (8.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (8.5.4) 

As there is limited information in the case provided, the causal association between the reported events and the 
suspect drug cannot be e xcluded and are Rela ted to the suspected drug . 
Based on known disease pa thophysiology, the event of death is assessed as not related t o BNT162B2 and more likely 
due to underlyi ng medical condition . 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Piizer 
procedures ror safety evaluat i on , including the review and analysis of aggregate data ror adverse events . Any 
safety concern identified as part of this review, as well as any appropriate action in response, will be promptly 
notified to regulatory authorities, Ethics Committees , and Investigators , as appropriate . 

Unit (B.3.1e) 

' 

Oxygen saturation 

Normal low range 

Results of tests and procedures (B.3.2) 

{B.3.1.1) 

Oxygen saturation():Nasal 02 adjusted from 8 LPM to 7 .5 LF'M. 

Normal high range (B.3.1.2) More info 

---- --- --~-------- - - ------------- --- ---- --- -~ 

Patient Medical History (B.1. 7) 

(8.3.1.3) 
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MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unk nown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1.8e) 

Indication MedDRA vers ion 1s.1.s1.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1cJ Continuing (B.1.10.7.1dJ End date (8 .1.10.7.11) 

Comments (8.1.10.7.1g) 

Relevant medical history / Concu rrent conditions text (8.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.8a) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.Bf.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1I 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Project No 

Observed study type (A.2.3.3) 

Other st.udi es 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3I 

Project No 

Observed study type 

Other s r.udi e-s 

PR1VACY 

(A.2.Ub) 

Qualification (A.2.1.4) 

Pharmacist 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR1VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qu;ilification (A.2.1.4) 

Canada Ph ysician 

Project No 

Observed study type (A.2.3.3) 

Other studi es 

(A.2.1.1d) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 05941123 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 649414 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20220926 
CCYYMMDD 

20220926 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results in death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2022.0922 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220922 
CCYYM,'!DD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-MODERNATX, INC. -MOD-2022-649414 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMODE1'NAP 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BI OPHARMA CANADA CORPORATI ON 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Dupllcate Case Identifiers (A.1.11.2) 

CA- MODERNATX, I NC.-M00-2 0 22- 649414 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 05947723 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

1 Dosage forms 

Dosage text (8.4.k.6) 

1 dosage lo rm 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

Non-Health care professional 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVID-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnistratlon? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Provided 
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Reaction/event as reported by primary source (B.2.1.0) 

REPORTER DAD DIED ISOLATED IN LTC AFTER MODERNA 

Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first lime (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(Ll T) (B.2. i.1.b) 

Death 

Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

Death 

Start Date 

2021 
CCYY 

1B,2.1.4) End Date (B.2.1.5) 

2021 
CCYY 

Duration (B.2.1.6) 

(B.2.1.8) 

This spontaneous c ase r.o.•as reported by a patient farnily rnember or frie nd and describ•es the occurrence cf DEATH 
(Reporter dad died isolat.e:d i n LTC after Modernai in a male patient of an unknown age: who received mRNA-1273 
(Spikevax) for COVID-19 prophylaxis . 

No Medical History information was reported . 

On ~n unknown date, t.he patient received dose c,f mRNA- 1273 {Spikevax) {unknown route} 1 dO$age f orm. Dec1t.h 

occurred on 2021 The patient died in 2021 . The cause of death was not reported . It is unknown if an a\.lt opsy was 
performed . 

Reporter stated t.hat patient was isolated in LTC after moderna 1Jaccin e . 
t>l o concomitant medication was reported . 
No treatment medication was t:-eported . 

Company co!l'JTten t : 

This fatal spontaneous case concerns a ma le patient of unknown age , with no medical history reported, who received 
a dose of mRNA-1273 and died. According to the .reporter, the patient died isolated i n long term care after· 
receiving moderna vaccine. t.a tency cannot be properly assessed since no vaccination date nor o nset. date of t.he 
event ,...,ere provided. No cause o[ deaLh was reporLed, and iL is un r.nown if an Autopsy was made. The benefit-risk 
relationship of mRNA-1273 is not affected by this report . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosls __ (_s._s_.l_bl ___________________________________________ --1 

Sender's comments (B.5.4) 

This fata l spontaneou s case concerns a male patien t of unknown age , with no medical history report ed, who 
received a dose of mRNA- 1273 a nd died . .A.ccordJng to Lhe reporter, the patient died i solated in 1ong term c are 
aft er receiving moderna v accine . Latency cannot be properly assessed since no vaccination date nor onset date of 
the event were provided . No cause of death was report ed, and i t is unknm .. rn if an autopsy was made . The benefit
r isk relationship of mRNA-1273 is not affected by this report . 

Unit (B.3.1e) Normal low range (B .3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death - ---------- --~--------------------------------1 
Start dale (B.1.7.1c) Contlnuln9 (B.1.7.1d) I End date 

-
Comments (B.1.7.1g) 

(B.1.7.11) 
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Canada Vigilance AER#: IE2B 05947723 (0) I 
Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1s.1.8c) End date 1s.1.80) 

Indication MedORA version (B.1.8f.1) Indication (B.1.81.2) 

Reaction MedORA version (B.1.8g.1) Reaction 1s.1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions tex:t (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8cl Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1 .2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.J.11 

-
Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.31 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/ other non heel t h profe ss i onal 

(A.2.J.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 05948716 (1) 

Canada Vigilance HC Latest Received Date: 
20221014 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2022A328426(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~---------'---------'-------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

2022,0922 
CCYYMMDD 

Add!tionai documents? (A.1.8.1 ) 

No 

20221014 
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority•s number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2022A328426 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

GMIP ro 
MC Canada 
AZPRODOOO() 

Duplicate {D) / Link (L) Report rtumber(s} (A.1.12) 

(l 

Report nulllflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - ASTRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(8.1,1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenifal anomalylbirth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

59 Year s 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) oatch/lot no. {B.4.k.3) 

ASKU 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose 1 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k .. 16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,001 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) 

le2s 05948716 (1) 

Medicinal product name (B.4.k.2.1) 

CHAD0X1 NCOV-19 

Batchilot no. (B.4.K.3) 

ASKU 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose 2 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Intramuscular 

MedDRA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Pagenl 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11 b) 

Product used for unknown 
indication 

Duration of drug Adm in (B. 
4.k.15) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Old reaction recur on readministratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 
ARRHYTHMIA 

(8.2.i.O) Current reaction 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

reaction/event term LL T 

26 . 0 Arrhythmia 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i .2.b) 

reaction/event term PT 

26 . 0 Arrhythmia 

Terrn hightlighted by the reporter? 

No 

(B.2.i.3) Start Date (8 .2.1.4) IEnd Date (8.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

,atal 

Result (B.4.k.18.4) 

(B.2.1.81 

(B.2.1.6) 
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Case narrative (B.5.1) 

A ;;pontaneous report has been received from a consw1ter conce.rning a male patient of Unknown ethnic origin (age 59 
years) . 

No medical history was reported and No concomitant products were reported . 

On an unknown date , the patient received first dose of Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 
0 . 5ml .¥-dosel (covid-19 vaccine nrvv ad (chadoxl ncov~19}) (batch number ASKU) , via intramuscular route , for an 
unknown indication . On an unknown date , t.he patient received second dose of Astraz.eneca Covid- 19 vaccine Vial 
Contains 10 noses Of 0 . 5ml l<iose2 (covid- 19 vaccine nrvv ad (chactoxl ncov- 19) ) !batch number ASKU) , via 
intramuscular route, for an unknown indication. 

On an unknown date , the patient experienced arrhythmia (preferred term: Arrhythmia ) . 

It was unknown if any action was taken with both lhe doses ot Aslrazeneca Covid-19 Vaccine Vial Conlains 10 Do•e• 
Of O. 5ml 

The patienc died from the event. arrhythmia o n an unspecifiod dat.e, 

An eutopay was not performed. The cause of death waa arrhythmia. 

The reporter assessed the: event of arrhythmia to be serious due t.o seriousness criteria of death . 

All required follow up attempts have been completed to obtain the Lot/ batch number for Astrazeneca Covid-19 
Vaccine Vial Contains 10 Doses Of 0 . 5ml , however the Loe/ batch number was not received 

Summary of follo•,1- up information received by .~straieneca/Medlmmune on 14- 0ct- 2022 from consumer via spontaneous 
source: Lot/ Batch number updated to ASKU . Lot-/ Batch number statement updated . Narrative amended . Minor 
correction on 14- 0ct- 2022 : Autopsy performed was updated from unk to No . CAUSE OF DEATH: ARRHYTHMIA 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Fatal event. of Arrhythmia is not listed in the company core data sheet of AZD1222 . Due to limited in.formation on 
circumstances l eading t:o the event , onset dat.e of event,relevant. rr.edical and family history, concurrent 
conditions r concomitant medications , date of vaccination, possible risk factors, etiological and diagnostic work 
up , autopsy details , the evaluation did not find e vidence t.o suggest a causal relationship betwean the event and 
AZD1222. 

Unit (B.3.1e) Normal low range (8.3.1.1) Nonnal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Arrhythmia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.1.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRI VACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

PR! VACY 

(A.2.1.2b) 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 
Confidentia l 

Reporter department (A.2.Ub) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/other no n he~ lth pro f e ssional 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA - 19(1) 

lcanada Vigilance AER#: 1000964567 (0) 

Canada Vigilance HC Latest Received Date: 
20210824 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210824 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- DHPR- 20210824212537_ 29927 3 () 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada Canada 
1--------~~-----'-----~-~'-------~---1 

Type of report 

~µonlancous 

Serlo\Js? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

Additional documents? (A.1.8.1) 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

Other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

Communit y -

Date of birth (B.1.2.1) 

Gestation Period 

GP medical record 
no. 

Date of death 

2021 -
CCYYMMDD 

(B.1.2.2.1) 

(B.1.1.1a) 

Age group 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenltal anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

18 Years 

(B.1.1.1c) 

(B.1 .2.2I 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

lozinameran 

Country drug obtained (B.4.k.2.3) Batch/lot no. lt>.4.k.3) 

EY0578 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

frequencytexl: 1 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021-
CCYYMMDO CCYYMMOO 

Duration of drug Adm in (B. 
Start period (B.4.k,13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,008 of/de 2,140 
A2023000085 



Reaction/event as reported by primary source (B.2.1.0> Current reaction 

NOTICED DECEASED IN HER BED, FOR UNKNOWN REASON 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LLT) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Found deao (cause undetermined) 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 De ath 

Term h ightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2 .i.7.2) Outcome (B.2.i.8) 

(B.2.1.6) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA - 19(1) 

Case narrative (B.5.1) 

Not sure if the death re lates to the pfizer vacdne or not, since it happens 17 day::i after the vaccine taken, it 's 
necessary to report. 

Dhpr log details : 
Safety Report ID: CA-DHPR-20210824212537 299273 
Type of Report : 1nitial 
HC Ref . No : 
Repo,ter file No .· 
Transmission Dace : 20210824 
First Name: 
Last Name : 
Telephone : 
Ext. : 
Addrus : 
City : 
Provi ~ 

Postal Code: 
Entail. address : 
OJ.go;1 ri izc1tion : 
Reporter •rype: 

Patient ID: 
Age : 18 Year (s) 

Sex : Female 
Height : cm 
Wei ght , 

ys C.'.i~n 

Med History: 18 yo healthy female , no any known medical condition, no mental health disease, no smokLng , no 
alcohol , no drugs, average height {about 160cm} and weight (50kg) . 
Allergies : none 

Serious Death : Yes 
Date of Death : 202-
Serious Life- Threatening: 
se~ious Disability : 
Serious Hospitalization : 
Serious Congenital Anomaly : 
Serious Other : 
Serious Other Explain: 

Reaction 
Outcome : Died 
Reactlon Start Date : 
Reaction £nd Date : 
Reaction Description : 18yo healthy fem.ale was noticed deceased in her bed by her parents on 10am of - 2021 
for unknown reason . She was happily doing activities wic;.h family by 11pm on ~ fore her bedtime . Autopsy was 
taken, but there r...•as no conclusion. She had first dose of pfizer vaccine on - 2021. 

Suspect Product 1 
DIN #/NPN # : 
Product Name : pfizer-biontech covid 19 vaccine mRNA 
Strength : 
Strength other : 
Dosage form : 
Manufacturer : pfizer-biontech 
Lot # : lot f EY0578 
Expiry date : 
Product start date : 20~ 
Product end date : 202~ 
Dose : 
Frequency : 1 
Rou te of administration : Intcamuscular 
Route of administration - Other: 
Indication 
Reported t 
Date reported to Mfr : 
Mfr Reference number : 

health unit 

Drug action taken : Not appli~able 
Oechallenge , N/.~ 
Recha llengc : NIA 

Concomitancs : none . 
Test/Lab results narrative : none. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis 

Sender's diagnosis (B.5.3b) 

(B.5.3a) 

Page: 1,010 of/de 2,140 
A2023000085 



Canada Vigilance AER#: 000964567 (0) 
Sender's comments (B.5.4J 

Unit (B.3.1•·) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

I Results of tests and procedures (B.3.2) 

-·--- --- - --- --- -- - - - --------- -·- - - --- -
Patient Medical History (8.1.7) 
MedDRA version (B,1.7.1a.1) Episode namo (B.1.7.1a.2) 

26 . 0 Non- smo ker 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Abstains from alcohol 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 .;\bst.ains from recreat ion-<ll drugs 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7 .11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

18 yo heal t hy f emale, no any known medi cal condi t i on1 no mental heal t h disease , no smo king, no alcohol, no drugs , 

average he ight (abo ut 160c m) a nd weight (50kg) . 
Alle rgies: none - -
Past drug therapy (8.1.8) 
Drug name (B.1 .8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.61.1) Indication (B.1.e1.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B. 1 .89.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.1.1dJ End date (B.1.10.7.11) 

Comments (B.1 .10.1.1g) 
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ATIA-19(1) 

Canada Vigilance AER#: 1000964567 (0) 
Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bcl 

Med ORA version for Indication 

MedDRA veerslon for reaction 

Reporter 
title 

Reporter organization 

!Reporter city (A.2.1.2d) 

(A.2.1.2a) 

(A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3 .1.4a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Emai l Address (A,3,UI) 

Drug end date (B.1.10.8e) 

(B.1.10.st.1) Indication (B .1.10.at .2) 

(B.1.10.ag.1) Reactions (B.1.10.Sg.2) 

Reporter dep.artment 

(A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

I Middle name (A.3.1.3d) Family name 

(A.2.1.2b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.3.1 .3e) 

State (A.3.1.4c) 

Country code (A.3 .. 1.4e) 

Fax no. (A.3.1AI) 

I 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 05951748 (2) 

Canada Vigilance HC Latest Received Date: 
20221031 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- PV202200071037 (3) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1---------------''-'---'-'-'----'-'-----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20220922 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20221031 
CCYY!<L'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-PV20220007i037 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF1Zll!UNC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- Pf!ZER tNC- PV202200071037 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s osgs114s (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COMIRNATY 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (8.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN (BOOSTER), SINGLE 

Pharmaceutical form {B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202 ... 202-
CCYYMMDO CCYYMMDD 

Start period (B.4.k.13.1) Last period (B.4 .. k.13.2) 
Duration of drug Adm In (B. 
4.k.15) 

7 Minutes 7 Minutes 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B,4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUilCAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Unknown ·cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

DIED 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

2022 

IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

repo1t receive d from contactable reporterfs) (Consumer or othet non HCP) , Program ID: 

A female patient received BNT162b2 (COMIRNATY), o ~ 022 at 12:31 as dose number unknown {booster) , single 
(Batch/Lot number: unknown) for covid-19 immunisation . The patienc 1 s relevant medical history and concomicant 
medications were not reported. -
The following in (ot:"mation was .reported : DEATH ( death) with onset 022 at L2 : 38 , out.come ''faL.a I", descri bed as 
"died" . The patient date of death was 2022 . The reported cause or death was unknown . 
Clinical course : Patient died suddenly in a drug store allegedly within minutes of receiving her COVID- 19 booster 
shot . She t.e xted her daughter at 12: 31 p . m. and said she was waiting her 1 5 min . At. 12 : 38 p . m. she was unconscious 
in the drug store. They were saying in the store that it was about seven minutes after patient got the booster 
shot chat she collapsed on the floor . A spokesperson said that patient ' s death was from natural causes. Patient 
had no health condition$ and reporter believed that if she did not get covid shot she would be here with them at 
the time of this report. ~atj ent had been pro- vaccine , getting all of the reguii'ect COVI0- 1 9 shots . 

The information on the bat.ch/lot nurr..ber for BNT162b2 has been requested and will be submitted if and when 
received. 

Amendment : This follow-up report is being submitted to notify that the initial information for this case was first 
received by the Company on 22Sep202 2 and not on 26Sep2022 as previously reported . Due to safety database technical 
limitations , the field ' Initial Receipt Date ' ( i . e . coropany first awareness date} can no longer be modified . 

Follow-up {3 LOct 2022) , Follow- up ~ttempts are completed . No fucther lnformotion is expected . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B .5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (8.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.11 Episode name (B.1.7.1a.2) 

26 . 0 Unknown couse of cte.,th 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments 1B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth profe ssi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: I E2B 05977659 (5) 

Canada Vigilance HC Latest Received Date: 
20221212 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAX0SMITHKLIN'F.- CA2022034554(4) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 
1------------'--~-~--'---------~---------j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

2022-
CCYYHMDD 

202-
CCYYMMDD 

Add!tlonal documents? (A.1.8.1) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) 

Yes 

Regulatory authorlty·s number (A.1.10.1) 

Company number (A.1.10.2) 

CA-GLAXOSHITHKLINE-CA202203455~ 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

01052547635 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenl ial anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- GLAXOSM!THJ<LtNE- C/\2 02203 4 554 

{2) , {2) E2B_03305971, 121 , (2) E2B_03369525 , 121 , (2) E2B_ 03305971 , (21 , (2) E2B_ 03369525, (2) , 12) 
~2B_03305971, 121 , (2) F.21>_ 03369525, 121 , (?I £26_03305971 , (2 l , 121 E:26_033 69525, (2) , (2 ) EW_03305971, 
(21 , 12) E.2B_03369525 , 12) , (21 F.28_03305 97 1 , 12 1 , 12) £28_03369525 

Report nulllflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - GLAXOSMITHKLIN'E 

Date of birth {8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8 .1.1.1a) 

Specialist 
{8 .1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Reason for nullification (A.1.13.1) 

Onset Age 

76 Year s 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8 .1.1.1d) 
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ATIA-19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

Country drug obtained (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada YK7H 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

iOO Milligram 

Dosage text (B.4.k.6) 

100 mg, Z Every 4 weeks 

Pharmaceutical form (B.4.k,7) 

Gestation period (BA.k.10) 

Start date of drug (B.4.k.12) 

202-
CCYYMMDO 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

ExpDT=30-JUN-2023 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Eosirwphilic asthma 
26.0 Eosinophilic asthma 
26.0 Eosin_ophilic asthma 

Drug end date {B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Burning sensation in eye 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

Unknown 

Page: 1,021 of/de 2,140 
A2023000085 



Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B,4,k,18,1a) 

26,0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k ,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k .18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (E!.4.k.18,2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

I E2B 05977659 (5) 

Burning sensation in eye 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k,18,1b) 

Burning sensation in eye 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Burning sensation in eye 

Method of assessment (B.4.k.18.3) 

Global lnlrospecllon 

Reaction assessed (B.4.k.18.1b) 

Burning sensation in eye 

Method of assessment{B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Burning sensation in eye 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I 
Page*3 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

U11known 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (E!.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

-
Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 
... 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1fl..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

I E2B 05977659 (5) 

Reaction assessed (B.4.k.18.1b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection -- --
Reaction assessed (B.4.k.18.1b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Drug dose administration interval too long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Of\Jg oose aoministralion interval too l1;mg 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Drug dose administration interval too long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug dose administration interval too long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug dose administration interval too long 

Method of assessment (B.4.k.18.3) 

I Page~ 4 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.lc18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (El.4,k,18,2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18 .2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4,k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

I E2B 05977659 (5) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug dose administration interval too long 

Method of assessment (B,4,k, 18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertlonal dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Ex~rtional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4 .k , 18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

High pulse rate 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

High pulse rate 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

High pulse rate 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

High pulse rate 

I Page*5 

Not Applicable 

Result (B,4,k,18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

I E2B 05977659 (5) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

High pulse rate 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

High pulse rate 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hospitalization 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (BA. k.18.1 b) 

Hospitalization 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hospitalization 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hospitalization 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Hospitalization 

Method of assessment (B.4.k.18.3) 

Glob.ii Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hospitalization 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Increased blood pressure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased blood pressure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Page~6 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4} 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med[)RA version (B,4,k. 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA versiM (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of ;1:.se:.:.ment (S,4,k.16-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Med ORA version {B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

I E2B 05977659 (5) 

Increased blood pressure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k,18.1b) 

Increased blood pressure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased blood pressure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased blood pressure 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Injection site pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Injection site pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Injection Sile pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Injection site pain 

Method of ~s:;e:;sment (S.4.k,16,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Injection site pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Injection site pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Pagen 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Re:;ult (B.4,k.15.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 
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Canada Vigilance AER#: 

MedDRA version (B,4.k ,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

I E2B 05977659 (5) 

Reaction assessed (B.4.k.18.1 b) 

Lung infection 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lung infection 

Method of assessment (B.4.k .18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oxygen saturation decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen satmation decreased 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen saluration oecreased 

Method of assessment•(B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k .18.1 b) 

Oxygen saturation decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oxygen saturation decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen saturation decreased 

Method of assessment (B.4.k.18.3) 

I 
Page~8 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Rosu It (B.4.k.18.4) 

No 

Result (B.4,k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: I E2B 05977659 (5) 

PRIMARY SOURCE REPORTER Global Introspection -MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sore throat 

Source of assessment (B,4,k,18,Z) Method of assessment (fiJ.4,k.18,3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sore throat 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

Med ORA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Sore throat 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sore throat 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sore throat 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sore throat 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Unknown cau$e of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA ve~ion (B,4.k ,18,1a) Reaction assessed (6.4.k, 11!, 1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k,18..2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

I Page~9 

Unknown 

Result (B.4,k,18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

---
Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 
·-

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 
-
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Canada Vigilance AER#: I E2B 05977659 (5) 

Source of assessment (B.4.k,18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Rliaction assessed (B.4.k.18.1 b) 

26.0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18, 1 b) 

26.0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Wound 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Wound 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Glooal lntro~pei;;lion 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect INFLUENZA VACCINES 

Active Substance names (B.4.k.2.2) 

influenza virus vaccine 

country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Struetured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

I PageH O 

Result (B.4,k,18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. 18-.2) 

PHARMAC~UTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACE::UTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

I E2B 05977659 (5) I PageUl 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Burning sensation ln eye 

Method of aSSl!SSment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Burning sensation in eye 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Diarrhea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Drug dose ad.ministration interval too long 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18A) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Resu It (B.4.k.18.4) 

Not Applicable 
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Canada Vigilance AER#: I E2B 05977659 (5) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Drug dose administration interval too long 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.l) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Exertional dyspnea 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.l) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Exertional dyspnea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 High pulse rate 

Source of assessment (B.4.k .18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 High pulse rate 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Hospitalization 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Hospitalization 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k, 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Increased blood pressure 

Source of assessment (B.4.k.1 a.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Increased blood pressure 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.l) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Injection Site pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.l) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Injection site pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

I 
PageU2 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Resu It (B.4.k.18.4) 

Not Applicable 

Result (B.4,k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Resu It (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Resu It (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not A pplicable 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: I E2B 05977659 (5) 

PRIMARY SOURCE REPORTER Global Introspection -MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lung infection 

Source of assessment (B,4,k,18,Z) Method of assessment (B.4,k, 18,3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lung infection 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Oxygen saturallon decreased 

Sourc11 of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Oxygen saturation decreased 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sore throat 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sore throat 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cau$e of death 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA ve~ion (6.4.k,18,1a) Reaction assessed (6.4.k, 11!, 1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection -
MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Wound 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Wound 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

I Page U 3 

Not Applicable 

Result (I3.4.k,18,4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

---
Resu It (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
--

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 
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lcanada Vigilance AER#: le2s 05977659 (5) Page,141 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form {B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministratlon? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S..2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

['c'ail"ada Vigilance AER#: le2s 05977659 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CEPHALEXIN 

Active Substance names (B.4.k.2.2) 

cephalexin 

country drug 01>ta1nee1 (H.4.K.:l.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosago Info (B.4.k.5) 

500 Milligram 

Dosage text (B.4.k.6) 

500 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202~ 
CCYYMMDD 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Dosage maintained 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (8.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

' 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05977659 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AZITHROMYCIN 

Active Substance names (B.4.k.2.2) 

azithromycin 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

250 Milligram 

Dosage text (8.4.k.6) 

250 mg 3x/week 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 
.• 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

['c'ail"ada Vigilance AER#: le2s 05977659 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREDNISONE 

Active Substance names (B.4.k.2.2) 

prednisone 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

50 Milligram 

Dosage toic:t (B.4.k.6) 

50 mg 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug use for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CCYYMMDD 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Not Applicable 
' 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (8.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k, 18.1 b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

PATI ENT HAS PASSED AWAY 

(B.2.i.O) Curront n:iactlon 

MedDRA ver sion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

(B.2.i.1.a) Reactionlevent MedDRA term(LL T) 

Unknown caus e o f death 

{B .2.i.2.a) Reaction/event MedDRA term (PT) 

(B.2.i.1.b) 

(B.2.i .2.b) 

Result (B.4.k.18.4) 

Result (8.4.k.18.4) 
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26 . 0 Death 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

Reaction first time (8.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Fa tal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

SHE IS IN HOSPITAL 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Hospi t.alization 

MedDRA version for 
(B.2.1.2.a) Reaction/event ModDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Hospitalisation -
IEnd Date I Duration 

-
Term hlghtllghted by the reporter? (B.2.1.31 Start Date (8.2.1,4) (8.2.1.5) (8.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not :resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

LUNG INFECTION, PATIENT HOSPITALIZED DUE TO PNEUMONIA LAST TO 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Lung infection 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

reaction/event term PT 

26 . 0 Pneumonia 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] I Duration (B.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SHORTNESS OF BREATH (SOB) ON EXERTION/PATIENT SOB ON EXERTION 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Exe rtiona l dyspnea 

MedDRA ve·rslon for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Dyspnoea exerti onal 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i,4) IEnd Date (8.2.i.5) I Duration (8.2.i.6) 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Recovering/ r esolving 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

LOW 02 SAT READING OSCILLATING FROM 80% TO 93% W/ 1 . 5 LPM RA,VERY LOW UNSTABLE 02 
60 TO 64% I VERY LOW 02 SATURATION OSCILLATING AT 56MMOL/L I HAD 50% 0 2 SATURATION 
LAST WEEK 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Oxygen saturation decreased 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Oxygen aaturation decreased 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Durat ion (B.2.i.6) 

202~ 

Reaction first t ime (B,Z,i,7,1) Reaction last time (B,Z,i,7,ZJ Outcome (B,Z,i,81 

573 Days Recovering/resolving 

!Reaction/event as reported by primary source (8.2.i.O) Current reaction 
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CHEST PAIN 4 ON 10 LAST WEEK BUT EVENTUALLY WENT AWAY 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Chest pain 

MedDRA version for 
(B,2.1.2,a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Chest pain -
IEnd Date I Durat ion Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.U) (B.2.1.5) 

2022■ 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Recovered/resolved 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

PATIENT REPORTED FELT PAIN AT INJECTION SITE I BURNING SENSATION AT START 
INJECTION BUT RESOLVED 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 Inject.ion site pa.in 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Injection sitepa,J.n 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Unknown 

Reaction/event as reported by primary source (8.2.i.()) Current reaction 

DIARRHEA 
MedDRA ve:rslon for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 0.1arrhea 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Diarrhoea 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) I Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B2.i.7.2) Outcome (B.2.i.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

WOUND DRESSING ON LEFT SMALL & 2ND FINGER 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Wound 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Wound 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] I Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Ut1known 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HIGH BP 190/123 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Increased blood pressure 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PTI (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Blood pressure increased 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) !End Date (8.2.i.5] I Durat ion 

I 

OF 

PageH91 

(B.2.1.6) 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 

(8.2.i.6) 
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Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.a1 

677 Days 

Reaction/event as reported by primary source (B.2.1.1)) Current reaction 

BURNING SENSATION TIME TO TIME FROM BOTH EYES 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26. 0 

(B.2.i.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Bur ning sensation i n eye 

Reaction/event MedDRA term (PT) 

Eye i rri ta t ion 

(B.2.i.1.b) 

(B.2.1.2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B,2.1.7,1) Reaction last time (B.2.1.7.2) Outcome (e.2.1.s1 

Reaction/event as reported by primary source 

SORE THROAT 

(B.2.i.O) 

Unknown 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Sore i:::hroat 

Reaction/event MedDRA term (PT) [B.2.1.2.b) 

Oropharyngeal pain 

Start Date (B.2.i.4) End Date (B.2.i.51 Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

HIGH PULSE RATE 

(B.2.i.O) 

Unknown 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2,i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

High pu l se rate 

Reaction/event MedORA term (PT) (11.2,i.2.b) 

Heart rate increased 

Start Date 10.2.1.4) End Date (B.2.1.51 

202-

Durat ion 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

820 Days Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PATIENT MISSED SCHEDULED DOSE OF INJECTION ON- 2022. PATIENT'S CURRENT 

(B.2.1.61 

(B.2.i.6) 

(B.2.1.6) 

INJECTION 2022) OUTSIDE THE 7-DAY TREATMENT WINDOW. LAST DOSE OF DRUG WAS 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

2022. 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

Drug dose administration inte rva l too long 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Inappropriate s c hedule of product admi nistration 

Start Date (B.2.U) End Date (B.2.1.5) Durat ion (B.2.1.6) 

202- 202- 1 Days: 
CCYYMMDD CCYYHl-100 

(B.2.1.7.2) (B.2.i.8) 

This case was reported by a cons umer via pat i ent support programs and doscribed the occu rrence of u nknown cause of 
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number YK7H, expiry date 30th June 2023) for eosinophilic asthma . 

Co-suspect products included rnepolizumab pre-filled s yringe devic e i njection syringe (batch number YK7H, expiry 
date 30th June 2023) ror- eosi nophilic asthma, mepolizumab solutjon for i njecti on in pre- fjlled syringe {bat ch 
number LK8K, expiry dace 30th November 2023 ) for eosinophilic as~hma , mepolizumab pre- filled syringe device 
injection syr i nge (batch number LK8K, expiry date 30th November 2023) for eosinophil ic asthma , mepolizumab 
solution for injecti on in pre-filled syringe (batch number GH8D, expiry date 28th Febr uary 2025} for eosinophilic 
asthma, mepolizumab pre-filled syringe device injection syringe {batch number GH8D, expiry date 28th February 
2025} for eosinophilic asthma, Flu Seasonal QIV Quebec {Canadian influenza vaccine Quadrivalent 2022-2023 season) 
for prophylaxis and covid- 1 9 vaccine for covid-19 proph ylaxis . 

Concurrent med i ca l conditions included allergy to a nt.ibiotic (Bactrim) . Additional s ubject not.es inc luded no 
patient history . Conc.omitant products included cefalexin (Cephalexin) , azithromycin and prednisone . 

0- 2020 , the patient started mepolizumab (subcutaneous) 10D mg (every 4 weeks) , mepolizumab pre-fi lled 
s~~ mepolnurnab lsubcutanPo" s) 100 rog (every 4 weeks ), mepolizc,mab pre-filled syringe device, 
mepolitumab (aul:>cutaneou•J 100 mg (every 4 1,•eelts ) and mepolizumal.> pre-filled syringe device . On an un known date, 
tl~e patient received cgg@"H@@ 1Pfl nenza vaccine Qua d r ivalent 2022 - 2023 season and covid- 19 vaccine at an unknown 
dose and frequenc y . Orlll 1111 11111'022, 573 days aft.er s t.art.ing mepolizumab, mepol izumab pre-filled syringe 
clevice, mepolizumab , mepolizumab pro-filled syringa de-vice , mepolizumab and mopolizumab pre-filled syrinqe device 
and not appllco:blo aiter receivin<J Canadia enza vaccine Quadrivdlent 2022-2023 e~ason , f)]f pgfjpnt 
exper Jenceci oxygen saturatlo1, dac.:reased. 11 022, the patb!nt experh.rncetJ cha.st. pain. On 111111111 2022' , t he 
patient experienced increased blood pressure. iiijllliiiiliiill 2022 , t.he patient.. experienced hjgh pul.se 1ate and 
drug dose administration interval too long . On an unknown date , the patient experienced unknown cause of death 
{serious c riteria death and GSK medically significant) , hospitalization (serious criteria hospitalization) , lung 
infect1on (serious criteria h ospitaliza tion and GSK medically sign1ficant) , exertional dyspneei , .inject.ion site 
pain, diarrhear wound, burning sensation in eye and sore throat . The subject was treated with salbutamol 
(Ventolin} and arno:x:icillin + clavulanate potassium (Amox iclav} . Mepoliz.umab ...,as contin---nge . 
Mepol i2umab was continued with no change. Mepolhumab was continued wi t h no cha nge . On 2022, Lhe 
outcome of the drug dose a dministrat.ion interval too l o ng was unknown . On .an unknown da e , e ou come of t.he 
unknown cause of death was fatal and the ou tcome of the hospitalization was not recovered/not resolved and the 
outcome of the increased blood pressure , high pu lse rate , lung infection , injection site pain , diarrhea , wound, 
burning sensation in eye and sore throat 1,o.1ere unknown and the outcome of the oxygen saturation decreased and 
exertional dyspnea were recovering/resolving and the o u tcome of the chest pain was recovered/ resolved . The 
reported cause of death was unknown cause of death. 

l't. was unknown if the reporter considered the unk no wn cause of death , hospitalization, exertiona l dysE?nea, oxygen 
saturation decreased, chest pain , injection site pain , diarrh@a, wound, increased blood pressure , burning 
sensation in eye, sore throat and high pulse rate to be related to rnepolizumab , mepoli zumab pre-filled s yringe 
devic e, mepolizurnab , mepolizumab pre- filled syringe device , mepolizumab and mepolizumab pre- filled syiinge device . 
The reporter considered the l ung infectio n to be unrelated to mepolizumab , mepolizumab pre-filled syringe device , 
roepolizumab, mepolizumab p re-filled syringe device, mepolizurnab and mepolizumab pre- filled s y r inge device . It was 
unkno wn if the reporter cons i der ed the unknown ca use of death , l ung infection and high pulse rate t o be related to 
Canadian influenza vacci ne Quadrlvalent. 2022- 2023 season . This report is made by GSI< without prejudice and does 
not imply a ny admission or liability for the i n ciden t or its consequences . 

Linked case I s l involving the same patient : Cll2 020AMR099985, CA2020 AMR127 54 4, CA2021AMR06259J , Cll2021AMR20744 4 , 
CA2021AMR25012 4 

GSK Receipt Date : - 2022 
Reporter ' s Commen ~ sion report: Patient shortness of breath on exer tion . Took ventolin as needed. 
Patient said she felt better when she was sitting do i,m . Injection •,,1ell tolerated. No other issues . Patien t stable 
at departu re . No further inforrnation pro vided. Other products were unknown . Patient took Mepolizumab as Nucala 
ever y 4 weeks . 

Follow-up informati on received on 2022 . This follow-up was consid€.red significant . Reporter ' s CoT!'.ments : 
This case r ecei ved f r om Nucal a Patient Support Program (Vista). Post infus ion report : Pat i ent Shortness of breath 
on exertion gradually stabilized . Low Oxygen saturation reading oscillating from 80 percent to 93 perc ent wi th 1 . 5 
liters per minute Pf'fZSP n; tient took Ventolin earlier. Patient stated she had undergone an ENT (ear, nose , and 
throat} /ORL exam 111111 1~0 22 . Injection tolerated well . No i ssues . Patie nt s table at departure . Patien t 
received Nucala for severe eosinophilic asLhma . No (urthe r )nformation provided. 
Summary of Changes : Alle rgy of Bactrim and e vent of oxygen saturation decreased a dded. Outcome of Exertional 
dyspnea updated . 

Follow-up information received on 022 . Th i s follow- up was considered significant . 
Reporter ' s Comments : Patient SOB (shortness of breath) on exertion . 02 oscillating from 81% to 92% w/ 1 . 5 LPM 02 , 
stabil i zing at rest. Patient denied a ny other adverse e ven t since last treatment . P~tient said decreased 02 
happens all the time even ••ith smal 1 effort l ik:e going to the bathroorn, etc. tnjection well tolerated . No voiced 
complain t s4 Patient stable at. my departure . N"o further information provided . 
Summary of changes : added lab data , updated evE'!nt verbatim . . 

Follow-up information received on 022 . This f ollow- up was con sidered s ignificant . 
Reporter ' s Comments : Case was received via Nucala Patie nt Support Program (Vista). Post infus ion report : Patient 
stated she had chest pain 4 o n 10 las t week but eventually went away . Patient had 4th dose Covidl9 Vaccine on 
22ndApr . Oxygen saturation oscillating between 88percent t o 9lpercent with 1 1/2 LPM 02 after walking 4 steps & 
resting for 5 rnins . Pa tient said she felt fine . I nject.ion well tolerated. No i ssues . Advised to seek prn . No 
further information provided . It was unknown if the repor t e r considered the exertional dyspnea, oxygen saturation 
decreased and c hes t pain to b e related to covid-19 vaccine. 
Summary of changes : Product detai ls, eve nt details and lab data , updated . 

Follow-up information rf!ceivf!d on - 022 . This follow- up was consid2red s ignificant. 
Reporter ' s comment: Patient stable when nurse a=rived . Patient reported felt pa in at inj ection site th~ evening 
after l ast tx , added pain did not last long . Patient said 2 weeks ago, she had diarrhea that lasted a day . Band
aid dre s sing noted on left small finger and second finger . Patient uncertain what caused small wound . Injection 
well tolerated. No immed iate site r eaction . Patien t (,,•as stable . 
Summa r y of changes : Jojection s.ite pain, d i ar:r h ea aod Wo und event was added . 
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Follow- up information received on - 202 2 . This follow- up was considered s i gnificant . 
Reporter ' s Comments : Post infusion reported that patient Shortness Of Breath on exertion wal] i nq 3 meters a round 
room. Patient reported had high Blood Pressur e 190/123 and ver y low 02 66 percent AA last after taking 
more than 5 minutes shower fcom new c aregiver . Patient said EMS was not. called as vitals gra ually stabilized . 
Patient seen Ophthalmologistll■••·2022 & awaiting e ye surgery . Patient said been two a nd half year5 feeling 
burning sensation time to time from both e yes . Patient complaint of burni ng sensation at start of i njection but 
resolved. eaL ;ent stable. No further informa tion provided . 
Summary of changes : lab details added , Added event details for I ncreased blood pressure a nd eye irritati on . 

Follow-up infor mation received on- 2022 . Thi s follow- up was considered significant . 
Repor~er ' s Comments : Post Injection report: Patient reported past week she experienced very low unstable 02 
between 60 to 64 percent but gradually stabilized after increasing 02 aid from 1 . 5 percent to 2 percent LFM. 
Pati e nt said she was Rx lung e xercises by Dre with a Respiratory Therapist via on line under Pulmonary Rehab 
Prog ram. Pati e nt said Dr was a.,iare . Injection well t olerated . No further j nforroat.lon provided . 
Summary of Changes : Updated event term and narrative . 

Follow-up information received on- 2022 . This folloi,,,•- up was considered significant. 
Reporter ' s Comments : 2022 ~ ection report patient stable when nurse arrived . Patient reported had 

i::> " low 02 s,;1tucr1 Li on osc1llating dL 56mmo1 /L ii round 2 •1,1Aeks r190, . Pc;1lient had prednisone 50mg x to d«y!'i since .. 
2022 and 5mg x 5 days thP.reafte r. pArt of her action pltin. Ptltienr stnted she wa s benf'fiLing from nucal" n:,; ~ 

a not be..,n hoopiealitccl 3incc poet year. Pati◊nt adde d • he fe<>l • qood doing he r vi ttuaJ lunq exerci.s~• wHh 
therapists . rnjectlon well tolerated. Patient stable . No further information provided. 
Summary of Changes : Narrative updated. 

Follow- up infotkmat.ion rece ived o :022 . Thls follow- up \,•as considered signi fi cant . 
Reporter ' s Comments : Case was rece-1.veo v1.all!!l■■■■I Nucala Patient Support l?'rogra m (Vista) . Post i nfusion 
report : Patient stable when nurse a rrived . Sister pre.sent . Patien t stated currently on antibiotic Amo:xiclav 
875-12.Smg x 5 days since■■■■land Predn:isone 50m9' x 5 days sincelllldue to lung infection . Patient. added 
she currenC l y has sore throat but no fever. Patient added she was Covict negat i ve. Patient report.ed had $0per cent 
Oxygen saturation last week . Patient s aid she increased 02 to 2LPM pa3t 2 weeks. lnjection well tolerated . No 
immediat e site reaction. Patient s table at my depart . No fur ther information provided. It was unknown if the 
teporter conside ted the l ung in.Cect'ion and sore L.h r-oat to be related to covi.d- 19 vaccine . 
Summary of Changes : Lab data , product and event details updated . 

Follow-up infor mation received on- 2022 
Report.er ' s Comments : 'I'his c ase was received from Nucala patient support program (Vista). Patient• s caregiver 
called to cancel a tient 1 :s next appointment as she was in hospital . Reporter was un3ure if patient will be 
d ischarged befor:Jllllllland that she would like to cancel delivery of medication . Patient's caregiver 
stated L.hey woul ca aga.1n ·o reschedule . Other products unknown . Did not consent to cont.act . No CurL.het 
informati on provided. 
Summary o f Changes : Event added 

Follow-up information received on -2◊22 , 
Reporter ' 3 Comments : This report was received by Sitl■■■■■I - Nucala Patient Support Program ('vista). Pest 
infusion r eport . Patient was stable when purse arrived. Patient ' s niece was present , Niece s aid patient 
hospitalized due t o pneumonia last II I 1 !022 to - 2022 . Patient said continuing Cephalexin 500mg since. 

2022 finishinc;l■■■2022 . PatienL had regular Alithromycin 250 mg . she currently tai<e 3/week for preven 
measures . ~atient said had 5th dose Covid-19Vaccine and Flu Vaccine arourc 2022 . High pulse noted lOObpm 
stabilized at 89bpm after 15 minutes post treatment . Injection well toleratea . .No i1nrnediate site reasr-ts@· r atient 
•,,as stable. Patient missed scheduled dose of injection o, 022 . Pat~ currenL injection 111111 ~022) 
outside the 7- da y treatment window. Last dose of drug was a d.ministered on - 2022 . No further information 
provided. 
Summary of Changes : Products t.ab , pa t.ient tab, event s t ab ancl narrative got updated . 

The case was amended o- 2022 : The product start date wa8 amended Co-suspect product Canadian influenza 
vaccine Quadrivalent 2 - season s tart date - 2022 and covid- 19 vaccine start datel■■■l2022 were 
r erooV'ed fi.om stt.UClured field and kept in nart-ative o,,1y . 

Follow-up information rece i ved on - 2022 
Reporte::- ' s Comment : This repor t was received b y Si t.e·····••- Nucala Patient Support Program (Vista) . Post. 
infusion report. . Email received s eated the patient had passed away (death NOS). No f urthe r information provided. 
Summary of Change s : Patient tab, product tab, Eve nc tab a nd narrative upd ated . 

Reporter's comments (8.5,2) 

MedORA version for sender's diagnosis (8.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Death , Hospitalisation and Pne umonia are unlisted events which are considere d unre late d to GSK drug Me~olizumab 
and Mepolizumab prefilled syringe device . 

202■ 
CC'i' 

Unit (B.3.1e) 

unknown 

Laboratory test 

Normal low range (B,3.1.1) Normal high range (B.3.1.2) More info 

Yes 

(8.3.1.3) 
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ATIA-19(1) 

~ 

I E2B 05977659 Canada Vigilance AER#: 
Test date (B.3.1b) Test name (B.3.1c) 

202. 
CCY 

Oxygen saturation 

Unit (B.3.1o) Nor mal low range (B.3.1.1) 

1/min 

Test date [B.3.1b) Test name (B.3.1c) 

202 ... 
CCYYMMOO-

Oxygen saturat i on 

Unit (B.3.1e-) Normal low range (B.3.1.1) 

% 

Test date (B.3.1b) Test name (B.3.1c) 

2022-
Oxy gen sa turatior1 

CCHMMDD 
I- --- --
Unit (B.3.1e) Normal low range (B .3.1.1) 

\/min 

Tosi dato (B.3,1b) Tosi namo (B.3,1c l 

2◊2-
CCY • 

Oxygen s a turati on 

Unit (B.3.1o,) Normal low range (B.3.1.1) 

% 

Test date (B.3.1b) Test name (B.3.1c) 

202. 
CCY • . Oxygen saturation 

Unit (B.3.1e) Normal low range (B .3.1.1) 

% 

Test date (B.3.1b) Test name (B.3.1c) 

2◊2-
CCY • 

Bl ood pressure 

Unit (B.3.1o) Nor mal low range (B.3.1.1) 

unknown uni< 

Test date (B.3.1b) Test name (B.3.1c) 

202~ Oxygen sa t urat i on 
CCYYMMDD 

Unit (B.3.1o-) Nor mal low range (B.3.1.1) 

t 

Test date (B.3.1b) Test name (B.3.1c) 

202. 
CCYYMM 

Oxygen satura tion 

Unit (B.3.1e) Normal low range (B .3.1.1) 

% 

Test date (B.3.1b) Test name (B.3.1c) 

2022 
Oxygen saturati on ccn 

Unit (B.3.1e) Normal low range (B.3.1.1) 

t 

Test date (B.3.1b) Test name (B.3.1c) 

COVID-19 virus test 

Unit (B.3.1e) Nor mal low range (B .3.1.1) 

unknown unk 

Test date (B.3.1b) Test name (B.3.1c) 

Oxygen s a tu~ation 
f-- -
Unit (B.3.1o) Normal low range {B .3.1.1) 

% 

Test date (B.3.1b) Test name (B.3.1c) 

Oxygen saturati on 

Unit (B.3.1e) Normal low range (B.3.1.1) 

i 

Test date (B.3.1b) Test name (B.3.1c) 

Oxygen saturati on 

Unit (B.3.1e) Normal low range (B.3.1.1) 

---
(5) 

Test result 

1. 5 

I Normal high range (B.3.1.2) 

Test result 

93 

I Normal high range (B.3.1.2) 

Test result 

I. ~ 
- ~ 

I Normal high range (B.3.1.2) 

Tosi result 

88 

I Normal high range (B.3.1.2) 

Test result 

91 

I Normal high range (B.3.1.2) 

Test result 

BP 190/123 

!

Normal high range (B.3.1.2) 

unk 

Tes t result 

66 

I Normal high range (B.3.1.2) 

Test result 

so 

I Normal high range (B.3.1.2) 

Test result 

very low unstable 
but 

I Normal high range (B.3.1.2) 

Test result 

Negative value 

!

Normal high range (B.3.1.2) 

unk 

Test result 

80 

I Normal high range (B.3.1.2) 

Test result 

81 

I Normal high range (B.3.1.2) 

Test result 

92 

I Normal high range (B.3.1.2) 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

I
More info 

Ye s 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

I
More Info 

Yes 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

0 2 bet.ween 6 0 

I
More Info 

Yes 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

Ye s 

(B.3.1d) 

I
More Info 

NO 

(B.3.1d) 

I More info 

I Page, 23 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

to 64 percent 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 
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Canada Vigilance AER#: I E2B 05977659 (5) 
t I IYe s 

Test date (B.3.1b) Test name (B.3.1c) 

I

Test result (B.3.1d) 

Pulse rate 100 

Unit (B.3.1e) Normal low range (B.3.1.1) INonnal high range (B.3.1.2) 

I

More info 

beats/min Yes 

Test date (B.3.1b) Test name (B.3.1c) 

I

Test result (B.3.1d) 

Pulse rate 89 

Unit (B.3.1<>) Normal low range (B.3.1.1) I Nonna! high range (B.3.1.2) 

I
More Info 

beats/mi n Ye s 
Results of tests and procedures (B.3.2) 

-- --- ---- - ~ 

Patient M e dical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Allergy to antibiot ic 

Start date (8 .1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

Bactrim 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of dea t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B .1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.80) 

Indication MedDRA version (B.1.81.1) Indication (B.1.a1.21 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.sg.2) 

Weight (Kg) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history I Concurrent conditions text (B.1 .10.7.2) 

I Page,24 

(B.3.1.3) 

(B.3.1.3) 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

lather health professiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Mepolizumab Patient Support Program 

Sponsor Study no. (A.2.3.2) 

M b PSP 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

0th d 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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I ATI, 

D um r R d U 
lnforrnrrnon Act hv HP'111 CJOMS FO.Rtl\11 

~-19(1) I d1 ul LI ud I l I 

l'mfo maMn ar ante Cona ,j 

SUSPECT ADVERSE REACTION REPORT 

I I I 
I.REACTION INFORMATION 

I .PATIENT INTTIALS la.COUNrRY 2.DATE OF BIRTH 2o.AGE 3. SEX 4-6 REACTION ONSET 
(first. last) 

Canada Day 

I 

Month I Year Year., Day 

I 
Month I 

PRI VACY 
76 F 

7+13 DESCRIBE REACTION(S) (including relevant tests/lab data) 

PATIENT HAS l?ASSED AWAY (Unknown cause of death () 0063378 ), Death (100119()6)) -
Fatal 
Protocol z;elatedness : 
As per reporter : 
As per company : 

SHE IS IN HOSPITAL (Hospitalization ( 10074101), Hospitalisation (10054112 ) ) - Not 
recovered/not reso l ved 
Protocol relatedness : 
As per reporter : 
As per company: 

LUNG 1N FECTIO!il , l?A1' I ENT AOSIITALIZED DUE TO PNEUMONI A LAST TO 
(Lung infection ( 1006122 9 ) , Pneumonia I 10035664 l) - Unknown 
Protocol rela'\:edness : 

As per repot'ter : 
As p<;,r cqmpany : ' 

Cont .. . 

II.SUSPECT DRUG(S) INFORMATION 

J 4. SUSPECT ORUG(S) (in.elude gencric name) 

MEPOLIZUMAB (mepolizumabJ, YK7H 

Cont. . . 

I 5. DAILY DOSE(S) 

1

16. ROUTE(S) OF ADMINISTRATION 

100 mg, Z evecy 4 weeks (100 m.g) Subcutaneous 

17. INDICATION(S) FOR USE 
{10068462 - Eosinophilic asthma ] 

(10068462 - Eosinophilic asthma ] 

Cont . . . 

18. 11-lERAPY DATES(fi-onlito) 119. THERAPY DURATION 
2020 -

Ill.CONCOMITANT DRUG(S) AND HISTORY 

22.CONCOMJTANT DRUG(S) AND DATES OF ADMJNISTRATION (exclude those u.wd to u~~t re~ction) 

CEPHALEXIN(cepha l exin ) (NOT - 2022 - 500 mg ( 500 mg) 

Sl?ECU'lED) 

AZITHROMYCIN(azithromycin) (NOT 250 mg 3x/week (250 

Sl?ECIFIED) mg) 

23. OTHER RELEVANTI:lt STORY (e.g. diaguos1ic:;. allergic,. prognancywitlJ la& inonth ofpe)jod, clc.) 
Jib patient hist,ory 

Concurrent Disease : 
[10082424 - Allergy to an tibia tic] ( Continu ing : Yes) : Bactr-i m 

"" 

fY.MANUFACTURER INFORMATION 

24a. NAME AND ADDRESS OF MANUR~CTURER 
Initial Reporter : 

HealthCanada - Post Market PRIVACY 
Canada Canada 

EudraCT no : 24b. MFR. CONTIWL NO. 
Study no : Mepol1.zumab - PSP E2B 05977659 
Center no : -

Cont . . . 

24c. DATE RECEIVED 24d. REPORT SOURCE 

BY MANUFACTURER □ STUDY 0 LITERA:fURE □ AUTHORITY 

022 1K] HEALTH PROffSSIONAl. □ OTHER 

DATE OfTflJS REPORT 25a. REPORT TYl' E 
05/10/7023 0 1NrnAL KJ FOLLOWVP 

Cont. . . 

I I I I I I I I 
8-12 CHECK ALL 

Year APPROPRJXTE 
TO ADVERSE 
REACTION 

Ix) PA:11ENT DIED 

Ix) INVOLVED OR 
PROLONGED INPATIENT 
HOSPITALIZATION 

0 JNVOLVED PERSISTENCE OR 
SIGNIFICANT DISABILITY OR 
fNCAl'ACITY 

□ LfFE THREATENING 

□ CON<lENITALANOMALY 

Ix) O11-lER MEDICALLY IMPORTANT 
CONDITION 

20.OTD REACTION ABATE 
AFTER STOPPfNG DRUG? 

□ YES □ No □ NA 

21.DID REACTION 
REAPPEAR AFTER 
REINTRODUCTION? 

□ YES □ NO □ NA 

C'Ant-

= Continuation attached sheet(s) 
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ATIA-19(1) 
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Page : ~ / Ii 
J I 

on muation Sheet for CI OMS report Mfr. Control No. :E2B_059717659 

Reaction Information ( Coot. .. ) 

Seq. No. 
Reacrion 

1 
PATIENT MISSED SCHEDULED DOSE OF INJ ECTION ON ■-■12022 . PATIENT ' S CURRENT 
INJECTION 022 ) OUTSIDE THE 7-DAY TREATMENT WINDOW . LAST DOSE OF DRUG 
WAS ADMINISTERED ON 2022. (Drug dose administration interval too long 
(10064320) , 1napp:ropriate &chedule of p r oduct administration (10081572) ) 

Duration l D 

Describe Reaction(s)(Include relevant test/lab data) ( Cont ... ) 

SHORTNESS OF BREATH (SOB) ON EXERTION/PATIENT SOB ON EXERTION (Exertional dyspnea {10055548) , Dyspnoea 
e xertional (10013971 )) - Recovering/resolving 
Protocol relatedness : 
As per reporter : 
As per company : 

LOW 02 SAT READING OSCILLATING FROM 80% TO 93% W/ 1 . 5 LPM RA, VERY LOW UNST1>.BLE 02 60 TO 64% / VERY LOW 02 
SATURATION OSCILLATING AT 56MMOL/L / HAD 50% 02 SATURATION LAST WEEK {Oxygen saturation decreased (10033318), 
0 Kygen saturatio~ decreased (10033318)) - Recover ing/reso lvi ng 
Protocol relatedness: 
As per reporter : 
As per company : 

CHEST PAIN 4 ON lO LAST WEEK BUT EVENTUALLY WENT AWAY (Chest pain (L0008479) , Chest pain !10008479) ) -
Rec-0vered/re solv~d 
Prot ocol r e l atedness : 
As -per reporter : 
A-s p.e r company : 

PATIENT REPORTED FELT PAIN AT IliJECTION SITE / BURNING SENSATION AT START OF INJECTION BUT RESOLVED {Injection 
site pain (1 0022086 ) , Injection site pain (l0022086) ) - Unknown 
Protocol relatedness : 
As per repor ter : 
As per company : 

DIARRHEA {Diarrhea (10012727) , Di arrhoea (10012735) ) - Unknown 
Protocol relatedness : 
As per reporter : 
As per company : 

WOUND DRESS I NG ON LEFT SMALL & 2ND FINGER {Wound (10052428 1, Wound (10052428)) - Unknown 
Protocol relatedness : 
As per reporter : 
As per company : 

HIGH BP 190/123 ( Increased blood pressure (1002 1655) , Bl ood pressure increased (1 0005750 ) ) - Unknown 
Protocol relatedness : 
As per reporter : 
As per company : 

BURNING SENSATION TI ME TO TIME FROM BOTH EYES (Burning sensation in eye (10006786) , Eye irritation (10015946) ) 
- Unknown 
Protocol relatedness : 
As per rep6crter : 
As per company : 

SORE THROAT (Sore throat~ \10041361) , Oropharyngeal pain (1006831 9)) - Unknown 
Prot ocol relatedne~s : 
A,; per repor ter : 
As· _per company : 

HIGH PULSE RATE ( High pul se rate- (10020081 ), Heart rate i.n.creased {l.0019303) ) - Unknown 
Protocol relate dness : 
As per reporter : 
As- per company : 

PATIENT MISSED SCHEDULED DOSE 0~ INJECTION ON 2 022. PATIEN • . ll ENT INJECTION 2022 ) OU'l'SIDE 
THE 7-DAY TREATMENT WINDOW . LAST DOSE Of DRUG WAS ADMINTS 'l'ERED ON 2022 . (Drug dose administration 
interval too long (10064320) , Inappropriate schedule of product a inis ration (10081572) ) - Unknown 
Prot ocol relatedness : 
As per reporter : 
As per company : 

Case leve l outcome : Fa tal 

This case was reported by a consumer via patient support programs and described the occurrence of unknown cause 
of death i n a 76- year-old female pati ent who received mepolizumab solution for i njection in pre-filled syringe 
(b a tch number YK7 H, expiry date 30th June 2023 ) for eosinophilic asthma . 

Co- suspect products i ncluded mepolizumab pre- filled syringe device injection syringe (b a tch number YK7H , expiry 
date 30th June 2023 ) for eosinophili c asthma , mepolizurnab solution for injection i n pre- filled syringe {batch 
number LK8K, expiry date 30th November 2023) for eosinophi lic as t hma , rnepolizumab pre-fil led syringe device 
injection syringe (batch number LK8K, expiry date 30th November 2023) for eosinophilic asthma , mepolizumab 
solution for i njec tion in pre-fl l l ed syri nge (batch number GH8D, expiry date 28th February 2025 ) for 
eosinophilic asthma , mepolizumab pre-fi l l ed syringe device inject i on syringe (batch number GH8D, expiry date 
28th February 2025) for eosinophil ic asthma , Flu Seasonal QIV Quebec (Canadian influenza vaccine Quadrivalent 
2022- 2023 season) for prophylaxis and covid- 19 vaccine for covid- 19 prophylaxis . Page: 1,047 of/de 2,140 
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ATIA-19(1) 
on muation Sheet for CI OMS report Mfr. Control No. :E2B_059717659 

Concurrent medLcal conditi ons included allergy Lo antLbiotic (BacLrLm). Additional subject notes included n o 
patient history . Concomita nt products included cefalexin (Cephal exin) , azithromyci n and prednisone . 

On--2020 , the patient started mepolizumab (subcutaneous) 100 mg (every 4 weeks) , mepolizumab 
pr~ inge device, mepolizumab (subcutaneous) 100 mg (every 4 weeks) , mepolizumab pre- filled syringe 
device, mepolizumab (subcutaneous ) 100 mg (every 4 weeks) and mepolizumab pre - filled syringe device . On an 
unknown date , the patLent received Canadian ... cci ne Quadrivalent 2022-7023 season and covid-19 
vaccine at an unknown dose and frequency . o 2022 , 573 days after starting mepolizumab , mepolizumab 
pre- filled syringe device, rnepolizumab, mepo 1zurna pre- filled syringe device, mepolizurnab and mepolizurnab 
pre- filled syringe device and not applicable after receiving Canadian influenza vaccine Quadrivalent 2022- 2023 
season, the patient experienced oxygen saturation decreased . In- 20~ t • t experienced chest pain . onlllilliil12022, the patient experienced increased blood press~ On 2022 , the patient 
experiencea high pulse rate and drug dose administration interval too . , nown date, the patient 
experienced unknown cause of death (serious criteria death and GSK medically significant ), hospitalization 
(serious criteria hospitalization ), lung infection (serious criteria hospitalization and GSK medically 
significant} , e xerti onal dyspnea, injection site pain, di arrhea, wound, burning sensation in eye and sore 
t hroat . The subject was treated with salbutamol (Ventolin) and amoxicil l i n , clavulanate potassi um l~moxi clav). 
Mepolizumab was continued with no change . Mepolizumab was continued with no change . Mepolizumab was continued 
with no change. onlllllll,1•2022 , the outcome of the drug dose administration interval too long was 
unknown . On an unknown oate , t he outcome of the unknown cause of death was fatal and t he outcome o f the 
hospitalization was not recovered/not resolved and the outcome of the increased blood pressure, high pulse 
rate, lung i nfection, i njection site pain, diarrhea , wound, burning sensation in eye and sore t hroat were 
unknown and the ou tcome of t he oxyqen saturation decreased and oxortional dyspnoa were recovering/resolving and 
the outcome of the chest pain was recovered/resol ved. The reported cause of d eath was unknown cause of death . 

lt was unknown if t he reporte~ considered the unknown cause of death , hospitalization, exertional dyspnea, 
okygen saturat~on decrea$ed , chest pain, jnjectton site pa i n , diarrhea , wound , i ncreased blood pressure , 
burning sensation in eyec, sore ~broat and high pulse rate to be related to mepolizumab, mepolizumab pre- filled 
syringe device, mepolizumab, mepoli.zumab pre- filled syringe device, mepolizumab and mepolizumab pre- filled 
syringe device . The reporter considered the iung infection to be unrelated to mepolizumab, mepol izumab 
pre- filled syrin~e device, mepolizumab, mepolizumab pre-filled syrin9e device , mepolizumab and mepolizumab 
pre- filled syringe device . It was unknown if the reporter considered the unknown cause of death , lung infection 
and high pulse rate to be related to Canadian influenza vaccine Quadrivalent 2022 - 2023 season . This report is 
made by GSK without prej udice and does not imply any admission or liability for the incident or its 
consequences . 

Linked case(s) involving the same patient:CA2020AMR099985 , CA2020AMR127544 , CA2021AMR062591 , CA2021AMR207444 , 
CA2021AMR250124 

GSK Receipt Date : - 2022 
Reporter ' s Comrnen . .:, usion report: Patient shortness of breath on exertion . Took ventolin as needed . 
Patient said she felt better when she was sitting down . Injection well tolerated . No other issues . Patient 
stable at departure . No further information provided . Other products were unknown . Patient took Mepolizumab as 
Nucala every 4 weeks . 

Follow- up information received on - 2022 . This fo l low- up was considered significant . Reporter ' s 
Comments : This case received from ~ atient Support Program (Vista) . Post i nfusion report : Patient 
Shortness of breath on e xertion g r adually s tab il ized . Low Oxygen saturation reading oscil l ating from 80 percent 
to 93 percent wi t h 1 . 5 liters per minute oxygen . Patient too k Ventol i n earlier . Patient stated she had 
undergone an ENT (ear, nose, and throat) /ORL examlllll■l2022 . lnjection tolerated wel l . No issues . Patient 
stable at departure . Patient recei ved Nucala for severe eosinophilic asthma . No further information provi ded . 
Summary of Changes : Allergy of Bactrim and event of oxygen saturation decreased added . Outcome of Exertional 
dyspnea updated . 

Follow-up information received on - 2022 . This follow-up was considered significant . 
Report:er ' s Comments : Patient SOB(shortness of breath) on exertion . 02 oscillating fr:om 81% to 92% w/ 1. 5 LP-M 
02 , stablll z1ng at rest . Patient:' denied any other adverse event since last treatment.° Pati,ent said decreased 02 
happens al l the time even with smal:t effort like going to the bathroom, etc . Injection well tolerated . No 
voiced complai r1ts . Pati ent stable at my departure . No fu rther information provided. 
Summary of changes : added l ab data, updated event vea:-b'at i m .. 

Fol l ow- up i nformation received con ~ 022 . This follow - up was considere~ significant . 
Reporter ' s Comment s : Case was received via Nucala Patient Support Program (Vista) . Post infusion report : 
Patient stated she had chest pain 4 on 10 last ,,eek but eventually went away . Patient had 4th dose Covid19 
Vaccine on lllll Oxygen saturation oscillating between 88percent to 91percent with 1 1/2 LPM 02 after 
walking 4 st:eps • resting for 5 mJ.ns . Patient said she felt fi ne . Injection well tolerated. No i ssues . Advised 
to seek prrr . No further lnformation provided. It was unknown if the reporter considered tche exertional dyspnea, 
oxygen saturation dec~eased and chest pain to he related to covid-19 ·v accine. 
Summary of changes: Product details , event details and lab data , updated . 

Foll ow- up information received on - 2022 . This follow - up was considered significant . 
Reporter ' s comment: Patient stabl~ urse arri ved . Patient r eported felt pai n at injection site the evening 
after last t x, added pain did not last long. Patient said 2 weeks ago, she had diarrhea that lasted a day. 
Band-aid dressing noted on left small finger and second f inger. Patient uncertain what caused small wound . 
I njection welJ tol erated . No immediate s ite react i on . Patient was stable . 
Summary of changes: Injection site pain , diarrhea and Wound event was added . 

Follow- up information received on ~ 022 . This follow - up was considered significant . 
Reporter ' s Comments : Post i nfus i o ~ d that pati ent Shortness Of Breath on exertion walki ng 3 meters 
around room. Patient reported had high Blood Pressure 190/123 and very low 02 66 percent RA last········ after 
taking more than 5 minutes shower from new caf e qiver . Patient said EMS was not called as vitals g<au ua i iy 
stabili~ed . Patient seen Ophthalmologist 2022 & awaiting eye surger y . Patient sa i d been two and half 
years feeling burning sensation time to time rom both eyes . Patient complaint of burning sensation at s tart of 
injection but resolved . Patj ent stable . No further inf ormation provided . 
Summary of changes : lab details added , Added event details for Increased blood pressure and eye i rritation . 

Follow- up information received on 2022 . This follow - up was considered significant . 
Reporter ' s Comments : Post Injection report : Patient reported past week she experienced very low unstable 02 
between 60 to 64 percent but gradually stabilized after increasing 02 aid from 1.5 percent to 2 percent LPM. 
Patient said she was Rx lung exercises by Dre with a Respiratory Therapist via online under Pulmonary Rehab 
Program . Patient said Dr was aware . Injection well tolerated . No further information provided . 
summary of Changes , Updated event term and narrative . Page: 1,048 of/de 2,140 
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Fol l ow-up i nformation received on - 2022 . 'rhi s follow-up was considered signi ficant . 
Reporter ' s Comments : 02 Sep 2 022 ~ ection report pati ent stable when nurse arrived . Patient reported had 

-

w 02 saturati on osc i llating at 56mmol/L around 2 weeks ago . Patient had prednisone 50mg x 10 days since 
2022 and 5mg x 5 days thereafter part of her action plan . Patient stated she was benefiting from nucala 
had not been hospitalized since past year . Patient added she feels good doing her virtual lung exercises 

with therapi sts . I njection well tolerated. Patient stable. No f urther information provi ded . 
Summary of Changes : Narrative updated . 

Follow- up information r ecei ved on - 2022 . This follow- up was considered significant . 
Reporter ' s Comments : Case was rece~ a Nucala Patient Support Program (Vista) . Post infusion 
report : Patient stable when nurse arrived. Sister present. Patient stated currently on antibiotic Amoxi clav 
875- 125mg x 5 days since- and Prednisone 50mg x 5 days since ■■■■ due to lung infecti on . Patient 
added she currently has t but no fever . Patient added she was covia negative . Patient reported ha.ct 
50percent Oxygen saturation last week . Patient said she increased 02 to 2LPM past 2 weeks . Injecti on wel l 
tolerated. No immedi ate site reaction . Patient stable at my depart. No further i nformation provi ded . It was 
unknown if the reporter considered the lung infection and sore throat to be related to covid-19 vaccine. 
Summary of Changes : Lab data , product and event details updated . 

Fol low-up informa.ti on rece i ved on ?022 
Reporter ' s Comments : This case was received from Nucala patient support program (Vista) . Patient ' s caregiver 
cal led to cancel patient ' $ next appoi n tmen t as she was in hospita l . Reporter was unsu re if patient will b e 
d ischarged before October 28th and that she would J ike to cancel deli.very of medi cat ion . ~atient ' s caregiver 
s ~aLed they would call again to reschedule . Oth e r products unknown . Did no r consent to contact . No further 
i n formation provided. 
Summary of Changes: Event added 

Fol low- up infoLmation received o 2022 . 
Reporter ' s Comments : This report. ·was received by Site - Nucala Patient Support Program (Vista) . 
PQst infus,io·n report . Patient was stable when nurse a . t.- ' s niece was present~ Niece said patient 

-

li zed due to pneumoni a last 2-022 to 022 . Pa t ient. said continuing Cephalexin 500mg since 
2022 finishing]llll2022 . Pacienc had regular Azithromycin 250 mg . she currentlv take 3/week for 
ive measures . Patient said had 5th dose Covid- 19Vaccine and Flu Vaccine arounctlll■ 2022 . High pulse 

noted lOObpm stabil i zed at 89bpm after 15 minutes post treatment , Injection well tolerated . No i mmediate site 
reaction. Patient was stabl e . Patient missed scheduled dose of in jection on lllli2022 . Patient ' s current 
injection ••■■2022 1 outside t he 7-day treatment window . Last dose of d r ug was administered on 2022. 
No further information provided . 
Summar y of Changes : Products tab, patient tab, events tab and narrative got updated . 

The case was amended on - 2022 : The pr oduct s t art dat e was amended Co-suspect product Canad i an influen za 
vaccine Quadrivalent 202,- L season start date 2022 and Covid- 19 vaccine start date - 2022 were 
removed from structured field and kept in narrative only . 

Follow-up information received on - 2 022 
Reporter ' s Comment : This report w~ ved by Site - Nucal a Patient Support Progr am (Vista) . 
Post infusi on report . Email received stated the patient had passed away (death NOS) . No further informati on 
p r ovided . 
Summary of Changes : Pa tient t ab, prod uct tab , &vent tab and narr ative updated . 

Company Remarks (Sender's comments) (Cont. .. ) 

Death, Hospitalisation and Pneumoni a are un l jsted events whi ch a r e consider ed unrelated to GSK drug Mepolizumab 
and Mepol i zurnab prefilled syringe device . 

Suspect Drugs (Cont .. ~) 

Product-Reaction level 

Seq.No. 
Drug 
Daily Dose 

Route of Admin 

Indication for usc 
Therapy Daies/Duration 

Causality 

1 
MEPOLIZUMAB (mepolizumab), YK7H 
2) 100 mg, Z every 4 ,;,eeks (100 mg) 
3) 100 mg, Z,Every 4 weeks (100 mg j 
1) Subcutaneous 
2) Subcutaneous 
3) Subcutaneous 
3) ( 10068462 - &osinophilic asthma] 
2)- 0.20 -
3) • 020 -

l ) LOW 0 2 SAT READING OSCILLATING FROM 80% TO 93% W/ 1. 5 LPM RA , VERY LOW UNSTABLE 02 60 TO 64% / VERY LOW 02 
SATURATION OSCILLATING AT 56MMOL/L / HAD 50% 02 SATURATION LAST WEEK (Oxyge n saturation decreased 
(10033318) , Oxygen saturation decreased ( 10033318)) 
Action(s) taken with drug Oosage maintained 

2 ) HIGH BP 190/123 (Increased blood pressure 110021655) , Blood pressure increased 110005750) ) 
Action(s) taken with drug Dosage maintained 

3) HIGH PULSE RATE (High p ulse rate (10020081), Heart ra t e increased (10019303 )) 
Action(s)takenwithdrug . Dosage maintajned 

4 ) PATIENT M1 SSED SCHEDULED DOSE OF INJECTION ON- 2022 . PATIENT ' S CURRENT INJECTION 2022) 
OUTSIDE THE 7-DAY TREATMENT WIN DOW. LAST DOSE WAS ADMINISTERED ON J22. (Drug dose 
administrati on interva l too long (1006432 0 ), I nappropriate schedule of proauct aami ni stration (10081572 )) 
Action.(s) mkeo wit!J drug Dosage maintained 

Seq.No. 
Drug 
Route of Admin 
ln<licat.ion for use 

2 
INFLUENZA VACCINES (influenza virus va ccine) (NO'r SPECIFIED) 
1 ) Unknown 
1 ) [10036898 - Prophylaxis ] 
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Causality 
1 ) PATIENT HAS PASSED AWAY ( Unknown cause of death (10063378 ), Death (10011906 ) ) 

Action(s) taken with dmg Not Applicable 

Seq.No. 
Drug 
Daily Dose 
Route of Admin 
Indication for use 

Causality 

3 
COVID-19 VACCINE (covid- 1 9 vaccine) 
1 ) UNK 
1 ) Unknown 
1 ) ( 10084458 - COVID- 19 prophylaxis] 

1 ) PATIENT HAS PASSED AWAY (Unknown cause of death (10063378) , Death (10011906 ) ) 
Action(s) taken with drng Not Applicable 

Concomitant drugs (Cont ... ) 

Seq.No. 
Dmg 
Route of Admin 
Indication for use 

Causality 

, 
CEPfl ALEXrN (cephD laxin) (NOT SPECTFIED) 
1 ) Un known 
1 ) ( 10070592 - Product used for unknown indication ] 

11 PATIENT HAS PASSED AWAY (Unknown cause of death (100-63-378) 1 Death (10011906 ) l 
Actioo(s) taken wit), drug Dosage maintained 

Seq.No. 
Drng 
Rottte of Admin 
Indication for use 

Causality 

2 
AZITHROMYCIN (azi thromyci n) (NOT SPECIFIED) 
1 ) Unknown 
l ) [1 0070592 - Pro duct used f or unknown i nd i cati on ] 

1 ) PATIENT HAS PASSED AWAY ( Unknown cause of death (10063378) , Death (10011906 ) ) 
Actioo(s) takcu will1 drug Not Applicable 

Seq.No. 
Drug 
Daily Dose 

3 
PREDNI SONE(prednisone) (NOT SPECIFIED) 
1 ) 50 mg (50 mg) 
2) 50 mg (50 mg) 
1 ) Unknown 
2) Unknown 

Roule ofAdmin 

lodication for use 
Therapy Dates/Duration 

1 ) (10057097 - Orug use for unknown indi cation] 
~ 09/27/2022 - ( 5 Days ) 

Causality 
1 ) PATIENT BA.$ PASSED AWAY (Unknown cause of dea~h (10063378) , Death (10011906 )) 

Action(s)taken with dmg Not Applicable 

Clinical Trial Identification ( Cont ... ) 

St udy identi f i catio n for EudraCT : 

Additional information (continuation) 

Lab ResuJt : 

Test name Test date Test result 

10005727 - 2022 BP 190/123 
unknown 

10033316 I /2022 ve ry low unstable 
02 between 60 to 
64 percent but % 

022 1.5 1 /min 

022 93 % 

022 1. 5 1/min 

Normal value 

unk - unk 

Classification 
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10037485 

10059938 

10084356 

7022 88 % 

2022 91 % 

2022 66 % 

022 50 % 

80 % 

81 % 

92 % 

100 beats/mi n 

89 beats/min 

Unkno wn unknown 

~egative va l ue 
unknown 

Dom, 
Inf 1 Da~l'i 

Page 
J J 

Mfr. Control No. :E2B_0S9717659 

unk - un k 
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lcanada Vigilance AER#: le2B 05983253 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 656600 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20221010 
CCYYMMDD 

20221010 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2 022.092 6 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220926 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC. -MOD-2022-656600 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

◊CCC 

MO 
QMODERllAP 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) , (2) , (2 ) , i l l E2B_05983256, (1) E2B_05963258 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - .MODE:RNA BIOPHARM/\ CANAM CORPORAT!OI! 

PRIVACY 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Adult 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- OCCC- Cl NT0000463 
~A- MO- MOC20220927000175 
CA-!'.ODERNATX, INC .. -MOD-202 2-656600 

Reason for nullification (A.1.13.1) 

Onset Age (8.1 .2.21 

(8.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 05983253 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX BIVALENT 2.5 ML MUL TIDOSE VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02530252 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

Booster 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Related 

Page: 1,054 of/de 2,140 
A2023000085 



Reaction/event as reported by primary source (B.2.1.0) current reaction 

I HEARD INFORMATION THAT THERE WAS A CASE IN CANADA WHERE 4 DOCTORS RECEIVED 
BOOSTER SHOTS AND ALL 4 DIED 2 WEEKS LATER . 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(8 .2.i.1.a) 

(B.2.1.2.a) 

Term high!lighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (Fl.::U.1.b) 

Death 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Death 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

This spontaneous case was reported by a physician and describes the occurrence of DEATH (I hea:r:-d information that 
there was a case in Canada where: 4 doctors rec£!ived booster shots and all 4 died 2 weeks later . ) in an adult 
patient of an unkno wn gender who received mRNA-1273 BIVALENT (SPIKEVP..X BIVALENT) for COVID-19 prophylaxis. 

No Medic~l History information w~s reported. 

On an unknown date , the patient received dose of mRNA- 1273 BIVALENT (SPIKEVAX BIVALENT) (Intramuscular) 1 dosage 
form . Deat.h occurred on an unknown date The cause of death was not reported. It is unknown if an autopsy was 
performed , 

For mRNA- 1213 BIVALENT (SPIK~A,'\ BIVALENT) (Intramuscular) 1 the reporter did t)Ot provide any causality 
assessments . 

No concomit.aot medications ~•ere report~d . 

It was reported that 4 doctors received Spikevax bivalent booster- shots and all 4 died 2 weeks later . It was 
unknown that the person vaccinated received any other vaccines 4 weeks prior to che COVID-19 vaccine. 

Treatment infoLmation 1,o,•a s not provided. 

This case contained info~mation for the fourlh of 4 adult patienls described by the reporter . 

Company comment . This fat<1l spontaneous case concerns an adult patient (of an unknown gender and unknown exact 
age) with no reported medicaL history, who received a booster dose of mRNj)._ - 1273 . 214 vaccine and experienced the 

unexpected serious event of death. Latency canr,ot b12 properly ass~ssed since ~vent :.s date and vaccination date 
were not provided. However , the report stated that four patients (doctors) i:-eceived a booster shot and diecl 2 
weeks later. The cause of death was not specified. It is unknown Yihether an autopsy was performed . No further 
clinical information has been provided for medical review . The benefit- risk relationship of rn.RNA-1273 . 214 is not 
affected by this report. 

This case was linked to CA- MODERNATX , INC . - MOD-2022- 652305 , CA- MODERNATX , INC .-MOD- 2022- 656599, CA- MODERNATX , 
INC.-MOD-2022-656608 IE2B Linked Report). 

Reporter's comments (B.S.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4J 

This fatal sponcaneous case concerns an adult patient (of <1n unknown gender and unknown exact age) with no 
reported medical history, who received~ booster dose of mRNA - 1273.214 vaccine and experienced the unexpected 
seri ous event of death. Latency ca nnot be properly assessed since event ·s date and vaccination date were not 
provided. However , the report stated that four patients (doctors) received a booster shot and died 2 weeks later. 
The cause of death was not specified. It is unknown whether an autopsy was performed . No further clinical 
information has been provided for medical review . The benefit-risk relationship of mRNA-1273 . 214 is not affected 
by this report . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (8.3.2) 

(B.3.1.2) More Info (B.3.1.3) 
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Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (S.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.80) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.89.1) Reaction (B.1 .89.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve·rslon for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Other health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 05983256 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 656599(1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20221010 
CCYYMMDD 

20221010 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Disabling/Incapacitating? No 

2 022.092 6 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220926 
CCYY!<!.'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX , INC. -MOD-2022-656599 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1} 

occc 
MO 
QMODERllAP 

Duplicate (D) / Link (L) Report number(s} (A.1.12) 

(2) , (2) , (2 ) E2B_05983253 , (1) E2B_05983258 , i l l E2B_05983274 

Report nulllflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - .MODE:RNA BIOPHARM/\ CANAM CORPORAT!OI! 

PRIVACY 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Adult 

Gestation Period (8.1.2.2.1) LMP date (B.1.6) 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

Hospital 
no. record no. record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA- OCCC- C!NT0000463 
CA- MO- IMOC20220927000175 
CA-~ODERNATX, INC .-MOD-2022-656599 

Reasonfornulllflcation (A.1.13.1) 

Onset Age (8.1.2.21 

(8.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 05983256 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX BIVALENT 2.5 ML MUL TIDOSE VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02530252 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

Booster 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Related 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

I HEARD INFORMATION THAT THERE WAS A CASE IN CANADA WHERE 4 DOCTORS RECEIVED 
BOOSTER SHOTS AND ALL 4 DIED 2 WEEKS LATER 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(8.2.i.1.a) 

(B.2.1.2.a) 

Term high!lighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (Fl.::U.1.b) 

Death 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Death 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

This spontaneous case was reported by a physician a nd describes the occurrence of DEATH (I heard information that 
there was a case in Canada where: 4 doctors rec£!ived booster shots and all 4 died 2 -weeks later) in an adult 
patient of an unknown gender who received mRNA-1273 BIVALENT (SPIKEVP..X BIVALENT) for COVID-19 prophylaxis. 

No Medic~l History information w~s reported. 

On an unknown date , the patient received dose of mRNA- 1273 BIVALENT (SPIKEVAX BIVALENT) (Intramuscular) 1 dosage 
form . Death occurred on an unknown date The cause of death was not reported. It is unknown if an autopsy was 
performed , 

For mRNA- 1213 BIVALENT (SPIK~A,'\ BIVALENT) (Intramuscular) 1 the reporter d id t)Ot provide any causality 

assessments . 

Concomitant. medication was not roported . 
T.reatment details were not. repo.rted . 
It was unknown that the person vaccinated received any other vaccines 4 weeks prior to the COVID-19 vaccine. 

This case contained information for the second of 4 adult patients described by the reporter. 

Company comment. . This fat.al spont.aneous case concerns an adult pat Lent (of an unknown gender and uokoowo exact 
age) wiLh no reporLed medical history , who received a boost.er dose of mRNA - 1273 . 214 vaccine and experienced the 
une~pected serious event of death . Latency cannot be properly assessed since event's date and vaccination date 
were not provided . However , che report stated that four patients {doctors) received a booscer shot and died 2 
weeks later. The cause of death was not specified. It is unknown whether an a utopsy was performed. No further 
clinical information has b,Qen provided for medical revie1:w. The benefit-risk relationship of mRNA-1273 . 214 is not 
affected by this report . 

This case was linked to CA-MODERNATX, INC . -MOD-2022-652305 , CA-MODERNATX1 INC . -MOD-2022-656608 , CA-MODERNATX, 
INC . - HOD- 2022- 656600 IE2B Linked Report I . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

This fatal spontaneous case concerns an adult patient (of an unknown gender and unknown e xact age) with no 
r-epoi:ted medical history, who received a boostet dose of mRNA - 1273 . 214 vaccine and experienced Lhe unexpected 
serious event of death . Latency cannot be p~operly assessed since event's date and vaccination date were not 
provided. However, the report stated tha~ four. patients (doctors) received a booster shot and died 2 weeks later . 
The cause o f death was not specified . It is unknown whether an autopsy was performed . No further clinical 
information has been provided for medic.al revie\oi' , The benefit-risk relationship of mRNA-1273 . 214 is not affected 
by this report. 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Normal high range (B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 05983256 (0) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unk nown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1.8e) 

Indication MedDRA vers ion 1s.1.s1.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1cJ Continuing (B.1.10.7.1dJ End date (8 .1.10.7.11) 

Comments (8.1.10.7.1g) 

Relevant medical history / Concu rrent conditions text (8.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.Bf.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

I Page*5 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Ot her health prof essi onal 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 05983258 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD-2022- 6523 □5(1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20221010 
CCYYMMDD 

20221010 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2 022.092 6 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220926 
ccnM1100 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODEllNATX, INC. -MOD-2022-652305 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

occc 
MO 
CHS 

QMODERNIIP 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) E2B_05983256, (2) , (2) E2B_05983253, Ill E2B 05983274 

Report nullification? (A.1.13) 

N'o 

Medically confirtned or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Adult 

Gestation Period (B .1.2.2.11 LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- OCCC- C1NT0000463 
CA- MO- MOC20220927000175 
!10C20220927000175 
CA-MODERNATX, INC .~MOD-20Z2-652305 

Reason for nullification (A.1.13.1) 

Onset Age (B.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 05983258 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX BIVALENT 2.5 ML MUL TIDOSE VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02530252 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

Booster 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Related 

Page: 1,068 of/de 2,140 
A2023000085 



Reaction/event as reported by primary source (B.2.1.0) current reaction 

I HEARD INFORMATION THAT THERE WAS A CASE IN CANADA WHERE 4 DOCTORS RECEIVED 
BOOSTER SHOTS AND ALL 4 DIED 2 WEEKS LATER . 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(8.2.i.1.a) 

(B.2.1.2.a) 

Term high!lighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (Fl.::U.1.b) 

Death 

Reaction/event MedDRA term (PT) (B.2.i .2.b) 

Death 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

This spontaneous case was reported by a physician a nd describes the occurrence of DEATH (I hea:r:-d information that 
there was a case in Canada where: 4 doctors rec£!ived booster shots and all 4 died 2 weeks later . ) in an adult 
patient of an unknown gender who received mRNA-1273 BIVALENT (SPIKEVP..X BIVALENT) for COVID-19 prophylaxis. 

No Medic~l History information w~s reported. 

On an unknown date , the patient received dose of mRNA- 1273 BIVALENT (SPIKEVAX BIVALENT) (Intramuscular) 1 dosage 
form . Death occurred on an unknown date The cause of death was not reported. It is unknown if an autopsy was 
performed . 

For mRNA- 1213 BIVAf.E.NT (SPIK~A,'\ BIVALENT) (Intramuscular) 1 the reporter d id t)ot provide any causality 

assessments . 

It was reported that 4 doctors received booster shots and all 4 diQd 2 wcieks later . 

Concomitant medications were not reported. 

No treatment information was provided by the reporter. 

This case conlained information foe the (irsl of 4 adult paUents described by the reponer. 

Company comment. This fliltal spontaneous case concerns an adult patient (of an unknown gender and unknown exact 
age) with no reported medical history, who received a booste1 dose of mR.NA - 1273 . 214 vaccine and experienced the 
unexpected serious event cf death. Latency cannot be properly assessed since event ' s date and vaccination date 
were not provid<'.:!d . However , the: report stated that four patients {doctors) received a boost~r shot and died 2 
weeks later. The cause of death was not specified. It is unknown whether an autopsy was performed. No further 
clinical information has been provided for med.1.cal review . The benefit-risk relat1onsh1p of m.RNA-1273 . 214 1s not 
affected by this report. 

'.!'his case -,as linked to CA- MOOE!\NATX, rnC . - ?-!00- 2022- 656599, CA- '100ERNATX, UIC . - MOD- 2022- 656608, CA- MOPERNATX, 
INC. - MOD- 2022- 656600 I E2B Linked Report) . 

Most recent. FOLLON-UI? information incorporated above incl~des : 
On 26-Sep-2022 : Upon 1nternal revie't1 on 10-0ct-2022, significant correction was performed : This case •;.1as updated 
from invalid to valid and nacrative was updated accordingly 

Reporter's comments (B.5.2) 

MedORA ver-sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

This fatal sponcaneous case concerns an adult patient lof an unknown gender and unknown exact age) with no 
reported medical history , who received a booster dose of mRNA - 1273.214 vaccine and experienced the unexpected 
serious event of death. Latency cannot be properly assessed since event's date and vaccination date were not 
provided, However 1 the report stated that four patients (doctors) received a booster shot and died 2 weeks later. 
The cause cf death was not specified. It is unknown ~hether an autopsy was performed . No further clinical 
iufo r-mation has been provi,ded for medical revie\11' . The benefi.t.- ris k relationship of :n..RNA- 1273 . 214 is not affected 
by this report . 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent condlUons text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1 .8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.191 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.8c] Drug end date (B.1.10.Se) 

MedDRA ve·rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.8g.2) 

(B.3.1.3) 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Other health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 05983274 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 656608 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20221010 
CCYYMMDD 

20221010 
CC¥YMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2 022.092 6 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220926 
CCYYM.'1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authO"rlty's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC. -MOD-2022-656608 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

occc 
MO 
QMODERllAP 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) E2B_05983258, 12) E2B_059S3256 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - .MODE:RNA BIOPHARM/\ CANAM CORPORAT!OI! 

PRIVACY 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Adult 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other mMically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA- 0CCC- ClNT0000463 
CA- M0- MOC2022092700017S 
CA-MODERNATX, INC. -110D-2022-656608 

Reason for nullification (A.1.13.1) 

Onset Age (8.1 .2.21 

(8.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 05983274 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX BIVALENT 2.5 ML MULTIDOSE VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02530252 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

Booster dose 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

MAH 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Related 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

I HEARD INFORMATION THAT THERE WAS A CASE IN CANADA WHERE 4 DOCTORS RECEIVED 
BOOSTER SHOTS AND ALL 4 DIED 2 WEEKS LATER 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(8 .2.i.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (Fl.::U.1.b) 

Death 

Reaction/event MedDRA term (PT) (B.2.i .2.b) 

Death 

Term high!lighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Reaction first time (B.2.1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

This spontaneous case was reported by a physician and describes the occurrence of DEATH (I heard information that 
there was a case in Canada where: 4 doctors rec£!ived booster shots and all 4 died 2 -weeks later) in an adult 
patient of an unkno wn gender who received mRNA-1273 BIVALENT (SPIKEVP..X BIVALENT) for COVID-19 prophylaxis. 

No Medic~l History information w~s reported. 

On an unknown date , the patient received dose of mRNA- 1273 BIVALENT (SPIKEVAX BIVALENT) (Intramuscular) 1 dosage 
form . Death occurred on an unknown date The cause of death was not reported. It is unknown if an autopsy was 
performed , 

For mRNA- 1213 BIVALENT (SPIK~A,'\ BIVALENT) (Intramuscular) 1 the reporter did t)Ot provide any causality 

assessments . 

No concomitant medications ~•ere report~d . 

It was reported that 4 doctors received Spikevax bivalent booster shots and all 4 died 2 weeks later . The 
vaccinator did not authorize Moderna to communicate with health care professional . It was unknown that the person 
vaccinated received any other vaccines 4 '"'eeks prior to the COVID-19 vaccine . 

No tteatment medicaLions were repo~ted . 

This case contained information for the Third adult patient out of 4 patients described by the reportec. 

Company comment . This fatal spontaneous case concerns an adult patient (of an unknown gender and unknown exact 
age) with no reported medical. history, who received a booster dose of mRNJ.. - 1273 . 214 vaccine and exp~rienced the 
unexpected serious event of death , Latency cannot be properly assessed since event's date and vaccination elate 
were not provided . However , the report stated that four patients (doctors) received a booster shot and died 2 
weeks late:c . The cause of death was not specified. It is unknown whether an autopsy was performed . No further 
clinical information has been provided for medical review . The benefit- risk relationship of mRNA- 1273 . 214 is not 
affected by this reporL . 

This case was linked to CA-MODERNATX , INC. -MOD-2022-652305 , CA-MODERNATX, INC . -MOD-2022-656599 (E2B Linked 
Repon). 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

This fat.al sponc:aneous case concerns an adult patient (of an unknown gender and unknown exact age ) with no 
reported medical history, who r eceived a booster dose of mRNA - 1273.214 vaccine and experienced the unexpected 
serious event of death. Latency cannot be properly assessed since event ·s date and vaccination date were not 
provided. However , the report stated that four patients (doctors} received a booster shot and died 2 weeks later. 
The cause of death was not specified. It is unknown whether an autopsy •,o,1as performed . No further clinical 
information has been provided for medical revie~• . The benefit-risk relationship of mRNA-1273 . 214 is not affected 
by this report . 

Unit (B.3.1o•) Nor mal low range (B .3.1.1) Normal high range (B.3.1 .2) More Info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 05983274 (0) 
Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .1.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause o f death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1e.1.8c) End date (B.1.8•) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1 .10.7.1c) Continuing (B.1.10.7.1d) End date (B.1 .10.7.11) 

Comments 1s .1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.8t) 

- -
MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2 ) 

Med ORA version for reaction (B.1.10.89.1) Reactions (B.1.10.8g.2) 

I 

~~ 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Other health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 05995344 (5) 

Canada Vigilance HC Latest Received Date: 
20230315 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202201:223011 (6) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------~--~-~--'---'-~---~-"----------j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20221011 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20230310 
CCYYMMDD 

List of-documents held by sender (A. 1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202201223011 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

lleal th tar.ada 
U n Jo1own MAH 
PFIZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null lflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MJ\H - PFIZER 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8 .1.1.1a) 

Specialist 
(8 .1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

e:w _ 05611972 
A202204950 
~A-PFI ZER INC-20220122301 1 

Reasonfor nulllftcation (A.1.13.1) 

Onset Age 

63 Year s 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8 .1.1.1d) 
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MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

76 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2..a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

country drug obtained (8.4.k.2.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Rep1>rted cau$e($) (B.1.9.2.b) 

Abdominal discomfort 

Reported cause(s) (B.1.9.2.b) 

Blood pressure decreased 

Reported cause(s) (8.1.9.2.b) 

Blood orine presenc 

Reported cause(s) (B.1.9.2.b) 

Cancer fatigue 

Reported cause(s) (B.1.9.2.b) 

Chest wall c ysl 

Reported cause(s) (B.1.9 .2.b) 

Chroma t ur ia 

Reported cause(s) (B.1.9.2.b) 

Gastrooesophageal reflux disease 

Reported cause(s) (B.1.9.2.b) 

Haemoglobin decreased 

Reported cause(s) (B.1.9.2.b) 

Herpes zoster 

Reported cause(s) (B.1.9.2.b) 

Jaundice 

Reported cause(s) (B.1.!1.2.b) 

Joint swelling 

Reported cause(s) (B.1.9.2.b) 

Laboratory t est abnormal 

Reported cause(s) (8.1.9.2.b) 

Letha t'gy 

Reported cause(s) (B.1.9.2.b) 

Melanocytic naevus 

Reported cause(s) (8.1.9.2.b) 

Nausea 

Reported cause(s) (B.1.9.2.b) 

Off label u se 

Reported cause(s) (B.1.9.2.b) 

Ovarian cancer metastatic 

Reported cause(s) (B.1.9.2.b) 

Procedural haemorrhage 

Medicinal product name (8,4.k.2.1) 

COVID-19 VACCINE 

Batch/lot no. {B.4.k.3) 
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Canada Vigilance AER#: I E2B 05995344 (5) I Page*3 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k:.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k .17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI0-19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Abdominal discomfort 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Abdominal mass 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Blood pressure decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood urine present 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cancer fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest wall cyst 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

I E2B 05995344 (5) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Ghromaturia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Gastrointestinal cancer metastatic 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Gastrooesophageal reflux disease 

Method of assessment (B.4.k.18.3} 

Globaf Introspection 

Reaction assessed (B.4.k.18.1b) 

Haemoglobin decrea.sed 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Herpe-s .zoster 

Method ·of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hypersomnia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Jaundice 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Joint swelling 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Laboratory test abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lethargy 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Pagd 4 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4} 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Page: 1,083 of/de 2,140 
A2023000085 



Canada Vigilance AER#: 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med[)RA version (B,4,k. 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of a5ses5ment (S,4,k.16-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

I E2B 05995344 (5) 

Mass 

Method of assessment (13.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18,1b) 

Melanocytic naevus 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Nausea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Neoplasm malignant 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Off label use 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Ovarian cancer 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Ovarian cancer metastatic 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Ovarian mass 

Method of as:.essment (S.4.k,16,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Procedural haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Skin neoplasm excision 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Uterine mass 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I 
Page*5 

Result (8.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Re:;ult (B.4,k.15.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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lcanada Vigilance AER#: le2s 05995344 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SOURIS SINGLE USE, 300 MG/30ML 

Active Substance names (B.4.k.2.2) 

eculizumab 

country drug 01>taInee1 (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02322285 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

900 Milligram 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B,4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Paroxysmal nocturnal 
26.0 haemoglobinuria 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstrati-on? (B.4.k.17 .1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

MedDRA version (B.4.k.18.1a) 

Source of assessme-nt (B.4.k.18..2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05995344 (5) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant IMOVANE 

Active Substance names (B.4.k.2.2) 

zopiclone 

country drug 01>ta1ne<1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

5 Milligram 

Dosage text (B.4.k.6) 

5 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Tablet Unknown 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Aclion(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 05995344 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ERGOCALCIFEROL 

Active Substance names (B.4.k.2.2) 

ergocalciferol 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

2000 IU (International Unit) 

Dosage text (B.4.k.6) 

2000iU 

Pharmaceutical form (B.4.k. 7) Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B-4.lc13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ABDOMINAL DISCOMFORT 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL n 

reaction/event term LL T 

26 . 0 Abdominal discomfort 

MedDRA ve·rslon for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) 

reaction/event term PT 

26 . 0 .:!%.bdominal discomf ort. 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date 

Reaction first time (B.2 .1.7.1) I Reaction last time (B.2.1.7.2) 

(B.2.1.1.b) 

(B.2.1.2.b) 

(B.2.i.5) 

!outcome 

I Duration 

(B.2.1.8) 

(B.2.i.6) 
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Canada Vigilance AER#: E2B 05995344 (5) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Cu.rrent reaction 

BLOOD PRESSURE DECREASED 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Blood pressure decreased 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Blood pressure decreased 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) !End Date (8.2.i.S) 

Reaction first t ime (B.2.1.7.1) Reaction last time 1B,2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reacllon 

BLOOD URINE PRESENT 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Blood urine present 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Blood urine present 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

CANCER FATIGUE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Cancer fatigue 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 .0 Cancer fatigue 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.HO) Current reaction 

CHEST WALL CYST 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Chesl wall cyst 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Chest. wall cyst 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

CHROMATURIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Chrornaturia 

MedDRA ve.rsion for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Chromaturia --

I 

I Duration 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.81 

Page~9 
-

(8.2.i.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 

-
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Canada Vigilance AER#: E2B 05995344 (5) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration 

Reaction first time (B.2.1.7.1) I Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

I :Fatal 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

GASTROOESOPHAGEAL REFLUX DISEASE 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Gastrooesophageal retlux d1sease 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

2 6.0 Gas t rooesophageal refl ux disea se 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) t d Date /B.2.i.5) l uration 

-

I 
--

Reaction flrs t time (B.2.1.7.1) Reaction last time (B.2.1.7.2) l=ome (B.2.1.81 

l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HAEMOGLOBIN DECREASED 

MedDRA version for 
iB.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Haemoglobin decreased 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Haemoglobin decreased 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

Reaction first time (B.2.i.7.1) Reaction last time 1B,2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HERPES ZOSTER 

MedDRA version for 
(B.2,1.1.a) Reaction/event MedDRA term(LL T) 1B,2.1.1,b) 

reaction/event term LL T 

26 . 0 Herpes zos t er 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Herpes zos t er 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2.U) IEnd Date (B.2.1.5) I Duration 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

JAUNDICE 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

reaction/event term LL T 

26 . 0 Jaundice 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

2 6 . 0 Jaundi ce 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.1.5) I Duration 

Reaction first time (8.2.1.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

JOINT SWELLING 
MedDRA ve·rsion for 

(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

I PageHO 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: IE2B 05995344 (5) 
26 . 0 Joint swelling 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Joi nt s welling 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source IB.2.l.01 Current reaction 

LABORATORY TEST ABNORMAL 
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Laboratory test abnormal 

MedDRA version for (B.2.1.2.n) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 ~ toty t est a bno rmal -
Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.l.01 Current reaeUon 

LETHARGY 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Lethargy 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Lethargy 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.21 Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

MELANOCYTIC NAEVUS 
MedDRA ve·rslon for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 Mel anocytic naevus 

MedDRA ve·rsion for 
(B.2.i.2.o) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Md ~06(;ytic naeVU$ 

Term hightlighted by the reporter? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (8.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

NAUSEA 

MedDRA version for 
(B.2.I.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Nausea 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26. 0 Nausea 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

I 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.81 

PageUl 

(B.2.1.6 ) 

(B.2.1.61 

-

(B.2.1.61 

(B.2.i.6) 

(B.2.1.6) 
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Canada Vigilance AER#: I E2B 05995344 (5) I PageH2 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

OFF LABEL USE 

MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Off label use 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 on label use 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (8.2.i.5) I Duration (B.2.i.6) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

OVARIAN CANCER METASTATIC -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Ovarian c~ncer me~astatic 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26.0 Ovarian cancer metastatic 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) I Duration (8.2.1.6) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

PROCEDURAL HAEMORRHAGE 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 

reaction/event term LL T 

26 . 0 ?rocedural haemorrhage 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 ?rocedur,;:11 haemorrhage 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) I Duration (8.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

OVARIAN CANCER 

MedDRA ve.rsion for 
(B.2.1.1.a) Reaction/event MectDRA term(LL T) (B.2.1,1.b) 

reaction/event term LL T 

26 . 0 Ovarian cancer 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Ovarian cancer 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (B.2.i.5) I Durat ion (8.2.i.6) 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Not recovered/ not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

NEOPLASM MALIGNANT 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 

reaction/event term LL T 

26 . 0 Neoplasm mal ignant 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Neoplasm malignant 

Term hlghtllghted by the reporter? (8.2.1.3) Start Date (B.2.1.4) jEnd Date (B.2.i.5) !Duration (B.2.i.6) 
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I I 
Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.1)) Current reaction 

MASS 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Mass 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Mass 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.61 

Reaction first time (B,2,1,7,1) Reaction last time (B,2.1.7.2) Outcome (B,2.1.8) 

Not recovered/not refiolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

OVARIAN MASS 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Ovarian mass 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) [B.2.1.2.b) 

reaction/event term PT 

26 . 0 Ovarian m,:3s.s 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

-
Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Not recoverecl / not resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SKIN NEOPLASM EXCISION 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Skin neoplasm excision 

MedDRA version for 
(B.2,i.2.a) Reaction/event MedORA term (PT) 111,2,i.2.b) 

reaction/event term PT 

26.0 Skin neoplasm excision 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] I Durat ion (B.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome (B.2.i.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

UTERINE MASS 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Uterine mass 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Uterine mass 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2 .1.5) I Durat ion (B.2 .1.6) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8 ) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ABDOMINAL MASS 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Abdominal mass 

Page: 1,092 of/de 2,140 
A2023000085 



Canada Vigilance AER#: 
MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

E28_05995344 (5) 

Reaction/event MedDRA term (PT) 

Abdominal mass 

(B.2.i.3) Start Date (B.2.i.4) End Date fB.2.i.5) (B.2.i.61 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recoverecl /not resolved 

Reaction/event as reported by primary source 

GASTROINTESTINAL CANCER METASTATIC 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) 

GastrointestinQl cancer metastatic 

(B.2.1.2.a) Reaction/event MedDRA term (PT) 

Gas tro1nt&3tin~l cancer metastatic 

(B.2.1.1 .b) 

(B.2.1.2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7 .1) Reaction last time 1B.2.i.7 .2) Outcome (B.2.i.8) 

(8.2.1.6) 

Not recovered/not resolved 

Reaction/event as reported by primary source 

HYPERSOMNIA 

(B.2.1.0) Curront reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

{B.2.i.2.a) 

Reaction/event MedDRA torm(LL T) 

Hypersomnia 

Reactlonlevent MedDRA term (PT) 

Hypersomnia 

(B.2.i.1.b) 

(8 .2.i .2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) End Date fB.2.i.5) 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

NON-INTERVENT!ONAL POST-MARKETING STOOY - PROTO-COL TITLE NOT AVAI LABL£ 

Duration (8.2.i.6 ) 

(B.2.i.8) 

This is a non-interventional study report received from contactable reporters (Consumer or other non J-lCP and Other 
HCP) from Regulatory Authority . Regulatory number : E2B_05611972 {Health Canada ) . Other Case identifier : A.202204950 
(llnknown MAHI . 

A 63- year - old female patient received COVI0- 19 Vaccine - Manufacturer Unknown , as dose number unknown,, s ingle 
(Batch/Lot number : unknown) intramuscular for COVID-19 immunisation; eculizumab jSOLIRIS) , first regimen details 
not provi ded (Batch/Lot numller : unknown) , second regimen (Batch/Lot nuw~er , unknown) for 22 days at 600 mg ll 
every 1 weeks) , intraveno1.1s and third regimen {Botch/Lot number: unknown ) at 900 mg {1 every 2 weeks},, int.ravenous 
for paroxysmal nocturnal haernoglobinuria . The patient ' s relevant .medical history was not l:'eported . Concomitant 
medications included: !MOVA.NE unknown; VITAMIN D [ERGOCALCIFEROLJ unkno•,1,1n . 

'l'he following info~mation ,,ras reported: l\80OMINP.L OlSCOMF'ORT ideatn, hospitall.zat.ioo , ,nedicall y significant), 
outcome "fatal" ; BLOOD PRESSURE DECREASED (dea.th , hospitalization , medically significant) , outcome "fatal"; BLOOD 
URINE PRESENT (death , hospitalization, medically significant) , outcome "fatal "; CANCER FATIGUE (death ,, 
hospitalization, medically significant) , outcome "fatal"; CHEST WALL CYST (death , hospitalization, medically 
significant.) , outcome " fatal '' ; CHROMA TURI A {death, hospitalization, medic.ally significant) , outcome " £a ta l " ; 

GASTROOESOPHAGEAL REFLUX DISE:ASE {death, hospitalization, m;ad1cally significant), outcome "fatal"; HAEMOGLOBIN 
DECREASED (death, hospitalization, medically significant) , outcome " fatal "; HERPES ZOSTER (death, hospitalization, 
medically significant), outcome " fatal" ; JAUNDICE idea th , hospitalization, medically significant) , outcome 
" fatal "; JOJNT SVl8LL1 NG (deat.h, hospltalization, medically significant), outcome " fatal " ; LABO~A'l'ORY 'l'EST -~BNORNHL 
(deat.h, hospi.tali~alion , medically signi.ficant) , outcome " fatal " ; LETHARGY (death , hospiLalizaLion, medically 
significant) , outcome "fatal" ; MELANOC'tTlC NAEVUS (death , hospitalization, medically significc1nt) , outcome 
" fatal 11

; NAUSeA {death, hospitalization, medically significant) , ou t..come "fata l 0
; OFe' LABEL USE. (death, 

hospitalization, medically significant) , out.come "fatal"; OVARIAN CANCER ME.TASTATIC (death, hospitalization, 
medically significant) , outcome " fatal "; PROCEDURAL HAEMORRHAGE {death, hospitalization, medically significant), 
outcome " fat.al "; OVARIAN CANCER (hospiralizat.ion, medically significant.) , outcome "not recovered" ; NEOPLASM 
MALIGNANT (hospitalization, medically significant) , outcome "not recovered"; MASS (hospitalization, medically 
significant) 1 outcome " not recovered" ; OVA.RIAN MASS (hospitalization, medically significant) , outcome "not 
recovered"; SKIN NEOPLASM EXCISION (hospitalization, medically significant}, outcome "not recovered"; UTERINE MASS 

(h¢$pitalizallon, J\\~dic,lly s,igni ficantl, ◊Ut¢0i\\i) "Ml t~¢0'J~t~d"; ABOOIHNAL HASS (h◊SpiU.liZot.lon , fn<!CUc.Uy 
significant) , outcome " not recovered"; GASTROIMTESTINAL CANCER METASTATIC (hospitalization, medically 
significant:) 1 outcome "not :::ecovered"; HYPERSOMNIA (hospitalization, medically significant}, outcome "' not 
recovered" . The pati ent underwent the followi ng labo~atory tests and proceduies: Blood uri ne: present ; 
Haemoglobin: decreased; Laboratory test : abnormal ; Blood pressure measurement: decreased . The action taken for 
eculizumab was unknown. The atient date of death wa:s unknown. Re· orted cause of death ; "Abdominal discomfort" 

PageU4 
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"Blood pressure decreased", ••slood urine present", "Cancer fatigue '', °Chest wall cy5t 11
1 "Chromaturiau# 

"Gastrooesophageal reflux disease", "Haemoglobin decreased" , '1 flerpes zoster", "Jaundice r', '' Joint .:,welling", 
"Laboiatory test. abnormal", ·•Letha,gy", "Melanocytic naevus", "Nausea", "Off label use", "0Varia1) cancer 
metastatic", "Procedural haemorrhage" . It '-''as not reported if an autopsy was performed. 

The report.er's assessment. of the causal relationship of " abdominal discomfort", "blood pressure decreased", " blood 
urine present", " cancer fatigue " , "chest wall cyst" , " chromat..uria ", "gastrooesophageal reflux disease ~·, 
"haemoglobin decreased" 1 

11hecpes zoster0 
1 " jaundice", "joint swel ling0 

1 " laboratory test abnormal" 1 " lethargy", 
"melanocytic naevus", "nau$ea", 11 off label use 11

, "ovarian cancer :metastatic", ,.procedural haemorrhage 11
, "ovarian 

cancer", "neoplasm malignant·• , "inass", "ovarian mass", "ski n J1eoplasm excision", "uterine mass", "abdon'dnal mass" , 
''gastrointestinal cancei:: metastatic" and "hypersomnia" with the suspect product COVID- 19 V,;1ccine - Manufac-tur:er 
Unknown was not provided at the time of this report . Since no determination has been received , the c.ase is managed 
based on the company causality assessment . 

No follow-up attempts are possible; information about let/batch number cannot be obtained . No further information 
is e~pected. 

Follow-up (14Dec2022) received from the same contactable Consumer Or Other Non Health Professional as a follow up 
for this same patient . This is a report received from the Health Canada Regulatory Authority via an on-line 
database search . Regulatory authority report number E2B_05611912 . This intormation was initially reported to 
Health Canada between 01Jun2022 and 23l\ug,022 (rom ao unknown Ha, keL l\utho,izalion Holder AER! A20220~950 . Updated 
ir'lfO tmal l o n lnclucl&c-l F.:ve n t.::i: ~bctomlna l ma $$ , Chromaturia , Jou,~dl c~ , L&t.htugy, Nduso,1 a nd NeoplaAm mali9r'lilllt war. 
8dd~d. 

No follow-up attempts are possible; 1nformation about lot/batch number cannot be obtained. No further information 
is expected 

Follo·,,- up ('20Jan2023) received (tom a new contactable Other Health .Professional as a follow up for this same 
patient . This is a report received from the Health Canada Regulatory Aut.hority via a n on- line database search. 
Regulatory authority r eport number E2B 05611972 . This information was initially reported to Health Canada between 
01Jun2022 and 26Sep2022 f.rom an unknown Market Authorization Holder J\.ERi }\.202204950 . Updated information : new 

reporter , ner.,,• events : Melanocyt1c naevus and O\raJ:"ian cancer . 

No follow-up ;:1ttempts are possible; infomation about lot/batch riurnber cannot be obtained. No further information 
is expected. 

Follow-up ~15Fe..b2023} received from the same contactable Consumer Or Other Non Health Professional as a follow up 
for this same patient . This is a report received from the Health Canada Regulatory Authority via an on .... line 
database search . Regulatory authority report number E2B Ob611 972 . This information was initially reported to 
Health Canada betr.,,•een 01Jun2022 and 23Aug2022 from an unknown Market Authorization Holder AERtl A202204950 . Updated 
information included Events F-..bdominal mass , Chromaturia1 Jaundice, Lethargy, Nausea and Neoplasm malignant was 
added. 

No follow-up attempts are possible; information about lot/batch number cannot be obtained. No further- information 
is expected. 

7-\m@ndrr,ent : This follow-up report is being submitted to amend previous information: Significant PRO dat.e in 
narrative from 15Feb2022 to L5Feb2023 . 

Follow-up <10Mar2023) received from the same contactable Other Health Professional as a follow up for this same 

patient . This is a report reeeived from the Health Canada Regulatory Authority via eo on-line database search . 
Regulatory authority report ournber E2B 05611972 . This information •.,;as initially reported to Health Canad.a between 
01Jun2022 and llNov2022 fcom an unknown Mar ket Authorization Holder A~Rt A202204950 . Upda ted information included: 
New events (Cancer fatigue and Ovarian cancer metastatic) , event details (seriousness and outcome) . 

No follow-up attempts are possible; information about lot/batch number cannot be obtained . No further information 
is expected. 

Reporter's comments (8.5.2) 

MedDRA version for sender's diagnosis (8.S.3a) 

Sender's diagnosis (8.5.3b) 

Sender's comments (8.5.4) 

Based on the information provided in the narrative, a causal association between the events-abdominal discomfort, 
blood urine present, chest wall cyst, gastrooesophageal reflux d isease, haemoglobin decreased, herpes zoster , 
joint sr.<.·elling , laboratory test abnormal. mass , off label use , ovarian mass, procedural haemorrhage , skin 
neoplasm excision, uterine mass, abdo1nit1al mass, chromaturia , jaundice, lethargy, nausea and " neoplasm malignant, 
ovarian cancec-, melanocyt.ic nevus , blood pre$Sure decC"e-ased, gc1st.roinLestinal cancer meLastatic, hypersomnia , 
cancer fatigue, ovai:-ian cancei:- metastatic and the suspect di:-ug cannot be complelely excluded . 

The impact or this report on the benefit/risk profile or Lhe ?fi2er pLoduct is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concc~n identified as part of this review, as we:11 as any appropri a te action in ::@sponse., will be promptly 
notified to Regulattory A1.1tharities , Ethics Committees and Investigators , as appropriate- . 
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Blood pressure 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

Blo od uri ne present 

Unit (B.3.1o) Normal low range (B,3.1.1) Normal high range (B,3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

H~emog!obin dectl!ased 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B,3.1.2) 

Test date (B.3.1b) Test name (B.3.1cl Test result 

Laboratory test abnormal 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (8.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Blood pressure decreased 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA ve.rsion (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Blood urine present 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Cancer f a t i gl1e 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Chest wall cyst 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

-
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Ch.rornaluria 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Comments (8.1.7.1g) 

MedORA version (8.1 .7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Gastrooesophageal reflux disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

More info 

No 

(B.3.1d) 

More Info 

No 

(B.3.1d) 

More info 

No 

(B.3.1d) 

More info 

No 

(B.3.1.3) 

(8.3,1.3) 

(8.3.1.3) 

(8.3.1.3) 

Page: 1,095 of/de 2,140 
A2023000085 



Canada Vigilance AER#: 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 -
Start date (B.1.7.1c) 

-
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

IE2B 05995344 (5) 

Episode name (B.1.7.1a.2) 

Haemoglobin decreased 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

He.rpes ::oster 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Jaundice 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Joint s to.1elling 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Laboratory test abnormal 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Lethargy 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Me l anocytic naevus 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Nausea 

Continuing (B.1.7.1d) 

I 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I PageU 7 
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MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Off label use 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Ovarian cancer me tas t atic 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1.7.1a.2) 

26 . 0 Procedural haemorrhage 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Abdominal d i scomfort. 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7,1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction 10.1.ag.2) 

Start date (B.1.1O.1.1c) Continuing (B.1.1O.7.1d) 

Comments 10.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.1O.7.2) 

I 

(B.1.7.11) 

(B.1.7.1f) 

(B.1 .7.11) 

(B.1.7.11) 

End date (B.1.1O.7.11) 

PageU8 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

lather health professiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Other st.udi es 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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lcanada Vigilance AER#: le2B osoo49so (0) 

Canada Vigilance HC Latest Received Date: 
20221019 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20221019 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 66055611) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------------'--'---'---'--'------'-----------l 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20221011 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20221011 
CCYYM.'1DD 

List of documents held by sender·(A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory· authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC. -MOD-2022-660556 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMOPE!UIAE' 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

-CA- MOOERNI\TX, INC. - MOD- 2022- 660556 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s osoo49so (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX BIVALENT 2.5 ML MULTIDOSE VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

country arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02530252 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Non-Health care professional 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Ariaphylactic shock 

Method of assessment (B.4.k.18.3) 

Global Jntrospection 

Reaction assessed (B.4.k.18.1 b) 

Anaphylactic shock 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Provided 
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Reaction/event as reported by primary source 

SEVERE ANAPHYLACTIC SHOCK 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Anaphylactic shoc:k 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Anaphylactic shock 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This spontaneous case was teported by ii consl.lmer and describes t.he occurrer1ce of ANAPHYLACTIC SHOCK (Severe 
Anaphylactic shock) in a female patient of an unknown age who !'eceived mRNA-1273 BIVALENT !SPII<EVAX B'.IVALENT) tor 
COVID-19 p r ophylaxis . 

Concurrent medical conditions included Emphysema , Diabec;es and Chronic obstructive pulmonary disease . 

On an unknown date , the patient received dose of rnRNA- 1273 BIVALENT {SPIKEVAX BIVALENT) (unknown route) 1 dosage 
form . On an u nknown date, the patient experienced ANA PHY LACTIC SHOCK {Severe Anaphy1actic shock} (seriousness 
criteria death and medically significant) . The patient was treated with EPINEPHRINE (EPIPEN) at a dose of 2 doses , 
one in leg , one in arm . The reported cause of death was severe anaphylactic shock. It is unknown if an autopsy 
was performed . 

Ten minute post administration of moderna vaccine later, patient had a hard time breathing and was unconscious . 
The nurse administered the two Epipens1 one in leg and another in arm, but they could not save her.Patient died 
in 15 minutes . 
She had no allergic reaction in past . Patient was nervous about getting the jab . 

Concomitant. medications were not reported . 
Company co,rment : 'I'his is l!i f'l,ILal spont~neous case concerning a female patient of a.o unknown age, with no allergic 
.reaction in the past., 1,o,•ho experienced the unexpected .:rn<.I serious (medically significant and death ) event of severe 
Anaphylactic shock 10 minutes after .receiving an unspecified dose of m~NA- 1273 . 214 vaccine. She had a hard time 
breathing and soon she was unconscious . She received 2 doses of epinephrine, one in her arm and one in her leg, 
but she died in 15 minut~s . Mo details about previous doses were ~rovided . The reported cause of death was 
ana.phylactic shock . It is unknown if an aut-op.sy was performe.d . No further clini cal info!:'ma.tion was pr~vidcd for 
medical reviewing. The benefit-risk relationship of mRNA-1273 vaccine is not affected by this report . 

Reporter's comments (B.5,2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

This is a fatal spontaneous case concerning a female patient of an unknown age , with no allergic reaction in the 
past , who experienced the unexpected and serious (medically significant and death) event of severe Anaphylactic 
shock 10 minutes after receiving an unspecified dose of mRNA- 1273 . 214 vaccine . She had a hard time breathing and 
soon she was unconscious . She rece1 ved 2 doses of epinephrine, one in her arm and one in her leg , but she died in 
15 minutes . No details about previous doses were provided . The reported cause of deatl1 was anaphylactic shock. It 
is unknown if an autopsy was per.formed. No further clinical information was provided for medical reviewing . The 

benefit-risk relationship of mRNA-1273 vaccine is not affected by this report . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

(B.3.1 .2) More Info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 06004980 (0) 

Start date (B.1.7.1c) Continuing (B.1.7.1d) !End date 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Di abetes 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7,1a.2) 

26.0 Chronic obstructive pu l monary disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Anaphylac tic shock 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1 .8e) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.ag.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

I 

(B.1 .7.1f) 

(B.1.7.11) 

(B.1.7,1f) 

(B.1 .7.11) 

End date (B.1.10.7.11) 

Page*5 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 06016706 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 661774 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20221025 
CCYYMMDD 

20221025 
CCHMMDO 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

202~ 
CCYYMMDD 

Additional documents? (A.1.8.1) 

Yes 

2022-
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

~2b Differences Report 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC.-MOD-2022-661774 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

irrns 
QMODF.RNAP 

Duplfcate (0) / Link (L) Report number(s) (A.1.12) 

() 

Report riullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH " MODERNA BIOPHARMA CANADA CORPORATION 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B,1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- irms- MOCA22- 02382 
CA- MODERNATX, lNC.-MOD- 2022- 661774 

Reason fot nullification (A.1.13.1) 

Onset Age 

73 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect SPIKEVAX BIVALENT 2.5 ML MULTIDOSE VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \B.4.K.3) 

Canada 023c22a 

Holder and authorization/application no. of drug (B.4 .k.4) 

Authorizatto-n/Application no.: 02530252 
Country of authorizatJon/application: Canada 

Structured dosage Info (B.4.k.S) 

1 Dosage forms 

Dosage tex:t (B.4.k.6) 

Dose4 

Pharmaceutical form (8.4.k.7) Route of administration (8.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202<111111 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministratl-on? (B.4.k.17.1) 

Nol Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Provided 
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ATIA- 19(1) 

~ 

IE2B Canada Vigilance AER#: 0601 6706 (0) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .. 18.3) 

MAH Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Fall 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Fall 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

DIED .? DP.¥$ Af'TER F.ECEIVI~G TH& 8IVAf.li:NT YP.CCl~, DROl?l?EP DEAP 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Death 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Death 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

202- 202-
CCYYM!1 CCYXMM 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

i'atal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

COL.LAPSED 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Fall 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Fall 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

202. 202:alllll 
CCYYMM CCYYNM 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Past reaction 

MedDRA version for 
(B .2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

reaction/event term LL T 

26 . 0 No adverse event 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 No adverse event 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Reaction/event as reported by primary source (B.2.i.O) Past reaction 

I Page*3 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Provided 

Resu It (B.4.k.18.4) 

Related 

Duration (B.2.1.6) 

1 Months 

(B.2.1.8) 

Duration (B.2.i.6) 

1 Months 

(B.2.i.8) 

Duration (B.2.i.6) 

(B.2.i.81 
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ATIA-19(1) 

Canada Vigilance AER#: 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hlghtlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

E28_06016706 (0) 

Reaction/event MedDRA term(LL T) (B.V.1.b) 

No adverse evenc. 

Reaction/event MedDRA term (PT) IB.2.i.2.b) 

No adverse event 

(B.2.i.3) Start Date 18.2.i.4) End Date (B.2.i.5) Duration 

Reaction last time IB.2.i.7.2) Outcome (B.2.i.81 

Reaction/event as reported by primary source (B.2.i.<l) Past reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightllghted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Reaction/event Med0RA term (PT) (B.2.i.2.b) 

No adverse event 

Start Date 1B.2.1.4) End Date (B.2.1.5) Duration 

(8.2.i.8) 

(B.2.i.6) 

(B .2.1.6) 

This spontaneous case was reported by a pharmacist and desc ribes the occurrence cf DEATH (died 2 days after 
receiving che bivalent vaccine, dropped dead) in a 73- year-old male pati ent who received mRNA- 1273 BlVALeNT 
(SE>IKEVAX BIVALENt') (batch no. 023c22a) for COVtD- 19 prophylaxis . The occun::ence of additional non- serious events 
is detailed below . 

Previously administered products included for Drug use for unknown indication: COVID-19 vaccine (Unknown dose 1) 
on 20-Apr-2021, COVID-19 vaccine (Unknown dose 2 ) on 24-Jun-2021 and COVID-19 vaccine (Unknown dose 3 ) on 05-
Dec-2021 . 
Past adverse reactions t o the above products included No adverse event with COVID-19 vaccine , COVID-19 vaccine and 
COVID-19 vaccine. 

On on, the patient received fourth dose of mRNA- 1273 BIVM,E:NT I SPJKEVAX BIVALENT) (unknown route) l 
dosage form. In 2022, the patient. experienced DEATH (di-ed 2 days aft.er receiving the bivalent. vaccine, 

d ropped dead ) (seriousness criteria death and medicallf siqnificant) and FALL (collapsed) . I 2022 , FALL 
(collaps~d} outcome was unknown . Tht? patient diC:!d in 2022 . The cause of death was not reported . An autopsy 
was performed, but no results were provided. 

For mRNA.- 1273 BlVALE.NT {SPlKE:VAX. BIVALENT) (Unknown) , the reporter- did not pr,ovide -any causality assessments . 

No concomitant medications were reported. 

Patient was fine for 2 days after vaccination, did not have any side effects, he was doing well and suddenly while 
he was watching tv he collapsed and dropped dead . His wife came in today and she was telling that it was because 
cf the vaccine . The autopsy is being done in the hospital and the report is not yet out . Patient's wife said that 
the patient died 2 days after receiving the bivalent vaccine. 

l-lo treatment medications were reported , 

Company CorPJnent : This i s a Spontaneous case: reported by a p harmacist , concerning a 73-year-old male patient , with 
no medical hi~tory repo.ted, who expe.ienced the unexpected event of Death, which QCcurred 2 days after 
mRNA-1273.214 vaccine , administered as fourth dose within COVID- 19 vaccination schedule . It was reported that 
patient was doing well and suddenly r,ihile he was watching tv, he collapsed and dropped dead . The cause of death 
was not reported . An autopsy was pet"formect, but. not results were pz:-ovided yet . The benefit- risk relat:5onship of 
mRNA-)273 vaccine is o,ot a(fecLecl by Lhis repoct . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB.5.3bl 

Sender's comments (B.5.4) 

Pagd4 
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Canada Vigilance AER#: E28_0601 6706 (0) 
This is a Spontaneous case reported by a pharmacist 1 concerning a 73-year-old male patient, with no medical 
history reported, who e xperienced the unexpected event of Death 1 which occurred 2 doy.s after mRNA-1273 . 214 
-vaccine, administered as four-th dose within covr.o- 19 vacci nation schedule . It was teported that patient was doing 
well and suddenly while he was watching tv, he collapsed and dropped dead . The cause of death was not reported . 
An autopsy was perform~d, but not results were provided yet . The benefit- risk relationship of mRNA- 1273 vaccine 
is not affected by this report . 

Unit (B.3.1e) Normal low range (8.3.1.1) Normal high range 

Results of t ests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Daath 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

---- - - -

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

COVID-19 VACCINE 

Start date (B.1.8c) 

20210420 
CCYYMMDD 

20210624 
CCYYMMDD 
20211205 
CCHMMOD 

Ind icat ion MedDRA version 

26 . 0 
26 . 0 
26 . 0 

Reaction MedDRA version 

v.26 0 
v . 26 . 0 

(B.1.81.1) 

(B.1.8g.1) 

- - --

End date (B.1.8e) 

CCYYMMOO 

CCYYMMD!) 

CCHMMDD 

Indication (B.1.81.2) 

Drug use Cor unknown indication 
Drug use for unknowt"l indication 
o:i:ug use for unknowt1 indication 

Reaction (B.1.8g.2) 

No adverse event 
N-0 adverse event. 

(B.3.1.2) More info 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1 .10.7.2) 

(B.3.1.3) 

I 
I -
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ATIA-19(1) 

Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) Reporter given 
name 

IA.2.1.1b) Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

1-R_e_p_o_rt_e_r_c-ity ___ 1A_._2._1._2d_)-------.------- -rt-e_r _s_ta_t_e __ (_A_.2_.1_.2_•>-~---------------------1 

!

Reporter country (A.2.1.31 !Qualification Reporter postcode (A.2. 1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Canada Pharmacist 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

F ie name (A.3.1.3d) 
-
Family name (A.3.1 .3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

(A.2.1.4) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: I E2B 06041421 (0) 

Canada Vigilance HC Latest Received Date: 
20221104 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20221!04 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 668053(1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------------~-"'----"'---------------1 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Disabling/Incapacitating? No 

20221102 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20221102 
CCYY!<!.'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

C!\-MODERNATX, INC. -MOD-2022- 668053 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

QMOPEllN!\P 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source {A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Cl\- MODERNi\1'X, WC. - MOD- 2O22 - 666053 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: IE2B 06041421 (0) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 
1,;ountry arug ootamea (1:1.4.K.;!.;$) 1:1atcn11ot no. \1:1.4.11.31 

Canada 

Holder and authorizatlon/appllcaUon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

1 Dosage forms 

Dosage text (8.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

2 Weeks 

Action(s) taken with drug (B.4.k .16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Non-Health care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 
·-

Source of assessment (B.4.k.18,.2) 

Non-Health care professional 

Route of administration (B.4.k.8) Parent route of admin (8.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Leg pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Leg pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Thrombosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k. 18.1b) 

Thrombosis 
-
Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4,k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Provided 

Resu It (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not P rovided 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

THROMBOSIS THAT CAUSED HIS DEATH/ HER SONS FATHER DIED IN 2021 TWO WEEKS AFTER 
RECEIVING THE MODERNA VACCINE. 

MedDRA version for 
(8.2.i.1.a) 

reaction/event term LL T 

26 . 0 

MedDRA version for 
(B.2.1.2.a) 

reaction/event term PT 

26.0 

Term high!lighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (Fl.::U.i .b) 

Thrombosis 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Thrombosis 

Start Date 

2021 

(B.2.1.4) End Date (B.2.1.5) Durat ion 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

2 Weeks Fat a l 

Reaction/event as reported by primary source 
HE HAD LEG PAIN 

(B.2.1.0) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

2 \!leeks 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Leg pain 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

?ain in extremity 

Start Date 

2021 

(8.2.i.4) End Date (B.2.i.S) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This spontaneous case was reported by a consumer and describes the oc:currence of THROMBOSIS (Thrombosis t.hat 
cau sed his death / H@r sons father died in 2021 two 1,,,•eeks after receiving the M.oder na vaccine . ) in a male patient 
of an unknown age who received mRNA- 121 3 (Moderna CoviD- 19 Vaccine) for COVID- 19 prophylaxis . The occur-re-nee of 
additional non-serious events is detaile d below. 

No Medical Hi story intormatic n •,.ias reported , 

On an unknown date, the pati ent received dose of mRNA- 1273 (Moderna Covi0- 19 vaccine) (unknown route) 1 dosage 
form. In 2021 , t he patJ.en t exper i enced 1'HI\OMBOS!S (l 'hroml:>osis that caused his deat h / Her sons falher died i n 2021 
two weeks after receiving the Moderna vaccine..) (seriousness criteria death and medically significant) and PAIN IN 
EXTREMJTY (Ho had Leg pain} . The patient died in 2021 . The reported cause of death was Thrombosis . It is unknown 
if an autopsy was performed. At. the time of death , PAIN IN EXTREMITY (He had Leg pain) outcome was unknown. 

No concomitant information was repo rted . 
Patient died in 2021 tt~,10 weeks aftor receiving the Mod<?ma COVID-19 vaccine . Patient. had leg pain and they found 
out lat.er on that it was a type of thrombosis that caused his death . 
No treatment information was reported . 

Company comment : 
Thi s spont-aneo us case concer ns a male pat i en t of unspeci ( i ed age, •Ai th no medi caJ h1 stor y r:eported, who 
experienced the Fatal , unexpected serious (Dea th and medically significant) AE:SI event of Thrombosis that oc curred 
in the context cf mRNA-1273 vaccination . Latency cannot be assessed since vaccination date was not disclos~d . The 
event is reported as Thrombosis that caused his death/ Her sons father died in 2021 two weeks after receiving the 
Moderna vaccine, The reported cause of death was Thrombosis . It is unknown if an autopsy was performed. No 
additional information regarding c linical course , diagnostic tests , concomitant medication , and treatment details . 
The benefit - risk relationship of the mRNA- 1273 vaccine is not affected by this report. Events seriousness was 
assessed as per med ical judge ment and ava i lable infor mat i on . 

Reporter did no t allow further contact 

Reporter's comments (B.S.2) 

MedDRA vel'sion for sender's diagnosis 

Sender's diagnosis (B.5.3b) 

(B.5.3a) 
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Canada Vigilance AER#: E28_06041421 (0) 
Sender's comments (B.5.4J 

This spontaneous case co ncerns a male pacient of unspecified age , with no me di cal his~ory reporced , who 
experienced the Fatal, unexpected serious {Death and medically significant) AES! event of Thrombosis that 
occurred in the context of m.RNA- 1273 vaccination . Latency cannot be .assessed since vaccinat.1011 date ·,.;as not 
disc losed. The event is repocted as Thrombosis that ca1.1sed his death / Her sons father died in 2021 two weeks 
after rece ivi ng the Moderna vaccine. The reported cause of death was Thrombosis . It is unknown i f an autopsy was 
j'.>erfo ,flted - NO addHioMJ i Mo,i Mtioo t egardiMj c U oical C◊UrM, d i agMStic t MtS, c,:n\C◊~\i U1\L ~ledi catiM , a~d 
treatment details . The benefit- risk rela tionship o f the mRNA- 1273 vacc ine is not afLected by this rep ort. Events 
seriousness was assess@d as per medical judgement and available information. 

Unit (B.3-1e) Nor mal low range (B.3_1,1) Normal high range (B.3.1.2) More info (B.3.1-31 

Results of tests and procedures (8.3.2) 

- --- ~------ ------ ---- -------- ----------- - ---------------

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1o.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

- - -- - -- - - - -
Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Sc) End date (B.1-Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1 .10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedORA version for Indication (B.1.10.Sf.1) Indicat ion (B.1.10.Sf.2) 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B oso41421 (0) 

Do ument R the o 
Inf A ana um 'lt 
d1vul v ur I 
I' f anada 
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I ATIA- 19(1) 

Tropiano, Stephano (HC/SC) 

From: 
Sent: 
To: 
Subject: 

2021 -08-28 3:16 ~ 
Canada Vigilanc~ HC/SC) 
Help with reporting system 

Do ument R the o 
Inf ana um 'lt 
d1vul v ur I 
I' f anada 

Hello i found your email on the Gov websire while looking for a way to report the death of an healthy 25 year 
old who went into cardiac arrest on - 2021 he passed away shortly after on the same day. He took the 
moderna vaccine o~ 021 ,he passed just 37 short days after he took his first shot. can you please direct 
me on how to properly report his death to the reporting system? i have searched severl times and have yet to 
com.e up with a direct link to any reporting system one link just takes me to another then another with no way to 
report, its very confusing. one would think that repo1ting should be a simple form process for something so 
important. please help thank you 

Sent from my Galaxy 
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I ATIA- 19(1) I 
Wehbe, Rayan (HC/SC) 

From: 
Sent: 
To: 

Canada Vigilance (HC/SC) 
2021-08-31 3:53 PM 

Subject: Correspondence from Marketed Health Products Directorate - Adverse Reaction 
Number 000965271 

Dear Reporter, 

Thank you for submitting information to the Canada Vigilance Program (CVP). We received your email, about ARs 
following immunization with Moderna's COVID-19 vaccine, on August 28, 2021. 

We express our deepest sympathy to you and your family for your loss and understand that this must be a difficult 
situation for you. 

We appreciate the time you took to write about this tragic event and hope that we will address your concerns. 

We have recorded your information in our database and assigned the Adverse Reaction Report (AER) number 
000965271.Please note that we will contact you about your report only if additional information is required for our 
surveillance activities. 

What is the Canada Vigilance Program (CVP)? 
The CVP is a post-market surveillance program managed by Health Canada (HC). We collect and assess reports of 
suspected ARs to health products. Health professionals and consumers report voluntarily, while manufacturers, 
distributors, and hospitals must submit reports under the Food and Drugs Act. 

What we will do with your report 
Post-market surveillance enables HC to: 

• monitor the safety of marketed health products 
• ensure that their benefits continue to outweigh their potential risks 
• take appropriate action to minimize new risks. 

Such measures may include updating the label of a health product, risk communication to inform Canadians of new ARs 
through safety alerts and a product recall. 

Please send the following information 
To help us with our surveillance activities, please send us the below follow-up information (if available) : 

• Vaccine lot number 

• Deceased person's past medical history 
• Medications and health products taken by the deceased person 
• Laboratory/investigation results (if any) 
• Treatments received (if any) 

How to submit your follow-up information 
1. Go to the online side effect reporting application. 
2. Select the "follow-up" radio button. 
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D um 
I f Ill 
l J L 

3. Enter the AER number (stated above) in the "Health Canada reference no." field as showh below: 

~ Mandatory F.atd 

Complete ail mandatory rretcis, marked by a ~, and provide as much detail as possible for lhe ren1aining fields 

Specll,c field mstrocJJons are mrilucted m Ille lnstruct,ons section above. 

A. Report and Reporter Information 

• Type or report 

lm1ial 

Health canada Reference No (for foll01,\f.up teports only} 
Re'ere ce '>Umber le,, e pre~!Qu;;s/1• wbm tied m trel ,eport 

I ,. . :: : : .: ~ £ .l 

Additional information on side effects following COVID-19 vaccine immunization 
For your awareness, HC and the Public Health Agency of Canada (PHAC) share the monitoring of the safety of vaccines in 
Canada. To learn more, please visit the Reporting Adverse Events Following Immunization (AEFI) in Canada webpage. 

HC and the PHAC collaborate closely to monitor reports of adverse events following immunization with COVID-19 
vaccines in Canada through the CVP and the Canadian Adverse Events Following Immunization Surveillance System 
(CAEFISS). AEFI are routinely monitored. The Government of Canada publishes on a weekly basis information on AEFls 
with COVID-19 vaccines. These reports do not necessarily imply that a causal relationship between the event and the 
vaccine has been established. 

When new safety issues are confirmed, HC considers a wide variety of risk-mitigation actions. Such measures may 
include communicating any new risks to Canadians and healthcare providers or changing the product's recommended 
use. 

If you witness or experience a possible reaction to a vaccine, you can report it to your health care provider. They will 
report possible reactions following vaccination to their local public health authority, who in turn report through their 
federal, provincial or territorial immunization authorities. AEFI reports are ultimately forwarded to the PHAC. 
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If this is not possible, consumers may report adverse reactions to vaccines directly to Health Canada through the Report 
a side effect application. 

Since this application is not specific for vaccines, we recommend that you be as thorough as possible when completing 
your report. 

Further information on vaccines and treatments authorized for COVID-19 can be found here: https://covid
vaccine.canada.ca/ 

More information 
For information on health products for sale in Canada, including the Moderna vaccine, you may consult the Drug 
Product Database. This site al lows you to search the database and read the product monographs. These provide 
information on contraindications, warnings, and precautions, as well as ARs associated with a particular product. You 
may access the Moderna vacc ine product monograph in this link. 

If you want to stay informed of HC's advisories, recalls, and other communication on health products, you may 
subscribe to MedEffect. 

Once again, we would like to extend our sincere condolences and wish you the best. Please do not hesitate to contact 
the CVP if you need further information. 

Sincerely, 

Canada Vigilance Program 
Health Canada, Government of Canada 
canadavigilance@hc-sc.gc.ca /Tel.: 1-866-234-2345/ ATS: 1-800-465-7735 

Please note that the CVP's email address has changed to canadaviqilance@hc-sc.qc.ca. We encourage you to add this 
new email address to your safe sender list in order to ensure that you correctly receive the Program's emails. 
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Do ument R the o 
Inf ana um 'lt 
d1vul ur I 

Programme Canada Vigilance I' f anada 

Sante Canada, Gouvernement du Canada 
canadavigilance@hc-sc.gc.ca / Tel. : 1-866-234-2345/ ATS : 1-800-465-7735 

Veui/lez noter que /'adresse electronique du CVP a change pour canadavigilance@hc-sc.gc.ca. Nous vous encourageons a 
ajouter cette nouvelle adresse e/ectronique a votre liste d'expediteurs sOrs afin de vous assurer de recevoir correctement 
/es courriels du Programme. 

Hsll!m sama 
Ganada Ca.rurtl1a 
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ATIA - 19(1) 

lc anada Vigilance AER#: le2B ososo9s1 (1) 

Canada Vigilance HC Latest Received Date: 
20221114 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 
Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAXOSMITHKLIN'F.- CA2022121428 /1) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 
1----------'--"-'-----'-~----'-~---------~--j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Dat8 (A.1.7) Dlsabllngllncapacltating? No 

202:alll 
CCYYHMDD 

Additional documents? (A.1.8.1 J 

No 

202~ 
CCYYH21DD 

List of documents held by sender (A.1.8.2) 

Fulfill e'Xpedited criteria? (A.1.9) 

Yes 

Regulatory author'lty·s number (A.1.10.1) 

Company number (A.1.10.2) 

CA-GLAXOSHITHKLINE-CA2O22121!28 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

tDBQ 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA-GtAX◊SMITHK~INt-CA.2022121428 

{2) , {2) E2B_0523B950, (2) , (2) , (2 ) E2B_03519675, (2 ) , (2) E2B_ 05238950, (2) , 12) , {2) E2B_03519675 

Report nullif ication? (A.1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ID BIOMEDICAL CORPORATION OF QUEBEC 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Reason for nullification (A.1.13.1) 

Onset Age 

90 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \B.4.K.3) 

Canada LKSK 

Holder and authorb,ation/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100 mg, Z, every 4 weeks 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Subcutaheous 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Eosin_ophilic asthma 
26.0 Eosinophilic asthma 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CCYYMMDO 

Start period (B.4.k.13.1) Last period (B.4.k.13.2) 
Duration of drug Adm In (B. 
4.k.15) 

666 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

ExpDT=30-NOV-2023 

Drug Recurrence (B.4.k.17) 

Med ORA version (B.4.k.17 .2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1 b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: 

MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PRIMARY SOURCE REPORiER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1 a.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

IE2B 06060981 (1) 

Reaction assessed (B.4.k.18.1 b) 

Cough 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cough 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertional dyspne.i 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertional ctyspnea 

Method of assessment (B.4.k.18.3) 

I Page*3 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PRIMARY SOURCE REPORTER -MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B,4,k,18,Z) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k. 18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

MedDRA ve~ion (6,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY -MedDRA version (B.4.k.18.1a) 

26.0 

IE2B 06060981 (1) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Jaw movements disturbance 

Method of assessment (iU,k,18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Jaw movements disturbance 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Jaw movements disturbance 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Jaw movements disturbance 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

oxnen saturation abr;ormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen saturation abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oxygen saturation abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reacti1m assessed (6.4.k,11!,1b) 

Oxygen saturation abnormal 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oxygen saturation decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen saturation decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen saturation decreased 

I Pagd4 

Unknown 

Result (B,4,k,18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

---
Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
--

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
-
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Canada Vigilance AER#: 

Source of assessment (B.4.k,18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (8.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

IE2B 06060981 (1) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen saturation decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18.1b) 

Poor sleep 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Poor sleep 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Rliaction assessed (B.4.k, 18.1b) 

Poor sleep 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18, 1 b) 

Poor sleep 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sneezing 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sneezing 

Method of assessment (B.4.k.18.3) 

Glol>al Introspection 

Reaction assessed (B.4.k.18.1b) 

Sneezing 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sneezing 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Tiredness 

Method of assessment (8.4.k.18.3) . 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Page*5 

Result (B.4,k,18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unk.l'lown 

Result (B.4.k.18.4) 

Unknown 

Result (8.4.k.18.4) 

Unk.l'lown 
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ATIA - 19(1) 

~ 

IE2B 06060981 I Canada Vigilance AER#: (1) Page~6 

26.0 Tiredness - --
Source of assessment (B.4.k.18.2) Method of assessment fB.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection Unknown 

MedDRA version (IU,k,18,1a) Reaction assessed (B.4.k,18,1b) 

26,0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection Unknown 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection Unknown 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect FLU VACCINE 

Active Substance names (B.4.k.2.2) 

influenza virus vaccine 

1;ountry drug Obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (BA.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
cc 

Duration of drug Adm In (B. 
Start period ( B.4.k .13 .1 ) Last period (B.4.k.13.2) 4.k.15) 

28 Days 28 Days 

Action(s) taken with drug (B.4.k:.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cough 
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Canada Vigilance AER#: IE2B 06060981 (1) 

Source of assessment (B.4.k ,18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cough 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k ,18.1b) 

26.0 Death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA ve rsion (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a} Reaction assessed (B.4.k.18.1 b) 

26.0 Exertional dyspnea 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18, 1 b) 

26.0 Exertional dyspnea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Jaw movements disturtiance 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3} 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Jaw movements disturtiance 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Glol>al lntro~pei;;tion 

MedDRA version (i3.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Oxygen saturation abnormal 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Oxygen saturation abnormal 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Oxygen saturation decreased 

Source of assessment (8.4.k.18.2) Method of assessment (8.4.k.18.3} 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I Pagen 

Result (B.4,k,18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Rosu It (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B'4,.k,18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (8.4.k.18.4) 

Unknown 

Page: 1,132 of/de 2,140 
A2023000085 



Canada Vigilance AER#: IE2B 06060981 (1) 

26.0 Oxygen saturation decreased - - -
Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3} 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (f3.4,k, 18.1a) Reaction assessed (l:l.4,k, 18,1b) 

26.0 Poor sleep 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Poor sleep 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global lntrospecllon 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sneezing 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sneezing 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18,3) 

PRIMARY SOURCE REPORTER Global Introspection 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

1,;ountry drug ootainea (H.4.K.Z.;JJ Hatcnilot no. \B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK ,5th dose-14-SEP-2022 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) 

Unknown 

I Page~8 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Parent route of admln (B.4.k.9) 
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Canada Vigilance AER#: 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedORA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4 .. k.18-.2) 

MedORA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedORA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

IE2B 06060981 (1) I Page*9 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

P(ophylaxis 
Product used for unknown 
indication 
Product used for unknown 

26.0 indication 
26.0 Product used for unknown 
26.0 indication 
260 Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Old reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

"" 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 

... " 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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ATIA- 19(1) 

['c'ail"ada Vigilance AER#: le2s ososogs1 (1) 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

nitroglycerin 

country drug 01>taInee1 (tl.4 .k.2.:3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.1 O) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Medicinal product name (B.4.k.2.1) 

NITROJECT 

t1atc1111ot no. {tS.4.k.3) 

Route of administration (B.4.k.8) 

Unknown 

MedORA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Pagenol 

Parent route of admin (B.4.k.9) 

Indication (B.4.k.11 b) 

Drug use for unknown 
indication 

Duration of drug Adm in (B. 
4.k.15) 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Did reaction recur on readmlnistration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

PATIENT PASSED AWAY 

(8.2.i.O) Current reaction 

MedDRA version for 
(B .2.1.1 .a) 

reaction/event term LL T 

26 . 0 

MedORA version for 
(B.2 .1.2 .a) 

reaction/event terrn PT 

26 . 0 

Terrn hightlighted by the reporter? 

Reaction first time 

666 Days 
28 Davs 

(B.2.1.7 .1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Dea,h 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Death 

(B.2.1.3) Start Date (B.2.1.4 ) End Date (B.2 .1.S) 

202,ail 
CCYYMMDD 

202 ... 
CCYYMMDD 

Reaction last time (B.2.1.7.2) Outcome 

28 Days Fatal 

Result (B.4.k.18.4) 

Duration 

1 Daya 

(B.2.1.81 

(B.2 .1.6) 
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ATIA-19(1) 

~ 

IE2B 06060981 I Canada Vigilance AER#: (1) PageUl 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

SHE FEELS TIRED TODAY 

MedORA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

reaction/event term LL T 

26.0 Tiredness 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 ,aU.gue 

Term hlghtlighted by the reporter? (8.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) I Duration (B.2.i.6) 

2022 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (8.2.i.8) 

584 Days Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

DID NOT SLEEP WELL -- ---- -- - - - - -
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Poor sleep 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

reaction/event term PT 

26.0 Foor quality sleep 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) I Duration (8.2.1.6) 

202-

Reaction first time (8.2.i.7.1) Reaction last lime (8.2.1.7.2) Outcome (8.2.1.8) 

583 Days Unkno1·m 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

MILD COUGH 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8 .2.i.1.b) 

reaction/event term LL T 

26 . 0 Cough 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reactionlevent term PT 

26 . 0 Cough 

Term hlghtlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) I Duration (8.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Not recovered/noL resolv ed 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SNEEZING 

MedDRA ve.rsion for 
(B.2.1.1.a) Reaction/event MectDRA term(LL T) (B.2.1,1.b) 

reaction/event term LL T 

26 . 0 Sneezing 

MedORA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Sneezing 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (8.2.i.5) I Durat ion (8.2.i.6) 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Not recovered/ not resolved 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

KEEPS HEARING "TEP, TEP, TEP" WHEN.EVER SHE MOVES HER JAW I IT IS AMPLIFIED 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Jaw movements disturbance 

MedPRA version for 
(B .2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reactionlevent term PT 

26 . 0 Trismus 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) jEnd Date (8.2.i.5) !Duration (8.2.i.6) 
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Canada Vigilance AER#: IE2B 06060981 (1) I PageU2 

I I 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.IJ)) Current reaction 

SHORTNESS OF BREATH ON EXERTION (SOBOE) 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 ~xe~Lional dyspnea 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Dyspnoea exertional 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B,2.1.7,1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

02 SAT OSCILLATING BETWEEN 89 TO 90 I LOW OXYGEN SATURATION READING 

SCREENING 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Oxygen saturation abnormal 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Oxygen saturation abnormal 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

LOW OXYGEN SATURATION READING AT 88 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 0:-:ygen saturation decreased 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Oxygen saturation decreased 

Term hlghtlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7 .2) Outcome 

Unknown 

I Duration 

(B,2.1.8) 

AT 88!!; 

I Duration 

(B.2.i.81 

I Duration 

(B.2.i.81 

(B.2.1.61 

PRE-

(B.2.i.6) 

(B.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This case ·...ras reported by a consumer via patier.t support programs and described the occurrence of death in a 90-
year- old female patient who received mepolizurnab solution for injection in pre- filled syringe {batch number LKBK, 
expiry date 30th November 2023) for eosinophilic asthma . 

Co- suspect products included mepolizumab pre-filled syringe device injection syringe (batch number LK8K , expir:.y 
date 30th November 2023 ) for eosinophilic asthma , rnepolizumab solution for injection in pre-filled syringe (batch 
number A76R1 e xpiry date 31st March 2025) for eosinophilic asthma, mepolizu.mab pre-filled syringe device injection 
syringe {batch number A76R, e xpiry date 31st March 2025) for eosinophilic asthma, Flu unspecified {Flu vaccine) 
for prophylaxis, COVID- 19 VACCINE for piophylaxis and glyceiyl trinitiate (Nitropatch) f or drug use for unknown 
indication . 

Addi ti on.al subject notes incll1ded Patient h.ad no other conditions . 

01 2021, the potient started mepolizumab <•ubcutaneou• ) 100 mg (see do•e text) , mepolizurnab pre-
filled syr}p§f w:i•v}ff f mepolizuinab (subcutaneous) 100 mg (see dose text) and mepoli zumab pre-filled syringe 
device . On llll I 1111 1 2022 , the patient received Flu vaccine . On an unknown date, the patient received the 1st 
dose of COVJ0-19 VACCINE . On an unknown date, the dose was an unknown dose. On an unknown date, the dose was an 
unknown dose. On an unknown date , the dose was an unknown dose. On an unknown date , the--n unknown dose. 
On ,111 un~nown ddte, the patient started Nitropa.tch •t an unknown dose and tregu~ncy. On 2{)22 , 583 day• 
after: slatting mepolizumdb, mepoli2um,,1b p1e-t:U led syringe devtcE"'-, mepollzumdb itnd r11epol1.zum.ab pre- illed syringe 
device and not applicable after receivi ng Flu v a ccine, the patient experienced poor sleep. O 2022 , 
the patient experienced tiredness. on ■l1■■■■l 2022 , the patient experienced death (serious criteria death and 
GSK meclically significant}. On an unknown date, the patient experienced cough , snee:zing , ja.w moveme nts 

disturbance, exertional dyspnea, oxygen saturation abnormal and oxygen saturation decreased. On ·······2 022 , 
the outcome of the death was fatal . On an unknown date, the outcome of the poor sleep, tiredness, exertional 
dyspnea, oxygen saturation abnormal and oxygen saturation decreased 1<ere unknown and tile ou~ cough, 
sneezing and jaw movements disturbance were not- recovered/not resolved . The subject died on- 2022 . The 
reported cause of death was u nknown cause of death . 

It was unknown if the reportei: considered the death, tiredness , poor sleep, cough , s neezing , jaw movements 
d1sturbance, exertional dyspnea, oxygen saturation abnormal and oxygen saturation decreased to be related to 
mepoli~umab, mepolizumab pre-filled syringe device, mepclizumab and mepolizumab pre-filled syringe de vice. rt was 
unknown if the reporter considered the death and oxygen saturation decreased to be related to flu vaccine . This 
report is made by GSK \,,.1ithout: prejudice and does not imply any admission or li<'lbility for t.he incident or its 
consequences . 

Linked case (s) involving the same patient : CA2020AMR192167 , CA20 21223416 , CA2021241535 , CA2021260730 , 
CA2 0 2 2071814 

GSK Receipt Oate : - 2022 
Repoi.~ter ' s Comments : 'l'his case was received via Nucala e>atient Support Program (Vista) . Mepolizumab used by 
patlent was Nucala . Patient used Nucala every 4 weeks . l?atient said she felt tired today •••• 022) as she did 
not sleep well last night.■■■■2022) for unknown redson . Mild cough and sneezing was noted . Patient stated she 
kept hearing " tep , tcp, tep 11 whenever she moved her jaw. She added , no pain but it was annoying more than anything 
else it was amplified . Patient advised to consult MD {doctor of medicine ) about it .. Injection was well t.oler.ated . 
t-lo further information was pcovided. 

FU i n formation was received o n- 2022. This E'U was considered as significant . 
Reporter comments : Patient had~ ss of breath (SOB) on exertion, Oxygen saturation oscillating between 89 to 
90 percent pre~injection . Patient said she rece ived her 5th dose of Covid-1~ vaccine on -2◊22 on right arm. 
Pat i e nt was r...•eat:ing Nit.ropatch on left arm. Patient in good s:piri ts . Signatory waited wi~ er for med 
delivery . •rreat.ment administered on left abdomen . Inject.ion well tolera.ted . No immediate site reactio11 . t.Jo voiced 
concerns . El'a tient stable upon departure . No further information provided. It was unknown if the reporter 
conside=ed the tiredness , poor sleep, cough , sneezing, jaw movements disturbance , exertional dyspnea and oxygen 
saturation abnormal to be related Covid-19 vaccine and Nitropatch . 
Summary of changes : Co-suspect Covid-19 vaccine and Nitropatch added . Event exert1onal d;,-spnea and oxygen 

saturation abnormal added . 

Follow- up information received on 022 . 
Reporter ' s Comments : Patient stable when I arrived. Patient had to wait 30 minutes for her t reatment as she 
for ot to bring out medicine from fridge . Patient stated she had blood wor k done, received Flu vaccine 

022. Low Oxygen Satura tion ceading at 88 percent pre-scree.ning and stabilized at 92 percent w/ 3LPM 
post injecc.1011 . Other Vital signs stable, afebrile . Injection well tolerated. No immediate site re.action . Patient 
stable and asymptomatic upon my departure . 

Summary of changes : lab data added, suspect product, event and narrative added . 

FollOYJ- UP information received on .022 
Reporter comment : Pre-screening, patient 1 s granddaughter reported patient passed away in her sleep the morning of 

022 . No further information provided . 
ummary of changes : Patient tab updated, event tab updaced , product tab updated, narrative updaced. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_06060981 (1) PageH4 

Death is a unlisted event which is considered unrelated to GSK study drug Mepolizuma.b and Mepolizumab pre-filled 
syringe device . 

Unit (B .3.1e) 

% 

Test date (B.3.1b) 

Oxygen saturation 

Normal low range (B.3.1.1) 

Test name (B.3.1cl 

Normal high range (B.3.1.2) More Info 

Yes 

Test result (B.3.1d) 

Oxygen saturation 92 percent w/ 3LPM 

Unit (B.3.1e) 

% 

Normal low range (B .3.1.1) Normal high range (B.3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) 

Oxygen saturation 

Test result 

between 89 to 90 

Unit (B.3.1o) 

' 
Normal low range (B.3.1.1) Normal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1 .7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause o f deat:.h 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (8 .1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Patient had no other conditions 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End date (B.1.Be) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

More info 

Yes 

(B.3.1d) 

More info 

Yeo 

Start date (B.1.10.7.1cJ Continuing (B.1.10.7.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

(B.3.1.3) 

(B.3.1.3) 

(8.3.1.3) 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Mepolizumab Patient Support Program 

Sponsor Study no. (A.2.3.2) 

M b PSP 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

0th d 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B osos3349 (7) 

Canada Vigilance HC Latest Received Date: 
20230214 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2022 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAX0SMITHKLIN'F.- CA2022164678(5) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 
1----------'-----'---'-'--~-""'---------~--j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? 

Yes 

No 

20221109 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

2023 .. 
CCYY 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-GLAXOSMITHKLINE-CA2022161678 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

010525476:J.5 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullif ication? (A.1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - GLAJCOSMITHKLINE 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B .1.6) 

Hospital 
record no. 

Life thr eatening? 

Congenital anomalyfbirth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CI\- GLAXOSMITHKL!NE-CA2 022164 678 

Reason for nullification (A.1.13.1) 

Onset Age 

76 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B .1.1.1d) 
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ATIA- 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

1.;ountry arug ootarnea \1:1.4.K.2.:J) 1:1atcn11ot no. \ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (8.4.k.6) 

100 mg, Z (every 4 weeks) 

Pharmaceutical form (B.4.k. 7) Route of administration (B,4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.lc11b) 

26.0 Eosirwphilic asthma 
26.0 Eosinophilic asthma 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CCYYMMDD L;L; Y Y IVIIVIUD 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Primary dosage regimen 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Reaction assessed (B.4.k.18.1 b) 

Bronchitis 

Method of assessment (B.4.k.18.3) I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4,k,18',2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4,k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

I E2B 06063349 (7) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Bronchitis 

Method of assessment (B,4,k, 18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Bronchitis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Bronchitis 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chronic obstructive pulmonary disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chronic obstructive pulmonary disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chronic obstructive pulmonary disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Chronic obstructive pulmonary disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Coronav1rus infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Coronavirus infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Coronav1rus infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Coronavirus infection 

I Page*3 

Unknown 

Result (B.4,k,18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

I E2B 06063349 (7) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Goronavirus test positive 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4 .k.18.1 b) 

Coronavirus test positive 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Coronavirus tes1 positive 

Method of assessment (B.4.k.18.3} 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Coronavirus test positive 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (8.4.k.18.1 b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased shortness of breath 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased shortness of breath 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Pagd 4 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4 ) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 
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Canada Vigilance AER#: I E2B 06063349 (7) 

26.0 Increased shortness of breath 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (IM,k, 18,1a) Reaction assessed (B.4,k,18,1b) 

26.0 Increased shortness of breath 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lung cancer 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lung cancer 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .. 18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lung cancer 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lung cancer 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lung infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lung infection 

Source of ;1:.sessment (S,4,k.16-.2) Method of ~ssessment (S.4.k,16,3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lung infection 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lung infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k,18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Rhonchi 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

I Page*5 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Re:;ult (B.4,k.15.4) 

No 

Result (B.4.k.18.4) 

N6 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 
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Canada Vigilance AER#: I E2B 06063349 (7) 

MedDRA version (B,4.k ,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Rhonchi 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Rhonchi 

Source of assessment (B.4.k.1S.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Rhonchi 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tiredness 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k, 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect INFLUENZA VACCINES 

Active Substance names (B.4.k.2.2) 

influenza virus vaccine 

Country drug obtained (B.4.1<.DJ Batch/lot no. (8.4.k.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) 

Unknown 

I Page~6 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Parent route of ad min (B.4.k.9) 
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ATIA-19(1) 

~ 

Canada Vigilance AER#: 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202-
cc 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) -MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (8,4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (8,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (BA.k.18.1a) 

I E2B 06063349 (7) I Pagen 

MedDRA version (B.4.k,11a) Indication (B.4.k.11 b) 

26.0 P(ophylaleis 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon{s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Bronchitis 

Method of assessment (BA.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Bronchitis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chronic obstructive pulmonary disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chronic obstructive pulmonary disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Coronavirus -infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Coronavirus infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k. 18.1b) 

Coronavirus test positive 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18, 1 b) 

Result (B.4.k,18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4} 

Unknown 

Result (8.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k, 18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

I E2B 06063349 (7) 

Coronavirus test positive 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B,4,k, 18,1b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Exertional dyspnea 

Method of assessment (B.4.k.18.3) 

Global lnlrospecllon 

Reaction assessed (B.4.k.18.1b) 

Increased shortness of breath 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased shortness of breath 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Lung cancer 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lung cancer 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Lung infection 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Lung infection 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Rhonchi 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Rhonchi 
- -

Method of assessment (B.4.k.18.3) 

Global Introspection 

I 
Page~8 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4.k.18.4) 

Not Applicable 

Result (B.4,k.18.4) 

Unl<nown 

-
Result (B.4.k.18.4) 

Unknown 
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MedDRA version (B.4.k,18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection Unknown 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Tiredness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection Unknown 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

1;ountry arug ootamea 11:1.4 .K.2.~ 1 tsatch/lot no. \tJ;.4.11,;:11 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11 a) Indication (B.4.k.11b) 

26.0 COVI D-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202. 
cc 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministratlon? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ZENHALE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (8.4.k.5) 

2 Dosage forms,2 every 1 (Days) 

Dosage text (B.4.k.6) 

2 puff(s). bid 200/Smcg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Inhalation 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B,4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TIOTROPIUM BROMIDE MONOHYDRATE 

Active Substance names (B.4.k.2.2) 

tiotropium bromide monohydrate 

country drug 01>ta1ned (t:1.4.k.2.:JJ t:1atc1111ot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

2 Dosage forms,1 every 1 (Days) 

Dosage text (8.4.k.6) 

2 puff(s), qd 2.5 mcg 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

lnhala.tion 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstration? (BA.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k, 18, 1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,152 of/de 2,140 
A2023000085 



ATIA-19(1) 

lcanada Vigilance AER#: le2s osos3349 (7) Page,121 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENTOLIN 

Active Substance names (B.4.k.2.2) 

salbutamol 

country drug 01>ta1ned (H.4.K.:l.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

2 Dosage forms 

Dosage text (B.4.k,6) 

2 puff(s). Z, PRN (as necesary) 100 mcg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Inhalation 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 
.• 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PATIENT PASSED AWAY I COMPLICATIONS OF HER LUNG CANCER 

MedDRA version for 
(B .2.i.1 .a) Reaction/event MedDRA term(LL T) (8 .2. i.1.b) 

reaction/event term LL T 

26 . 0 Lung cancer 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Lung neoplas m mali gnant 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) End Date (B.2.i.5) 

202,. 
CCYYMMDD 

Reaction first t ime (B.2.1.7.1) t eaction last time (B.2.1.7.2) 

!
Outcome 

Fatal 

Result (B.4.k.18.4) 

Duration 

(B.2.1.8) 

(B.2.1.6) 
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Reaction/event as reported by primary source (8 .2.i.O) Current reaction 

PATIENT PASSED AWAY I COMPLICATIONS OF HER COPD 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Chronic obstruccive pul monary disease 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Chr oni c obstructive pul monar y di sease 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 1B,2.i.4) End Date (8.2.i.5) Durat ion (B.2.i.6) 

2023'111 
CCYYMMDD 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

HAS A LUNG I NFECTION/ HAVING A LUNG INFECTION . 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Lung infect ion 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26.0 Pneumoni a 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) End Date (8 .2.1.5) Durat ion (8.2.1.6) 

Reaction first time (8.2.i.7.1) Reaction last time 18 .2.1.7.2) Outcome (B.2.1.81 

Hot recovered / not r esolved 

Reaction/event as reported by primary source 18.2.1.0) Current reaction 

FEELING TIRED 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Tiredness 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Fatigue 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.U) End Date (B.2.1.5) Duration (B.2.i.6) 

Reaction first t ime (B.2.1.7.1) Reaction last lime 1B,2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source 18.2.1.0) Current reaction 

SHORTNESS OF BREATH /OUTCOME OF PROBLEM WORSENED 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Increased shortness of breath 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Dyspnoea 

Term hightlighted by the reporter? (8.2.i.3) Start Date 18,2.U) End Date (8 .2.i.5) Duration (8.2.i.6) 

Reaction first t ime (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.81 

Not r e covered/ noc resolv ed 

Reaction/event as reported by primary source IB.2.1.0) Current reaction 

RHONCHI ON EXPIRATION 
MedDRA ve.rsion for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Rhonchi 

MedDRA version for 
(B.2.i.2,a) Reaction/event MedDRA term (PT) 18,2.i.2.b) 

reaction/event term PT 

26 . 0 Rhonchi 

Term hightllghted by the reporter? (B.2.1.3) Start Date 18 ,2.i.4) jEnd Date (8.2.i.5) !Durat ion (8 .2.i.6) 
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I I 
Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.1)) Current reaction 

BRONCHITIS 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 SronchiLls 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Bronchi ti: 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.61 

Reaction first time (B,2,1,7,1) Reaction last time (B,2.1.7.2) Outcome (B,2.1.8 ) 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

TESTED COVID+ 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Coronavirus t.est positive 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) [B.2.1.2.b) 

reaction/event term PT 

26 . 0 Coronavit:'lJS test positive 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

202- -
Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.i.8) 

38 Days Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

TESTED COVID+ 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Coronavirus infection 

MedDRA version for {B.2,i.2.a) Reaction/event MedDRA term (PT) (11.2,i.2.b) 
reaction/event term PT 

26.0 Coronavirus infection 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] I Durat ion (B.2.1.6) 

202:111111 

Reaction first time {B.2.i.7 .1) Reaction last time (B.2.i.7 .2) Outcome {B.2.i.8) 

38 Days Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

STILL FEELS SOB ON EXERTION 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Exertional dyspnea 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Dyspnoea exertional 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2 .1.6) 

Reaction first t ime {B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome {B.2.1.8 ) 

Not recovered/not resolved 
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Case narrative (B.5.1) 

This case ·...ras reported by a consumer via patiertt support programs and described the occurrence of lun.g cancer in a 
76- year- old female patient. who received mepolizumab solution for injection in p:i:::-e- filled pen for eosinophilic 
asthma. 

Co-suspect products included mepoliz.umab autoinjector device administration syst.em (batch number Unk, expiry date 
unknown) for eos1noph1lic asthma , mepolizumab solution for injection in pre-filled pen (batch number EC7Y, expiry 
date 1st ~ebruary 2025 ) for eosinophilic asthma, mepolizumab autoinjector device ad.~inistration system (batch 
number EC7'i, e xpiry date 1st February 2025) for eoainophilic asthma, E' lu Seasonal QIV Quebec {Canadian influenza 
vaccine Quadrivalent 2022- 2023 season) Eo-r prophylaxis a nd COVID- 19 VACC!Ne (COV!D VACCINE) f or covid- 19 
prophylaxis . 

Addi ti on.al subject notes included No patient history was reported . Concomitant products included forntotet:ol 
fumarate , mometasone furoate {Zenhal~) , t1atropium bromide (Spiriva Respimat) and salbutamol (Ventolin). 

2022 , the patient started mepolizumab (subcutaneous ) 100 mg (see dose text) , mepolizumab 
ector device, mepolizumab (subcutaneous) 100 mg (see dose t.ext) and mepolizumab autoinjector device . In 

~022 the patient received Canadian influenza vaccine Quadrivalent 2022-2023 soason and COVID VACCINE , On 
2022 , 38 day~ after starting mepolizumab , mepolizumab autoinjector device , mcpolizumab and 
toinjector device dnd less th,,u1 a. weak c:1tter receiv1ng Canadian influ-enz.a vaccine Qua<..lrivtllent 

s:easo11 , Lhe patienL expe1:ienced coron,1vlrus tesl posit1ve and co1ona.vlrus inrecLion . On Jn unknown da.t.e , 
the patienL experienced lung cancer (serious criteria death and GSK medically significant) , chronic obstructive 
pulmonaql disease- (serious cr:itcria death), lung i nfection (serious criteria hospitalization and GSK medically 

tiredness (serious criteria hospitalization) , increased shortness of breath (serious criteria 
n}, rhonchi (serious criteria hospitalization) , bronchitis and exertional dyspnea . The subject was 

a ntibiotics nos (Antibiotics (Brand Names Not Known}}, ciprofloxacin, meropenem and prednisone . On 
2023, the outcome of the lung cancer ;ind chr-on i c obstructive pulmonary disease were fatal . On an 

unknown date , the out.come of the lung infection, tiredness , increased shortness o f breath, rhonchi and exertional 
dyspnea were not recovered/net resolved and th~ outcome of the co r onavirus test positive, coronavirus infection 
and bronchi tis wc.:e unknown . The s ubject died onlllllllllllllllli202 3 . The reported cause of daa th was chronic 
obstructive pulmonary disease and lung cancer . 

It was unknown if the reporter considered the lung cance r , chronic obstructive pulmonary disease, tiredness , 
increased shortness of breath, rhonchi, bronchitis , coronavirus test positive, coronavirus infection and 
exertional dyspnea to be rel~ted to mepolizumab , mepolizomab autoinjeccor device, mepo112wnab and mepolizumab 
autoinjector device . The reporter considered the lung i nfection to be unrelated to mepolizumab, mepolizumab 
autoinjector device , mepolizumab and mepolizumab autoinjcctor device . It was unknown if the reporter considered 
the lung cancer , chronic obstructive pulmonary disease , tiredness , increased shortness of breath, rhonchi , 
coronavirus test positive, coronavirus infection and exertional dyspnea to be related to Canadian influenza 
vaccine Quadrivalent 2022-2023 season . This report is made by GSK without prejudice and does not irr.ply any 
admission or liability for the incident or its consequences. 

Additlona1 lntor~ 
GSK Receipt date ,- 2022 
Reporter ' s Comment : This report was received from consumer via Nucala I?at.ient Support Program (Vista) . Mepolizumab 
the patient received was Nuc,;1la and its frequency was every 4 weeks . on■■■lzo22 patient called to inform that 
she current.ly had a lung infection and was taking antibiotics . No further information was provided . 

Follow-up infor mation received on 022 
Reporter ' s Comments : This case was received from Nucala patient support program (Vista). The Mepolizumab took by 
patient was Nucala (every 4 weeks) . Patient was on Ciprofloxacin for 7 days for b ronchitis . Did not consent to 
contact . No further informatJon provided. 
Summary of Changes : Suspect product, event , treatment medication added 

Follow up infor mation was rec:eived on 022 
Report.era comment-Patient mentioned having a lung infection . Feeling tired, more Shortness of breath , rhonchi on 
expiration . Spent some time in~ he hos ital . Is on Meropenem 2g IV for ?days (until - &. Prednisone , Received 
her flu plus COV1D shot last week of Tested COVID positive on■■■■ Saw her MD yesterday 
and will see him again Monday 
TTO of corona.virus test positive eind coronavir\ls infection was less than a week with Covid- 19 vaccine ,, T'I'O of 
tiredness , increased shortness of breath and rhonchi was less than a month with Flu vaccine and Covid-19 vaccine . 
Tt was unknown if the reporter considered the tiredness , increased shortness of breath, rhonchi , coronavirus test 
positive and coronavirus infection to be related to Covict-19 vaccine . 
Summary of changes-event added, co suspect added , treatment medication added , lab data added . 

Follow up information was received or- 023 
Repo1tters comment : Post inCusion report Patient calm. Menlioned there had not been any changes in her health 
stat.us . Still felt SO8 {Short.oess of breath) on exertion . Had ii follow up appointment •nith her doctor this week . 
Husband present.. Patient was stable- upon departure. rt was unknown if the reporter considered the exertional 
dyspnca to be related to COVID-19 VACCINE . 
Summary of changes : event added . 

Follow-up information received on 023 
Reporter comments: Nurse wa.s able to get a hold of the patient's husband who unfortunately notified that , the 
patient passed away the day before morning . He mentioned that , it was due to complications of her lung cancer and 
COPD, but was unable to give more details . It was unknown if the reporter considered the lung cancer, chronic 
obstructive pulmonary djsease to be related to COV1D- l9 vaccine . 
Summary of Changes : Product t:ab, event tab a nd narrative updated . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 
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ATIA-19(1) 

Canada Vigilance AER#: le2B 060633_4_9~ (~7~>---------------~-----Pa_g_e,_·1__,6 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Lung neoplasm malignant , Chconic obstructive pulmonary disease , Fati gue, ronchi and dyspnoea a re unlisted events 
which are considered unrelated to GSK study drug Mepolizurnab and Nepolizumab autoirtJector device . 

202~ 
CCYYMMDO 

Unit (B.3.1e) 

unknown 

Coronavirus ~est 

Normal low range 

Results of tests and procedures (B.3.2) 

--- - ---

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1o.11 Episode name 

(B.3.1.1) Normal high range 

(B.1.7.1o.21 

26 . 0 Chronic obstructive pulmonary disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Lung cancer 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

No patient history was reported 

test positive 

(B.3.1.2) More Info 

No 

(B.3.1.3) 

-----

---------------------------------------------------

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedORA version (B.1.81.1) Indication (B.1.sr.21 

Reaction MedDRA version (B.1.Bg.1) Reaction 10.1.ag.2) 

Start date (B.1.1O.7.1c) Continuing (B.1.1O.1.1d) 

Comments (B.1.1O.1.19) 

Relevant medical history / Concurrent conditions text (B.1.1O.7.2) 

End date (B.1.1O.1.11) 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Mepolizumab Patient Support Program 

Sponsor Study no. (A.2.3.2) 

M b PSP 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

0th d 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B os1s8877 (O) 

Canada Vigilance HC Latest Received Date: 
20221226 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20221226 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022 - 689921(1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------------'--~--'-----"--------'------~---,.j 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

202,.... 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

2022-
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-MO-MOC20221222000239 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

occc 
QMODERNAP 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(l 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - MODERNA BIOPIJARMA CANADA CORPORATION 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Adult 

Gestation Period (B,1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA-OCCC- CINT0000752 
CA- MODERNATX, INC. - l.fOD- 2022~689921 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 06188877 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

SPIKEVAX BIVALENT (ORIGINAL/ OMICRON BA.4/5) 2.5 ML MULTIDOSE 
Suspect VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 
davesomeran 

Country drug obtained (B.4.k.2.3) Batch/lot no. (S.4.k.3) 

Canada ASKU 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02532352 
Country of authorization/application: Canada 

Structured dosage info (8.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (8.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI D-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.l<.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (8.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Specific product reported: Yes, specific product known from information provided 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Death NOS 

Source of assessment (8.4.k.18.2) Method of assessment (B.4.k,18.3) 

MAH , , Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Death NOS 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Non-Health care professional Global Introspection 

Result (B.4.k.18..4) 

Related 

Result (B.4.k.18.4) 

Not Provided 

Page: 1,162 of/de 2,140 
A2023000085 



ATIA - 19(1) 

Reaction/event as reported by primary source 

DAUGHTER DIED AFTER TAKING MODERNA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(Ll T) 

Death NOS 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

2022-
CCYYMMDO 

Duration (B.2.1.6) 

2022-
CCYYMMDD D,ys 

Reaction first lime (B.2.1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

This spontaneous c ase r.o.•as reported by a consumer and describes th.e occurre1,ce of DE:ATH (daughter died after taking 
Moderna) in an adult. female patient who received mRNA- 1273 BIVALEln . 222 (SPlKEVAX BIVALENT (ORIGINAL / OMICRON 
B11.4/5) ) (batch no. ASKU) for: COVID-19 prophylaxis . 

No Medical History information was reported . 

On an unknown date, t:he p,tient received dose of mRNA- 171) fr'@' rn·r . 222 (SPll'<EVAX BlV1>.LEIIT (ORlGINAL / OMICRON 
BA. 4/5) ) (unknown route) 1 dosage form . Death occurred o~I II 111 2022 The patient died on 2022 . The cause 
of death was not reported . An autopsy was perfo=med, but no r esults were provided. 

DIAGNOSTIC RESULTS tnormal ranges are provided in parenthesis if available} : 
rn■■■■I022 1 Autopsy : Waiting on the autopsy results . 

For mRNA- 1273 BIVALENT . 222 (SPIKEVAX BIVALENT (ORIGINAL/ OMICRON 81>. . 4/51) (Unknos•n), the reporter did not 
provido any causality assessments . 

Concomitanc product use was not provided by the reporter . 

Unknown if patient received ainy other vaccines in the 4 weeks prior to COVID-l9 vaccine. 

Reporter was waiLing on the Z!utopsy results Crom patienL . 

Treatment in!ormation was noc provided. 
Company comment- This spontaneous case concerns an adul~ female , with no medical history reported1 who experienced 
th@ un@xp@ct@d, Fatal s@rious (m@dically significant) @v@nt of d@ath aft@r r@c@iving an unsp@cifi@d dos@ of 
Spikevax Bivalent . 222 (Original/Omicron BJ;, . 4/5. ) vaccine . Latency cannot be assessed since exact vaccination date 
was not disclosed. Death occurred on- 022. An autopsy was performed reports not available . The reported 
cause of death was unknown . It was reported that ' daughter died after taking Moderna/ waiting on the autopsy 
results from my daughter' . t-3o further clinical information was available for review . The benefit~risk 
rela tionship of Spikevax Bivalent . 222 (Originaal/Omlccon B~ .. 4/5) vaccJne is nol affected by lhis repo:rl. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

This spontaneous case concerns an adult female , 1<i th no medical h istor:y repo1·ted, who experienced the unexpected, 
Fatt1l serious (medically significant) event of deat:h after receiving an unspecified dose of Spikevax Bivalent . 
222 (Original/Omicron BA.4/5) vaccine . Latency cannot be assessed .since exact vaccination date was not disclosed . 
Death occurred o i .022 . An autopsy was performed r eports not available . The reported cause of death wa s 
unknown . It wos roportea that ' daughter died after taking Modorna/wa.iting on tho autopsy results from my 
daughter ' . No further clinical information was available for review. The benefit-risk relationship of Spikevax 
Bivalent . 222 (Original/Omicron BA , q/5 ) vaccine is not affected by this report. 

Aut:opsy 

Unit (B,Me-) Normal low range 

Results of tests and procedures (B.3.2) 

Autopsy- 2022:;Waiting on the autopsy results 

(1:.1,3,1,1) Nonna! high range (B,3,1,2) More info 

Yes 
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MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause o f deat h 

Start date (B.1.1.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

Comments (B.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8o) 

Start date (B.1.8c) End date (B.1.8•) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1c) Continuing {B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.8<1) 

-
MedDRA version for Indication (B.1.10.81.1) Indication {B.1.10.81.2) 

Med ORA version for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Other health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: I E2B 06188877 (0) 
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lcanada Vigilance AER#: le2B os190143 (0) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2022- 690190 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

20221227 
CCYYMMDD 

20221227 
CCHMM.DD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious· 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Disabling/Incapacitating? No 

20221221 
CCYYHMDD 

Additional documents? (A.1.8.1) 

Yes 

20221221 
CCYYMl1Dll 

List of documents held by sender (A.1.8.2) 

~2b Differen~es Report 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA~MO-MOC20221222000243 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

occc 
CHS 
QMODERNAE> 

Duplicate (0) / Link (L) Report n.umber(s) (A.1.12) 

() 

Report null lflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

NO 

Source (A.1.4) 

MAH • MOOERNA B!OPllARM/.1 CANADA CORE>ORATION 

Date of birth (B.1.2.1) Age group (B.1 .2.3) 

Gestation Period (8.1.2.2.11 LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- OCCC- Clt<l'l'OOOO·J 53 
MOC20221222000243 
CA- MODERNA'.l:X, TNC.-HOD- 2022- 690190 

Reason for nullification (A.1.13.1) 

Onset Age (B.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1dl 
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lcanada Vigilance AER#: le2s os190743 (O) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX BIVALENT 2.5 ML MUL TIDOSE VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 
imelasomeran 

country drug obtained (B.4.k.2.3) Batch/lot no. {8.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02530252 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

1 Dosage forms 

Dosage tex:t (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Yes, specific product known from information provided. 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a} 

Drug React.ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Non-Health care professional 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Provided 
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Reaction/event as reported by primary source 

UNKNOWN CAUSE OF DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This spontaneous case was 1eported by a cons1.11ner and describes t.he occurre11ce of DEATH (Unknown cause of death) in 
a female patient of an u n known age who received mRNA-1273 BIVALENT (SPIKE:VAX BIVALENT) for COVID-19 prophylaxis . 

No Medical History information was reported . 

On an unkno wn date, the patient received dose of mRNP.- 1273 BTVALEtlT {S.Pl.KEVAX BTVALEN'f) (unknowfl route ) 1 dosage 
form. Death occurred on an unknown date The cause of death was not reported . An autopsy was performedJ but no 
results were provided. 

The action taken with mRNA.-1273 BIVALENT (SPIKEVAX BIVALENT) (Unknown) was unknown. 

For mRNA- 1273 81VAL~NT (S~lK~VAX STVA•~NT) (Unknown) , the reporter did not p:ovjde any causality assessments . 

No concomit:ant medication provided. 
No treatment medication provided . 

Company comment : 
This spontaneous case concerns a female patient of unknown age, with no medical history reported, who experienced 
the fatal unexpected serious event of Death that occurred unknown days after receiving a dose of rn.RNA- 1273 
bivalent. BA. l vaccine 1n covid- 19 v9ccinatlon series . The reported cause of death and date of death was unknown . 
Autopsy was performed, however the report 1.,,as l')Ot avai ilable . No f \.I rthe r: info rm<l t ion on pc tients ' medical histor:y 1 

circumstances leading to death, exacl cause of deat.h1 concomitant medlcat.ions , additional vaccination details wece 
provided. The benefit- risk relationship of mRNA.- 1273 bivalent BJL l vaccine is not. affected by this report . 

Reporter did not allow further contact 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis 1B,5.3a) 

Sender's diagnosis (8.S.3b) 

Sender's comments (B.5.4) 

This spontaneous case concerns a female pat.ient of unkno•,m age , with no medical history report.ed1 who experienced 
the fatal unexpected seri ous event of Death that occurred unknown days after receiving a dose of mRNA-1273 
bivalent BA.l vaccine in covid-19 vaccination series. The reported cause of death and date of death was unknown. 
AutopS)'' was performed, however the reporc was not available . No further information on patients' medical history 1 

circumstances leading to death, e xact cause of death1 concomitant medications1 additional vaccination details 
·•ere provjded. The benefit- risk relationship of ml<NA- 1273 bivalent SA. 1 vaccine is not affected by this report . 

Unit (B.3.1o•) No~mal low range (B.3.1.1) 

I Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 06190743 (0) 
Comments 1B.1.1.19) 

Relevant med ical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8<!) 

MedDRA version for Indication (B.1.10.st.1) Indication 1e.1.10.s1.21 

Med0RA version for react ion (B.1 .10.sg.1) Reactions 1B.1.10.s9 .2) 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

Reporter cit.y (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

].:porter state 

I Reporter country (A.2.1.3) 

~ ct• 

(A.2.1.2e) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type 

I 

End date (B.1.10.1.11) 

(A.2.1.2b) 

Qualification (A.2.1.4) 

Other heal t h p rofessi o nal 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B os221099 (0) 

Canada Vigilance HC Latest Received Date: 
20230113 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20230!13 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2023- 69594611) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------~--------'----'-~--------------1 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20230110 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

20230110 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A, 1.10.2) 

CA- MODERNATX, rNC . - MOD-2023-695916 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link {L) Report number(s) (A.1.12) 

{2) , {2) 

Report null ification? (A,1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - MODERNA BIOPHARMA CANADA CORPORATION 

PRIVACY Male 

Date of birth {8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8 .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(8 .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- HOOERNArx, UJC. -MOD- 2023- 695946 

Reason for nullification (A.1.13.1) 

Onset Age 

72 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Canada Vigilance AER#: I E2B 06227099 (0) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 
1,;ountry arug ootamea (1:1.4.K..<!.;,I 1:1atcn11ot no. \1:1.4.11.31 

Canada 

Holder and authorizatlon/appllcaUon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

Dose 1 

Pharmaceutlcal form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (8.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Specific product reported: Yes, specific product known from information provided. 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Short of breath 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Short of breath 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

MedDRA vers•ion (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26,0 Sudden death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sudden death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

MAH Global Introspection 

Result (B.4.k.18.4) 

Not Provided 

Resu It (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Provided 

Resu It (B.4.k.18.4) 

Related 
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Reaction/event as reported by primary source 

SUDDEN DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Sudden death 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Sudden death 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

SHORT OF BREATH 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Short of breath 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Dyspnoea 

Term hightlighted by the reporter? (B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion (8.2.i.6) 

Reaction first time (B.2.1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

This spontaneous case was reported Oya physician and describes the occurrence of SUDDEN DEATH (Sudden death) in a 
72-year-old mal@ patient who received mRNA-1273 (Moderna CoviD-19 Vaccine) for COVID-19 prophylaxis . The 
occurrence of additional non-serious events is detailed below. 

Concurrent medical conditions included COPO. 

On an unknown date, the patient received first dose of mRNA-1273 (Moderna CoviD-19 Vaccine} (unknown route) 1 

dosage form . on an unknown date, the patient experienced SUDDEN DEATH (Sudden death ) {seriousness criteria death 
and n,edi cally sign! ficant) and DY$Pti◊EA ($hort of breath) . The pa tient died on an unknown dale. The cause of deaLh 
was not reported . It is unknown if an ~utopsy w,;:1.s performed. At. the time of deat.h, DYSPNOE.A (Short of breath) 
outcorr:e was unknown. 

For mRNA-1213 (Moderna CoviD-19 Vaccine) (Unknown), the reporter did not provide an::l causality assessments . 

Concomi tant: and treatfnent medications were not reported. 

One presumed vaccine induced sudden death (in a 72 - year- old patient \\lith COE:'D) . Thi:s patient complained of being 
short of breath continually after r eceiving the vaccine and died very suddenly and unexpectedly on day 24 after 
the vaccine. Patient had no history of cardiovascular disease. 

Company comment : This fatal regulatory authority case concerns a 72-year-old male potient, with chronic 
obstructive pulmonary d.i sease but no history of car:diovascular disease, "''ho exper:i ericed dyspnoea conti nual l y after 
receiving the first dose of rnRNA.- 1273 vaccine and suddenly died (unexpected and serious due to medically 
significant. and death) 24 days aft.er vaccination . The events were reported with no -onset date and the vaccination 

dates were not reported either; hence , latency could not be properly assessed . The reported cause ot death was not 
reported. It is unknown if an autopsy was per-formed. No further clinical information was available foz medical 
review. Pat1ent ·s chronic obstructive pulmonary disease could be a confounder for dyspnoea and could be a risk 
factor for his sudden death. The benefit-risk relationship of mRNA-1273 vaccine is not affected by this report . 

This case was linked to US-MODERNATX, INC . -MOD-2023-695829, CA-MODERNl'.TX, INC . -MOD-2023- 695941 (E2B Linked 
Report) . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_06227099 (0) 

Unit (B.3.1e) Normal low range (B.3.1.1) Nonna! high range (B.3.1.2) More info 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (e.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 COPO 

Start date (8.1,7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Sc) End date (B.1.So) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

(B.3.1.3) 
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ATIA-19(1 ) 

Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.s1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

PRIVACY 

Reporter dep.artment (A.2.1.2b) 

(A.2.1.2e) 

!

Reporter country 

Canada 

(A.2.1.3) IQualiflcatlon 

Physician 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

Fie name (A.3.1.3d) 
-
Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1.41) 

(A.2.1.4) 

(A.2.1.1d) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202300018478 (3 I 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B os234512 (2) 

HC Latest Received Date: 
20230327 
CCYYMMDD 

HC Initial Received Date: 2023 
CCH 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20230114 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20230326 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority 's number (A.1.10.1) 

'!:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202300018478 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFIZERlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFLZER !NC- 202300018~78 

Reason for nullification (A.1.13.1) 

Onset Age 

70 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 
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ATIA - 19(1) 

lcanada Vigilance AER#: I E2B 06234572 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021 -
CCY CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

72 Days 72 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

PHARMACEUTICAL COMPANY Global Introspection 
,., 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

NIA .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202 

IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration 

(8.2.1.8) 

This is a spontaneous repo1t received from contactable reporter(s) (Consumer or othet non HCP). 

(B.2.1.6) 

A 70-year-old male patient received BNT162b2 (COMIRNATY) ; on - 021 as dose 2 , single (Batch/Lot number : 
unknown) at. the age of 70 years for covid-19 immunisation . T~ ent ' s relevirnt. medical history .and concomitant 
medications were not reported . Vaccination history included: Pfizer {Dose Number : 1 ; Lot number unknown), for 
COVID- 19 immunization. 
7he following in l otmati o n was reported: DEATH (deat h , hospitalization~ medically s i g n ificant ) with onset 

2021 , outcome "fat.ill" . The patient was hospitalized for death (hospitalization durc1tion : 21 dil.y(s )) . The 
pa 1.e.nt underwent the followi ng laboratory tests and procedures : SARS-CoV~2 test : unknown result . Therapeutic: 
measures were taken as a result of death . The pat i ent date of death was - 021. TJ-Je !:eported cause of death was 
unknown. It: was not reported if an autopsy was performed. 

Clinical course: No known drug allergy. Upon fU on 07Feb2023 Reporter clarified name of reporter/patient . 
(ConEirme<I that his brother «ho passed away was PRIVACY) . 

The information on the batch/lot nurr.ber for BNT162b2 has been requested and will be submitted if and when 
received . 

Follow-up (07Feb2023} : This is a spontaneous follow-up report received from a contactable consumer {patient's 
brother). Updated information included: reporter tabl (last name), patient ' s name and additional information 
added . 
Follow- up <2 6Mar2023) : Follow- up attempts are completed . No further information is expected. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

COVID- 19 PCR t8st result 

Unit (B.3.1e-) Normal low range (B.3.1.1) Normal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 .0 Unknown c<:1.use oC de~th 

Start date (B.1,7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

More info 

No 

(8.3.1.3) 
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Drug name (B.1.Ba) 

PFI ZER SIONTECH COVID-19 VACCINE 

Start date (B.1.Sc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

(B.1.8f.1) 

(B.1.89.1) 

End date (B.1.Bo) 

Indication (B.1.s1.2J 

COVID-19 immunization 

Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8c) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.Bg.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRI VACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer / other non hea l th profe ssi onal 

(A.2.3.3) 

--

Page: 1,184 of/de 2,140 
A2023000085 



Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20230003D873 (11 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

Stu<.ly 

le2B os2s1s54 (O) 

HC Latest Received Date: 
20230124 
CCYYMMDD 

HC Initial Received Date: 20230124 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Disabling/Incapacitating? No 

20230120 
CCYYI-IMDD 

Additional documents? (A.1.8.1) 

No 

20230120 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202300030873 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) _ 

Health Canad.-. 
Unknown MAH 
PFIZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report null lflcation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E2B_05742627 
C/\2022103680 
-CA-PFIZER INC-2023000308J3 

Reason for nullification (A.1.13.1) 

Onset Age 

77 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Dyspnoea 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Hypo t e nsi on 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26. 0 Loss of consciousness 
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Canada Vigilance AER#: IE2B 06251854 (0) I Page*3 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

\..ountry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of aulhorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Dyspnoea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hypotension 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Loss of consciousness 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Resu It (B.4.k.18.4) 

Related 
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lcanada Vigilance AER#: le2s os2s1s54 (O) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

country drug 01>ta1nee1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100 mg 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Asthma 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os2s1s54 (O) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FLOVENT 

Active Substance names (B.4.k.2.2) 

fluticasone propionate 

country drug 01>tatne<1 (1:1.4.K.2.:J) 1:1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK, 2x/day 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug R,ecur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os2s1s54 (O) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GL YCOPYRRONIUM BROMIDE;INDACATEROL MAL EA TE 

Active Substance names (B.4.k.2.2) 

GL YCOPYRRONIUM BROMIDE 
INOACATEROL MALEATE 

country drt.tg obtained (B.4.k.2.3) Batch/lot no. (8.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK, 1x/day 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnistratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os2s1s54 (O) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREDNISONE 

Active Substance names (B.4.k.2.2) 

prednisone 

country drug 01>ta1nee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s os2s1s54 (O) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENTOLIN [SALBUTAMOL] 

Active Substance names (B.4.k.2.2) 

SALBUTAMOL 

country arug 01>taInea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK, 1X/day 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

DEATH 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Reaction/event as reported by primary source 

DYSPNOEA 

(B,2.1.0 ) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Dy, pnoea 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Dyspnoea 

Start Date IB.2H) End Date (B.2.i.5) Durat ion 

Reaction first t ime (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

RYPOTENSION 

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghllighted by the reporter? (B.2.1.3) 

Hypotens ion 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

Hypotens ion 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

LOSS OF CONSCIOUSNESS 

(B.2.i.O) 

!Fatal 

Current reaction 

MedDRA ve·rsion for 
reaction/event term LL T 

(B .2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? (B.2.i.3) 

Loss of consciousness 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Loss of consciousness 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time 1B,2.i.7.2) Outcome (B.2.i.8) 

Fata l 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

!<ON- INTERVENTIONAL POST- MARKE:TlNG STUDY - PROTOCOL TrTJ.E NOT AVAJLABLE 

This is a non-interventiona.l study r eport received from a contactabl e reporter (s} (Other HCP) from Regulatory 
Authority . Regulatory numbe::: : E2B_05142627 (Health Canada). Other Case identifier(s ) : CA2022103680 (Unknown M.Z\H) . 

(Linked or duplicate Regulato r y number : E2B 03837154 , E2B 02776365, E2B_ 01954979, E2B 046382 3 5 ) . 

A 77-year-old f emale patient received COVID-19 Vaccine - Manufacturer Unknown, as dose number unknown~ single 
(Batch/Lot number : unknown) for covid- 19 immunisation; mepolizumab (MEPOLIZUHAB), (Batch/Lot number : unkno.,in) at 
100 mg , subcutaneous for a.sthroa . The patient ' s r-elevant medical h isto ty wa s not reported . Concomitant medicat i on 
(s ) included, FLOVENT unknown; GLYCOPYRRONIUM BROMIDE; INDACATEROL MALEATE unknown; PREDNISONE unknown; VENTOLIN 
[SALBUTAMOL] unknown. 
The following information was repot"ted : DEATH (death , hospitaliza t ion~ medically significant) , outcome " fatal ''; 
DYSPNOEA (d~ath, hosp1talization, medically significant) , o uccomt" "fatal " ; HYPOTENSION (dt>ath , hospitalization, 
medically ~ignificant.) , outcome "fatal "; LOSS 01' CONSCIOUSNESS (death, ho•pitalizotion, medically s.ignlficontl , 
outcome " fatal 0

. 1'he action taken for mepoli:zumab •...ias unknown . The date and cause of death for the patient i...•ere 
unknown. 

The reporter ' :1 aaaessment ot the causal r-elation19hip ot "death" , " dyspnoea", " hypotension" and " loss ot 
consc1ousness" •...iith the suspect. product ts) COVID-19 Vt\cclne - N1:lnt1ft1ictun~r Unknown was not provided dt the time ot 
thls r-epo1t. $inc~ no determinc1t.L o n hJ.s been received , t.he case is mJ.nct.giad based on the company c,1usc11Lty 
assessment . 

No f o llow-up attempts are possible; information about lot/batch numbe r cannot be obtained . No further information 
is expected. 

Reporter's comments (8 .5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.4) 

Based on the avai lable information and close temporal association, a possible causal relationship cannot be 
excluded between the suspect vaccine BNT162b2 a.nd the reported events death, hypotension, dyapnea , loss of 
consciousness. 
The impact of this report on the benefi t/risk profile of the Pfi2er product is evaluated as part of P£i2ei 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse evel"lts . Any 
safety concern identified as part of this review, as well as any appropriate action in response , will be promptly 
notified to regulatory a uthorities, Ethics Committees , and Investiga t ors , as appropriate . 

Unit (B.3.1<>) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

------
Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

2 6 . 0 Hypot.ension 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Loss of consciousness 

Start date (B.1,7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dyspnoea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: le2B 062518_54_~<~0~) _______________ l~ ____ Pa_g_e,_·1_,1 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

Start date (B.1.8c) End date (B.1 .Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent condit ions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.So) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve.rsion for reaction (B.1 .10.Bg.1) Reactions (B.1.1 0.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(",,2.1-1t) 
Reporter family 

(A.2,1.1d) 
title name name name 

PR[VACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.31 

Canada 

Project No 

Observed study type 

Nhe,: s tudies 

!
:Qualification 

Other health 

(A.2.3.3) 

(A.2.1.4) 

professional 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- PV202300017827 (2 ) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B os2s314a (1) 

HC Latest Received Date: 
20230209 
CCYYMMDD 

HC Initial Received Date: 2023 
CCH 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest R&ceived Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20230126 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20230206 
CCYYl<L'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC-PV202300017827 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1} 

Pfit.er 
PFIZEIUNC. 

Duplicate (D) / Link (L) Report nurnber(s) (A.1.12) 

0) 001034210 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!i~R INC- 202300041482 
CA- PFIZER INC- PV202300 017827 

Reason fo-r nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect BNT162B2 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B,4.k.14) 

2021 2021 
CCYY CCYY 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Reaction assessed (B.4.k.18.1 b) 

Acute pain 

Method of assessment (B,4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k. 18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 06263148 (1) 

Acute pain 

Method of assessment fB.4.k.18.3) 

Global Introspection 

Reaction assessed (!U.k.18.1b) 

Assisted suicide 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Assisted suicide 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Bone marrow disorder 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Bone marrow disorder 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cancer 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cancer 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Faint 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Faint 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Leukemia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Leukemia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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ATIA - 19(1) 

Canada Vigilance AER#: 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/eve-nt term PT 

26 . 0 

(B.2.i.1.o) 

Term hightllghted by the reporter ? 

Reaction first time (B.2.i.7.1) 

E28_06263148 (1) 

Reaction assessed (B.4.k.18.1b) 

Low platelets 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Low platelets 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Nasal bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Nasal bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Protein abnormal NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Protein abnormal NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction/event MedDRA term(LL T) 

Assisced suicide 

Reaction/event MedDRA term (PT) 

Assis t ed suicide 

(8 .2.i.1.b) 

(8 .2.i.2.b) 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.lc18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

(B.2.1.3) Start Date 1s.2.1.4) End Date (B.2.i.5) Duration (8 .2.i.6) 

Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

Reaction/event as reported by primary source 

UNIDENTIFIED BLOOD CANCER 

(8.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Cancer 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Neoplasm malignant 

(B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion 

Reaction last time (B.2.1.7,2) Outcome (B.2.i.81 

Unknown 

(B.2.1.6) 
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Canada Vigilance AER#: IE2B 06263148 (1) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

BLOOD CANCER 

MedORA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Leukemia 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 L euk.ae 1ni a 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

HE COLLAPSED FROM LOW PLATELETS -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Fa i nt 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26. 0 Syncope 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

2021 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unkn o1·m 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

PAIN WAS UNBEARABLE 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8 .2.i.1.b) 

reaction/event term LL T 

26 . 0 Acut e pain 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26. 0 ?ai n 

Term hlghtlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

LOW PLATELETS 

MedDRA ve.rsion for 
(B.2.1.1.a) Reaction/event MectDRA term(LL T) (B.2.1,1.b) 

reaction/event term LL T 

26 . 0 Low platelets 

MedORA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 ~latelet count decreased 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (B.2.i.5) 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

HAEMORRHAGES FROM HIS NASAL PASSAGES 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Nasal b l eeding 

MedPRA version for 
(B .2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Epi staxi s 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) jEnd Date (B.2.i.5) 

I 

I Duration 

(8.2.i.8) 

I Duration 

(8.2.1.8) 

I Duration 

(8.2.1.8) 

I Durat ion 

(8.2.1.8) 

!Duration 

Page*5 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(B.2.i.6) 

(B.2.i.6) 
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Canada Vigilance AER#: IE2B 06263148 (1) 
202 1 I I 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

STRANGE PROTEINS 

MedDRA version for 
(8.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Protein abnor mal NOS 

MedDRA version for 
(8.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Procein rot.al abnormal 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8.2.1.4) !End Date (8.2.1.5) I Duration 
2021 

Reaction first time (B .2.1.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

EMANATING FROM HIS BONE MARROW 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Bone marrow disorder 

MedDRA version for 
(8.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Bone marrow disorder 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.i.4) !End Date (8.2.i.5) t:tion 
2021 -~ 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Unknown 

I 

(B.2.i.6) 

(8.2.i.6) 

the o 
ana um 'lt 
ur I 

anada 

PageH 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received fron\ contactable reporter{s) (Consumer or other non HCP) from medical 
information team. 

A male patient received BNT162b2 (BNT162B2 ) ! in '.::021 as dose 2 1 single (Batch/Lot numbe= : unknown) for covid-19 

immun isat ion. The patient ' s releva n t medical history and concomitant medications were not reported. Vaccination 
history included: Covid-19 vaccine {Dose 1 , Single, Unknown manufacturer) , for Covid-19 immunization . 
The following information was reported: SYNCOPE {medically signific ant) with onset 2021 , outcome " unknown 11

, 

described as "He collapsed from low platelets"; BONE MARROW DISORDER (non- seriou s) 'h'it.h onset 2021 , outcome 
" unknown " , described as "emar.ating from his bone marrow"; EPlSTAXl S {non- serious) with onset 2021 , outcome 
" unknown", described a.s "haemorrhages from his nasal passages"; PROTEIN TOTAL ABNOfu~AL (non- serious I with onset 

"· ASSISTED SUICIDE (death) , outcome " fatal" , descr ibed as 
NEOPLASM MALIGNANT (medically significant) , out come 

" unkno•,;n " , described as " unidenti.fiecl blood cancer" ; LEUKAEMIA {medically ffiignificant) , outcome ''unknown" , 
described as "blood co.ncer 11

; PAIN (non-serious) , outcome " unknown", described as " pain was unbearable '1 ; PLATELET 
COUN't DECREASED (non-serious) , outcome 0 unkno•,.in 11

, described dS " low pldtelets 11
• The patient underwent the 

following laboratory tests and procedures : Platelet count : (2021) Low; ?rotein total abnormal : (2021) "strange 
quickly unknown , R-eportod cause of death : 

, " He was It was not reported it an autopsy was 
p 

Clinical course: Reporter stated that her child ' s grandfather \\1ho was my father- in- law had sudden adverse 
r eactions after the second " covid-19 " injection in 2021 . He collapsed from low platelets, haemorrhages from h i s 
nasal passages1 and was diagnosed with accelerated "unidentified blood cancer" . The physician told us that. he had 

up quickly in his blood, emanating from his bone marrow. Before this her child's 
il and independently at home . He was called 

because his pain was unbearable and everyone in his professional care, said 
a victim of t.he worldwide e xperimental drug trial . My father 

he patient date of death was unknown . Reported cause of death: " He was 
. It. ,..,,as not repoi:ted if an autopsy was performed. Reporter child ' s 

gran a er w o was 1s ta er 1n a•,.i a sudden adverse reactions after the second " covid-19" inject1on in 2021 . 
He collapsed from low platelets, haemorrhages from his nasal passages, and was diagnosed with accelerated 
"unidentified blood cancer" . The physician told us th~t he had " st.range pt·oteins" filling up quickly in his blood, 
emanatin fr m his hone marrow 8 for 
He was 

his his .hil ' s r-an father was living happily and independently at home . 
because his pain was unbearable and everyone in his 

professional care, said they could not h~lp him. It was obvi ous that he was a victim of the worldwide experimental 
drug trial . His father in law ' s consent form has gone missi ng , and he do not have access to his lot number in 
order to file an adverse reaction report on behalf of the family . 

No follow- up attempts are possible; information about lot/batch number cannot be obtained. No further information 
is ex pee ted . 

Follow- up l06Feb2023 and 26Jan2023l , This is• spontaneous repocL received From cont~ctable reporler(s ) (Consumer 
or other non HCP) from medical information team and report to notify that the case PV202300017827 and 202300041482 
are duplicates . All subsequent follow-up information will be reported under manufact.urer report number 
P\7202300017827 . 

No follow-up attempts are possible; information about lot/batch number cannot be obtained . No further information 
is expected. 

Reporter's comments (8.S.2) 

MedDRA ver sion for sender's diagnosis (B.S.3a) 

Sender's diagnosis (B.S.Jb) 

Sender's comments (B.S.4) 

Test (B.3) 
Test date (B.3.1b) Te~t r1<1111e (B.3.1c) 

2021 
Platelet count 

CCYY 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1cl 

2021 Protein abnorrna l NOS 
CCYY 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

Test rei;ylt (B.3.1d) 

LOW 

INonnal high range (B.3.1.2) 

I

More info 

NO 

Test result (B.3.1d) 

"strange p.roteins" filling up 
blood 

I Nonnal high range (B.3.1.2) 

I

More info 

No 

(B.3.1.3) 

quickly in his 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 06263148 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Assist.ed suicide 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Completed suicide 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

COVID- 19 VACCINe 

Start date (B.1.8c) 

Ind ication MedDRA version 

26 . 0 

Reaction MedDRA version 

Start date (B.1.10.1.1c) 

Comments (B.1.10.1.1g) 

End date (B.1.8•) 

(B.1.81.1) Indication (B.1.Bt.2) 

COVID- 19 immunization 

(B.1.Bg.1) Reaction (B.1.89.2) 

Continuing (B.1.10.1.1d) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

(B.1.7.11) 

(B.1.7.1f) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (8.1.10.81.2) 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

I 

(B.1.10.7.11) 

Page*8 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202300039495 (2) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 06263188 (1) 

HC Latest Received Date: 
20230220 
CCYYMMDD 

HC Initial Received Date: 2023 
CCH 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20230126 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

20230219 
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202300039495 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFIZERrNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically Important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER !NC- 202300039~ 95 

Reason for nullification (A.1.13.1) 

Onset Age 

80 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect BNT162B2 

Active Substance names (B.4.k.2.2) 

1,;ountry drug obtained (B.4.k.2.31 1:1a1ch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (8.4.k.7) Route of admin·istration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B,4.k.14) 

2022- 202tlllll 
CCYYMMDD CCYYMMDD 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

3 Days 3 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Reaction assessed (B.4.k.18.1b) 

Foggy feeling in head 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Foggy feeling in head 

Result (B.4.k.18.4) 

N/A 

Page: 1,209 of/de 2,140 
A2023000085 



Canada Vigilance AER#: 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

IE2B 06263188 (1) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4 .k.18.1 b) 

Heart attack 

Method of assossment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart rate high 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4. k.18.1 b) 

Heart rate high 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Loss of control of blood sugar 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Loss of control of blood sugar 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Memory loss 

Method of assessment (B.4.k.18.3) 

Glooal Introspection 

Reaction assessed (B.4.k.18.1b) 

Memory loss 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4} 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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lcanada Vigilance AER#: le2s 06263188 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FENOFIBRATE 

Active Substance names (B.4.k.2.2) 

fenofibrate 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 06263188 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant INS. 

Active Substance names (B.4.k.2.2) 

insulin 

country drug 01>ta1ne<1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 80016480 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 06263188 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant INSULIN LISPRO 

Active Substance names (B.4.k.2.2) 

insulin lispro 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 06263188 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AMLODIPINE BESILATE/TELMISARTAN 

Active Substance names (B.4.k.2.2) 

amlodipine besylate 
telmisartan 

country drug obtained {B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Old reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 06263188 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN C 

Active Substance names (B.4.k.2.2) 

ascorbic acid 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 06263188 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CALCIUM CARBONATENITAMIN D3 

Active Substance names (B.4.k.2.2) 

calcium carbonate 
vitamin d3 

country drug obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s 06263188 (1) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ZINC 

Active Substance names (B.4.k.2.2) 

zinc 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.1a.2) Method of assessment (B.4.k.18.-3) 

Reaction (B.2) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

MASSIVE HEART ATTIC 
MedORA version for 

(B .2.1.1.a) Reaction/event MedDRA terrn(ll T) (B.2.1.1.b) 
reaction/event terrn LL T 

26 . 0 Heart attack 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Myocardi al infarction 

Terrn hightlighted by the reporter? (B.2.1.3) Start Date (B.2.I .4) IEnd Date (B.2.1.5) 

2022-

Reaction first time (B.2.i.7.1) Reaction last time (8.2.1.7.21 Outcome 

3 oays 3 Days Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

UNCONTROLABLE BLOOD SUGAR 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.1.8) 

(B.2.1.6) 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 06263188 (1) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Loss of control o:f blood sugar 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26. 0 nl abet es meliitus i nadequate cont, ol 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 18.2.i.4) IEnd Date jB.2.i.5) 

202,... 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

3 Day s 3 Days Unknown 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

RAPID HEART RATE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

76 . 0 Heart rate h igh --
Med0RA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Heart rate increased 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

202,_ 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

3 Days 3 Days Unknown 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

BRAIN FOG 
MedDRA ve·rsion for {B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Foggy feeling in head 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26. 0 Brain fog 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date jB.2.1.5) 

2022 -

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

3 Days 3 Days Unknown 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

MEMORY LOSS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Memory l oss 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Amnesia 

Term hightlighted by the reporter? (8.2.i.3) Start Date IB.2.L~) IEnd Date jB.2.i.51 

202:911111 

Reaction first time (B.2.1.7.1) Reaction last time 18.2.1.7.2) Outcome 

3 Days 3 Days Unknown 

I 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

PageUl 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(B.2.i.6) 
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ATIA - 19(1) 

Case narrative (B.5.1) 

Thi s i s a spontaneous report r ecei ved fron\ co nt ac table r eporter {s) (Consume r or other non HCP) . The repor ter i a 
the pa ren t . 

An 80-year-old female patient (no t pregnant ) r e ceiv ed BNT162b2 (B"NT162B2 ) , on - 022 as dose 3 (booste r ) , 

s i ngle (Batch/ Lot number : unknown) at the age of 80 years , in left arm for covid-19 immunisation . The patient 1 s 
relevant medical h istor y included : " Diabetes mellitus" (unspecified if ongoing) . Conc omitant medicatio n{s) 
included : FENOf'IBRAT (ongoing) ; INSULIN (ongoing) ; LISPRO INSULIN (ongoing! ; TWYNSTA (ongoing) ; VITAMIN C ACID 
(ongoing) ; VITAMI N D 2000 (ongoing) ; ZINC (ong o i ng ) . Vaccination hist o ry included : pfizer c ovid~ t:na ty mrna 
pb (Do s e Numbe L~: 2 , Batch/L.ot No : ex0904, L ocatio n of inje c t. ion : L eg Left) , admir1.istrati o n date~ o21 , f or 
COVID- 19 irrmv.misatio n ; pfizec covid- 19 c omirna t v mrna pb (Dose Nurr.ber : 1 , Ba tch/Lot No: EP6775, Location o f 
injection : Ar m Left) , administration date : - 2021 , for COVI0-19 immunisation . 
The following informati o n was repot:"ted : FE • ABNORMAL (non- seriou s ) wi th onset ~ 022 ou tcome "'unknown", 

ctescr ibed as "Brain foq"; MYOCARDI AL INFARCTION (deat h, medi call y signiflcant ) with onset - 022, outcome 
" fatal ", described as "Massive heart attic" ; AMNESIA (non-•erioua ) with o~ 022 , outcome "unknown" , 
descLibed as "Me mory loss"; HEART RATE l NCREASE:0 tnon- seriou a ) wi th o n set~ o u tcome " u- " , described 
as ''Rapid h e art Rate "; DlABETES MELLITUS I NADEQUATE CONTROL (med i cally s igni f i ca n t ) wit h o nset ()22 , outcome 
"unknown", descr i bed as "Un, o nt r olable Blood sugar" . Th e pa t ient underwent t h e followi ng l aboratory test s and 
procedure~ : Hear t rate : >022) Rapid , notes : Rap id heart Rate . Therapeutic measu res wort! taken a.s a 1. esu .Lt of 
rnyocard.idl inf11rct i on , d i abetes melUtns inc:1de4 ui:\te control , he;l tt rtlte increa.eed1 feeling abnormal, <1.111neaia . The 
paLien t. d.;1te of d~cll.h ,,,hlS-◊22 . Rep or-Le<.i c:,1u se of de~Lh : '"'Masslve h eilt t ,1ttic11

• No J utopsy w~s p,erformed. 

Clinical course : Pfi zer have permission to contact the reporte:: abou t this event . P:fize:: have permission to 
contact your/ t he patient heal thcare provider about this report. Facility where the most recent COVID- 19 vaccine 
was administered was Nurs i ng Ho me/ Senior Living Faci l ity. Pz:ior t o vac cination , t he was pa t ient diagnosed •,,iith 
COVID- 19 . Since the vaccination, the patient has not been tested for COVID-19 . The pati ent did not rec eive any 
ot her vaccines wi thln q weeks prior t o the covro vacci ne . Repor t ed Event , Rapid hear t Ra te, uncontrol able Blood 
sugar, Bra in fog, Memory loss a nd Death. The patient r e c eived trea tme n t f o r the adverse event was give insulin t o 
bring l eve l s down . 

The informati on o n the batch/ lot number for BNT162b2 has b een r equested and will be submitted if and when 
received . 
Follow-up <19Feb2023) : Follow- up a t tempt s are c ompleted. No furth e r i nformation is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B .5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Heart rate- 2022):Rapid heart Rate 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

2 6 . 0 Di abet.es 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1,7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Nonna! high range (B.3.1.2) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

More Info 

Yes 

(B.3.1.3) 

I 
I 
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ATIA-19(1) 

Drug name (B.1.8a) 

PFIZER SIONTECH COVID-19 VACCINE 

Start date (B.1.Bc) 

202~ 
CCHMMDD 
202 -
CCHMMDD 

Ind ication MedDRA version 

26 . 0 
26 . 0 

Reaction MedDRA version 

(B.1.8f.1) 

(B.1.89.1) 

End date (B.1.Bo) 

2<i2iallll 
ccr·-
202 
CCYYMMDD 

Indication (B.1.Sf.2) 

COVID- 19 immunisatio n 
COVID- 19 immunisat ion 

Reaction 1s.1.s9.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dJ 

Comments (B.1.10.7.1g) 

Relevant medical history I Concu rrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (B .1.10.Sf.2) 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (8 .1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter g iven 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.7.1f) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRIVACY 

(A.2.1.2b ) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3,2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
:Qualification (A.2.1.4) 

Consumer/other non health 

(A.2.3.3) 

p rofessional 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- PV2023 000200 20 (3) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B os214441 (2) 

HC Latest Received Date: 
20230317 
CCYYMMDD 

HC Initial Received Date: 2023 
CCH 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20230131 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20230313 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority"s number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC- PV202300020020 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZER!NC 

Duplicate (D) / link (l) Report number(s) (A.1.12) 

() 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.J) 

Gestation Period (B .1.2.2.1) LMP date (B.1.6) 

GP medical record 
no. 

(B.1.1.1a) 
Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

C!H ct!ZER !NC- PV2 02300020 020 

Reason for nullification (A.1.13.1) 

Onset Age (s .1.2.21 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s os214441 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COMIRNATY 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorizat ion/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (8.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (8.4.k.7) Route of admin istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B,4.k.11a) Indication (B.4.k.11 b) 

26,0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

20 Days 20 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL-COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Death NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

WAS VACCINATED AND DIED 20 DAYS AFTER 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death NOS 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration 

(8.2.1.8) 

This is a spontaneous repo1t received from contactable reporter(s) (Consumer or othet non HCP). 

(B.2.1.6) 

A patient (no qualifiers provided) received BNT162b2 (COHIRNATY NOS ) , as dose number unknown, single (Batch/ Lot 
number: unknown) foi: covid-19 immunisation. The patient ' s relevant. medical history and concomitant medications 
were not reported . 
The following information was reported: DEATH (death ) 1 20 days after the suspect product~s} administration , 
outcome " fatal", descr i bed as '',11as vaccinat.ed and di ed 20 days after". The patient date of deat h was unl<nown. 
Reported cause o f death: "wos vaccinated and died 20 days after" . I t was no t reported if an autopsy was performed . 

No follow-up attempts are possible; informat i on about let/batch number cannot be obtained . No ft1rther information 
is expected. 

Follow-up <02Feb2023) : This is a spontaneous follow-up report received from a contactable consumer . Updated 
i nformation : New reporter added . f o l low- up att empts a.r:e compl eted . No further i n forl't'lation i s e >::pected . 

Amend.rr.ent: This follow- up report is being submitted to amend pr eviously r eported in:formation : updated narrative to 
remove additional infor-mation regarding patient with coma (reporter with no firsthand knowledge) . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis IB,5.3a) 

Sender's diagnosis (8.5.Jb) 

Sender's comments (B.5.41 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests-and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Death NOS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth profe ssi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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I ATIA-19(1) 

Valenti, Anthony (HC/SC) 

From: 
Sent: 
To: 
Subject: 

Follow Up Flag: 

Flag Status: 

Hajdu, Patty - M.P. < Patty.Hajdu@parl.gc.ca > 

2021-11:31 PM 
ministresc, hcminister (HC/SC) 
Fw: Vaccine 

Office of the Hon. Patty Hajdu, PC 
278 Confederation Building 
Ottawa, ON K 1 A OA6 
Tel. 613-996-4792 

:03 PM 
health.minister@- Hajdu, Patty - M.P.<Patty.Hajdu@parl.gc.ca> 

Subject: Vaccine 

and Minister Hajdu, 

my partner, had his first Covid-19 vaccine with no roblem. The 2nd vaccine he had, he 
<level.oped big problems! He went to bis doctor, Dr. The doctor 
felt he needed a CPap machine and ordered it. lready had been involved with them at hospital 
and they had done tests. The doctor suggested he buy one and we spent ~ days trying to find a 
machine. I found a machine and we tried to order it. They contacted th~hospital and we waited for 
the machine. They needed the instruction on how to set it up. I contacted them and the staff at the hospital said 
they couldn't do it. Unfortunately, it was~d everyone was dosed to get this machine. So we 
couldn't get one. I had to take him to the--hospital but it was too late on Saturday morning as he was 
having big problems breathing and he died Saturday night. 

-died from taking the second dose of the vaccine. He was very healthy for his age till he got the 
vaccine. The vaccine is very dangerous! I think there should be more concern about who takes it. 

I spent the last half of my nursing career doing halftime palliative care with Home Care. I had a few SARS 
clients then and none of them died. I am sure it has become more virulent but the way it is being treated is very 
concerning . .,hould not have died . 

... N 

1 
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Do ument R the o 
Inf ana um 'lt 
d1vul v ur I 
I' f anada 

Tropiano, Stephano (HC/SC) 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Categories: 

Hi EFAX, 

Tsui, Zachary (HC/SC) 
2021-09-29 2:14 PM 
HPFB MHPSEIB EFAX / BIIEPSC DGPSA (HC/SC) 
Tran, Emily (HC/SC) 
Request for AER Number 
21-012622-444.pdf 

Covid 

Would you be able to enter in this report and assign an AER number for a correspondence I'm working on. CC-ing Emily 
in case it gets actioned when I'm away. 

Thanks, 
Zachary 

1 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202300073283 (2) 

Primary source country JA.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 06318443 (1) 

HC Latest Received Date: 
20230222 
CCYYMMDD 

HC Initial Received Date: 2023 
CCH 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospita lization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabling/lncapacitatlng? 

Yes 

No 

20230118 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

20230220 
CCYYM!1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC-202300073283 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Pfit.er 
PFIZEIUNC 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(l) E21:\_0&260017 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Oupllcate Case Identifiers (A.1.11.2) 

OS-PFIZER INC- PV202300014963 
CA- PFIZER INC- 202300073283 

Reason to·r null1fication (A.1.13.1) 

Onset Age 

77 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B .1.1.1d) 
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lcanada Vigilance AER#: le2s 06318443 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect BNT162B2 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 3 (BOOSTER), SINGLE 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version {B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

YOUR POISON SO-CALLED COVID VACCINES KILLED MY MOTHER/ SHE DROPPED DEAD OF A HEART 
ATTACK/ SHE DIED OF A MASSIVE HEART ATTACK SHORTLY AFTER HER 3RD DOSE 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(8.2.i.1.a) 

(B.2.1.2.a) 

Term high!lighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (Fl.:U.i.b) 

Heart attack 

Reaction/event MedDRA term (PT) (B.2.i .2.b) 

Myocardial infarction 

Start Date 

202 

(B.2.1.4) End Date (B.2.1.5) Duration 

(B.2.1.8) 

This is a spontaneous report received from a contactable reporter(s ) (Cons umer or other non HCP) . 

(B.2.1.6) 

A 17-year-old female patient ~eceived BNT162b2 (BNT162B2) , as dose 3 (booster ) , single (Batch/Lot number : unknown ) 
for covid-19 immunisation . The patient ' s relevant medical history and concomitant medications were not reported . 
Vaceination hi~tory included : Covid- 19 vaccine (Prima.ry Im:nuniza.tion seriel!i complete; unknown manuf~ctur~r} , for 
COVID- 19 immunization. -
'.The following information was .eported: MYOCAR!>,~.L INFARCTION (death, medically significant) 1<ith o nset 022 , 
outcome " fatal" 1 described as " Your poison so- called covid vaccines killed my mother/ She dropped dead of a heart 
at.tack / She d i ed of a massive heart attack shortly aftC!r he r 3rd dose" _ The patient date of death was - 022 . 
Reported cause of death : " Your poison so-called covid vaccines killed my mother / She dropped dead of a heart 
attack". It: was not reported if an autopsy was performed. 

Clinical course : ~eporter ' s mother was a healthy 77- year- old & never had heart problems i n her life. She dropped 
dead o( a massive hea.r t.. at.tack on - 022 shortly after her thi.1.d shot . She had no kno,"n heaLt condit..i ons 
previously diagnosed. 

Follow-up att empts are completed . No further info r mation is expected. 

Follow-up (20Feb2023) : Thi5 is a spontaneous follow-up report received from a Consumer or other non HCP. 
Updated Information : course of events and medical hi3tory details . 
Follow- u p attempts ake completed. No further information is expected. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bJ 

Sender's comments (B.5.4) 

Unit (B.3.1e•) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

(B.3.1.3) 

I 
I 
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Drug name (B.1.Ba) 

COVID-19 VACCINE 

Start date (B.1.Bc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

End date (B.1.Bo) 

(B.1.8f.1) In dication (B.1.s1.2J 

COVID-19 immunization 

(B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d l 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2 a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRI VACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non hea lth professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202300073419 (2) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

Stu<.ly 

I E2B 06322378 (1) 

HC Latest Received Date: 
20230419 
CCYYMMDD 

HC Initial Received Date: 2023 
CCH 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospita lization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20230216 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

20230418 
CCYYM.'IDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202300073419 

other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

lleal to Canada 
Unknown MJ...H 
PFIZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record 
(8.1.1.18) 

Specialist 
(8.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
conditio n? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

EW_05977659 
CA2022034554 
CA-PFIZER INC-202300073419 

Reason for nullification (A.1.13.1) 

Onset Age 

76 Years 

(8.1.1.1c) 

(8.1 .2.21 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

76 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2..a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

~ 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

country drug obtained (B.4.k.2.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (8.4.lcS) 

Dosage text (8.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation f)etiod (B.4.k.10) 

Start date of drug (B.4.k.12) 

Rep1>rted cau$e($) (B.1.9.2.b) 

Blood pressure increased 

Reported cause(s) (B.1.9.2.b) 

chest pai n 

Reported cause(s) (8.1.9.2.b) 

Diarrhoea 

Reported cause(s) (B.1.9.2.b) 

Dys pnoe a excrtiona l 

Reported cause(s) (B.1.9.2.b) 

P.ye It r1 lat I on 

Reported cause(s) (B.1.9 .2.b) 

He art rate increased 

Reported cause(s) (B.1.9.2.b) 

Oropharyngeal pain 

Reported cause(s) (B.1.9.2.b) 

Oxygen saturation decreased 

Reported cause(s) (B.1.9.2.b) 

l?neumon.la 

Reported cause(s) (B.1.9.2.b) 

Unknown cause of death 

Reported cause(s) (B.1.9.2.b) 

Vaccinati on s i te pain 

Reported cause(s) (B.1.9.2.b) 

Wound 

Medicinal product name (B.4.k.2.1) 

COVID-19 VACCINE 

Batch/lot no. \B.4.k.3J 

Route of administration (B.4.k.8) 

Unknown 

MedORA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Parent route of admln (B.4.k.9) 

l tidicati0ti (B.4.k'.11 b) 

COVID-19 immunisation 
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Canada Vigilance AER#: 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

I E2B 06322378 (1) I Page*3 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did react ion recur on readministraUon? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred'? (B.4.k.17.2b) 

-
Reaction assessed (B.4.k.18.1b) 

Blood pressure increased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Blood pressure increased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.lc18.1b) 

Blood pressure increased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood pressure increased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.lc 18.1 b) 

Chest pain 

Method of assessment (8.4.k. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.lt 18.1 b) 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4, k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 
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Canada Vigilance AER#: 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med[)RA version (B,4,k. 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of ;15sessment (S,4,k,16-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment {B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

I E2B 06322378 (1) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k,18,1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Diarrhoea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Diarrhoea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Diarrhoea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Diarrhoea 

Method of assessment (S.4.k,16,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Dyspnoea exertional 

Method of assessmenf (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oyspnoea exertional 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Dyspnoea exertional 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I 
Page~ 4 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Re:;ult (B.4.k.15.4) 

Related 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18A) 

Unrelated 
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Canada Vigilance AER#: I E2B 06322378 (1) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Oyspnoea exertional 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Eye ·irritation 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Eye irritation 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Eye irritatfon 

Souree of assessment (B.4.k.10..2) Method of assessment (B,4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Eye irritation 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k. 18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA vetSion (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Heart rate increased 

Source of assessment (B.4.k.1S.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Heart rate increased 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k, 18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Heart rate increased 

Source of assessment (B.4.k.1S.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA vetSion (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Heart rate increased 

Source of assessment (B.4.k.1&.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k,18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Inappropriate schedule of product administration 

Source of assessment (B.4.k.1&.2) Method of assessment (B.4.k.18.3) 

I 
Page*S 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Resu It (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Resu It (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Resu It (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

N/A 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PHARMACEUTICAL COMPANY -MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B,4,k,18.,2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k. 18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA ve~ion (6.4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k,18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY -MedDRA version (B.4.k.18.1a) 

26.0 

I E2B 06322378 (1) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Inappropriate schedule of product administration 

Method of assessment (B,4,k, 18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Inappropriate schedule of product administration 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Inappropriate schedule of product administration 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Inappropriate schedule of product administration 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18.1b) 

Inappropriate schedule of product administration 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Inappropriate schedule of product administration 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oropharyngeal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (6.4.k, 11!, 1 b) 

Oropharyngeal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oropharyngeal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oropharyngeal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Oxygen saturation decreased 

I 
Page~6 

NIA 

Result (B,4,k,18,4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

---
Resu It (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 
·-

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 
-
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Canada Vigilance AER#: I E2B 06322378 (1) 

Source of assessment (B.4.k ,18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Oxygen saturation decreased 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k. 18.1 a) Reaction assessed (B.4.k ,18.1b) 

26.0 Oxygen saturation decreased 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Oxygen saturation decreased 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pneumonia 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k ,18.1a) Reaction assessed (B.4.k, 18, 1 b) 

26.0 Pneumonia 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Pneumonia 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pneumonia 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Glol>i;il lntro~pei;;lion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Vaccination site pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Giobal Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Vaccination site pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Rliactlon assessed (B.4.k.18.1b) 

26.0 Vaccination site pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global lntrospeclion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I Pagen 

Result (B.4.k,18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Resu It (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4,k.18.4) 

Related 
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Canada Vigilance AER#: I E2B 06322378 (1) 

26.0 Vaccination site pain 
f-.-

Source of assessment (8.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4 .k.18.1 b) 

26,0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedORA version {B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Wound 

Source of assessment (B.4.k.18.2) Method of assessment (B . .4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Unrelated 

the o 
ana um 'lt 
ur I 

anada 
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lcanada Vigilance AER#: le2s 06322378 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect INFLUENZA VACCINES 

Active Substance names (B.4.k.2.2) 

influenza virus vaccine 

country arug 01>talnea (tS.4.k.2.:3) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admln (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Nol Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 06322378 (1) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOUZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

country drug 01>ta1nee1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100 mg 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k .. 16) 

Unknown 
-- -

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Asthma 
26.0 Asthma 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k .. 18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 06322378 (1) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREDNISONE 

Active Substance names (B.4.k.2.2) 

prednisone 

country drug 01>ta1nee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

50 Milligram 

Dosage text (8.4.k.6) 

50 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

5 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k .. 18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PMS-AZITHROMYCIN 

Active Substance names (B.4.k.2.2) 

azithromycin 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

250 Milligram 

Dosage text (B.4.k.6) 

250mg 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Aclion(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1S.2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CEPHALEX [CEFALEXIN) 

Active Substance names (B.4.k.2.2) 

cephalexin 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

500 Milligram 

Dosage text (B.4.k.6) 

500mg 

Pharmaceutical form (B.4.k. 7) Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DEATH 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Death 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Death 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2 .1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

BLOOD PRESSURE INCREASED 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.i.8) 

(B.2.1.6) 
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Canada Vigilance AER#: I E2B 06322378 (1) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Blood pressure increased 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Bl ood pr essur e i n~reased 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 18.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

~atal 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

CHEST PAIN 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Chest pa i n --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Chest pain 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

DIARRHOEA 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Diarrhoea 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26. 0 Diarrhoea 

Term hightlighted by the reporter? (B.V.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

DYSPNOEA EXERTIONAL 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Dyspnoea exertional 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Dyspnoea e xertionQl 

Term hightlighted by the reporter? (8 .2.i.3) Start Date !B.2.i.4) IEnd Date (B.2.i.51 

Reaction first time (B.2.1.7.1) Reaction last time IB.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

EYE IRRITATION 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Ey0: irri tat.ion 

MedDRA ve.rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) 1B.2.i.2.b) 

reaction/event term PT 

26 . 0 Eye irrita t ion 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) !Reaction last time (B.2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

PageU4 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(B.2.i.6) 

(8 .2.i.6) 
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Canada Vigilance AER#: E2B 06322378 (1) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

INJECTION SITE PAIN 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Vaccination site pain 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Vacci nation site pai n 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) !End Date (8.2.i.S) 

Reaction first time (B.2.1.7,1) Reaction last time (B.2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reacllon 

ORO PHARYNGEAL PAIN 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Oropharyngeal pain 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Oropharyngeal pain 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

OXYGEN SATURATION DECREASED 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 0 .'<ygen Silturation decreased 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26.0 Oxygen saturation decreased 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.HO) Current reaction 

PNEUMONIA 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Pneumoni a 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pneumoni a 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) !End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

WOUND 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Wound 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Wound --

I 

I Duration 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

PageU5 

(8.2.i.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: E2B 06322378 (1) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

:Fatal 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

HEART RATE INCREASED 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Heart rate 1ncreased 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Heart rate jncreased 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _td Date ie.2J.S) l uration 

-

I 
--

Reaction flrst time (B.2.1.7.1) Reaction last time (B.2.1.7.2) l=ome (B.2.1.81 

l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

INAPPROPRIATE SCHEDULE OF PRODUCT ADMI NISTRATION 
MedDRA version for 

1B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Inappropriate schedul~ of product administration 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Inappropriate schedule of product administration 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Unknown 

I PageH6 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

Page: 1,251 of/de 2,140 
A2023000085 



Case narrative (B.5.1) 

This is a non- intervent.i onal study report r ecei_ved frorn contact.ab 1 e repor ter (s) {Other HCP and Consumer or other 
non HCP) from Regulatory Authority . Regulatory number : E2B_05977659 tHealth Canada). Other Case identifier(s) : 
CA2022034554 (Unknown MAH) . 

A 16-year-old female patient i:-eceived BNT162b2 (COVI0-19 VACCINE 1~0S MANUFACTURER UNKNOWN) , as dose number 
unknown, single (Batch/Lot number : unknown), as dose number unk.noTin , single (Batch/Lot number : unknown) , as dose 
number unknown, single {Batch/Lot number : unknown} and as dose nwrher unknown , single (Batch/Lot number : unknown ) , 
all unknown for covid- 19 immunisation; influenz.a vaccine (INFLUENZA VACCINE) , (Batch/Lot number: : unknown) for: 
prophylaxis ; mepoli2umab (M.Ef'OLIZUMAB) , (Batch/Lot numbe-r : unknown) .at 100 mg, subcutaneous foi. asthma; 
mepolizumab (MEPOLIZUMAB) , first regimen (Batch/Lot number : unknown ) at 100 mg and second regimen (Batch/Lot 
number : unknown) at 100 mg , all subcutaneous fo:= asthma . The patient ' s relevant medical h i story was not reported . 
Concomitant. medication (s) included : PREDNJSONE unknown; AZITHROMYCIN unknown ; CEPHALEX (CEFALEXIN] unknown. 
The following informati on was reported : DEATH (death, hospi talii:ation, medically Si'iJnificant) , outcome; " fatal "; 
BLOOD PRESSURE INCREASED (dealh, ho spi talization, medica lly s i gni ficant) , outcome " fatal" ; CHEST PAIN (death, 
hos pitalization, medi cally signific ant), outc ome "fatal"; DIARRHOEA {death, hospitalization , me dically 
sig-nificant) , O1.1tcome " fat:al '•; D'iSPNOEA EXERTIONAL (deat:h, hospitalization, medically s i gnificant ), outcome 
" tata l " ; EYE IRR1TAT!ON (death, hospit(l!ization, medically signific crnt), outcome " fata l "; VACCINATION SITE PAIN 

(deat h , hospi t alization , medi cally si~ni fican t ) , outcome " fat al ", desct·ibed as " lnj<,ction sit e pain"; 
OROPHARYNGEAL PAIN (death, hospl t ,1\itatlon, nie(lical ly significant ) , o utcoroe " !ota l " ; OXYGEN SF-.TURATTON DECREF-.SED 
(death, hospit.<1li z ation , medically s ignJficant) , out.come '' fa t.a l " ; PNEUMONIA (dea th , hospita 112a t.ion , medi cally 
significant) , outcome "fatal ••; t~OUND (death , hospitalization, medically significant ), outcome " fatal "; HEART RATE 
I NCREASED (death, hospitalization, medically significant} , outcome "fatal "; lNAP!?ROPRIATE SCHEDULE OF PRODUCT 
ADMINISTRATION (non-serious ) , outcome "unknown" . The action taken for mepolizumab and mepolizumab was unknown . The 
date and cause of death for the patient were unknown. It was not reported if an autopsy was performed . 

The rnportet' s assessment of the causal relationship of " deatl1", " blood pressure increased", " chest pai n", 
" diar1.hoea", "dyspnoea exertional ", " eye irritation" , "inject.ion site pa.in" , " o:r:::oph.aryngeal pain", " o.xygen 
saturation decreased", " pneumonia", " wound'' and "heart rate increased" witl1 the suspect product(s ) BNT1621)2 was 
not provided at the time cf this report . Since no determination has been received, the case is managed based on 
the compa ny causality assessment. 

No follow-up attempts are possible; information about lot/ batch number cannot be obtained . No further information 
is expected. 

Follow- up {18Apr2023) : This is a non- intervention.al study follow up repor t received from a new contactable Other 
J-lQalth Professional from the llealth Canada Regulatory Authority via a n on-line database search . Regulatory 
authority report number E2B_ 05977659. (Linked Regu latory Number E2B_ 03305971 , E2B_ 03369525}. This information was 

initially reported to Health Canada between 070ct2022 and 12Dec2022 from an unknown Market Authorizat1on Holder 
AERfl Cl\2022034554 . 

Updated infor ma t ion i ncluded ; added t he ser iousness cri t er ia (dea t h ), new products : Influenza vaccine ., 

azi thromyc in ar,d cephalexi n , new events : dea t h , hea rt rate i1)Ct eased and rr,approprla t e schedule o( pro duct 
administ r~ t i on, new report.er (othe r HCP), removed the event 1 hospi t.alJ zation' . 

No follow- up i!itt.empts are possible; info:rmation ~bout lot/batch numbe:r::: cannot. be obtained. No furthe:r information 
is expected. 

Reporter's comments 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4! 

Based on available information and known drug .s:afei:::y profile, a reasonable possibility thai::: the ~veni:::s diarrhea 
and injection site pain are rela t ed to COVID-19 Vaccine- Manufactu=@r Ur.known (BNT162B2) cannot be excluded . 
Conversely, all other events are assessed as unrelated to COVID-19 Vaccine . Lacking information on circumstances 
surrounding deach and the cause of death , the case 1s managed as if there was a reasonable possibility that this 
patient's death is r e lated to administration of the suspect produ ct . This case will be reassesse d should 
additional information becomes available . 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

~--~ - - ~ --~-~-------- - - -~ -
Patient Medical History (B.1.7) 
MedORA version (B.1 .1.10.1) Episode name (B.1.1.1a.21 

26 . 0 Blood pressure increased 

Start date (B.1.7.1c) Continuing (B.1.7.1dl 

Normal high range (B.3.1.2) 

!End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA ve·rslon (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA ve-rsion (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

IE2B 06322378 (1) 

Episode name (B.1.7.1a.2) 

Chest pa i n 

Continuing (B.1.7.1d) 

Episode name (B .1.7.1a.2) 

Dia, r hOQ.) 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Dyspnoea exertional 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Eye irritation 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Vaccination s ite pai n 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Oropharyngeal pain 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Oxyge n saturacion dec reased 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Pneumoni a 

Continuing (B.1.7.1d) 

!Episode name (B.1.7.1a.2) 

I 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1 .7 .11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

PageU8 

Page: 1,253 of/de 2,140 
A2023000085 



Canada Vigilance AER#: I E2B 06322378 (1) 
26 . 0 Wound 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart rate increased 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

2& . 0 Unknown cause or de~th 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .st.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy {B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

Med ORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.Z) 

MedDRA ve·rslon for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

I PageU9 

I 
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ATIA - 19(1) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender A.3.1 
Type (A.3.1.1) 

Pharmaceutical Company 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

J7 , 300 Trans- Canada Highway 

City (A.3.1.4b) 

Kirkland 

Postcode IA.3.1.4d) 

H9J 2M5 

Tel No. (A.3.1.41) 

Email Address (A.J.1 .41) 

CAN . AEReporting@p fiz@r . com 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Regulatory Autho r i ty 

Department (A.3.2.2b) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Oth er health prof essi onal 

Project No 

Observed study type (A.2.3.3) 

Othor st.udi es 

Organization (A.3.1.2) 

PFIZERINC 

Title (A.3.1.3b) 

Middle name (A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Que bec 

Country code (A.3. 1.4e) 

Canada 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

l1HFD 

Title (A.3.2.2c) 

Given name (A.3.2.2d) L ie name (A.3.2.2e) Family name (A.3.2.21) 

-
Street (A.3.2.3a) 

City (A.3.2.3b) 

Postcode (A.3.2.3d) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

State (A.3.2.3c) 

Country (A.3.2.Je) 

Canada 

Fax no. IA.3.2.31) 
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ATIA - 19(1) 

lc anada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2023AOS21$4fl 

Primary source country (A.1.1) 

Canada 

Type of report 

epontaneoua 

le2B os34212s (1) 

HC Latest Received Date: 
20230419 
CCYYMMDD 

HC Initial Received Date: 2023 
CCH 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20230301 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20230418 
CCYYMMDD 

List of documents held by sender (A-1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorltY's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2023A052154 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MC Canada 
AZ.!'RODOOOO 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - AS'rRAZENECA 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

197~ 
CCYYMMDD 

Centimeter-

Gestation Period (B .1.2.2.11 LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomafylbirth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- AstraZeneca- 2023A0$21S4 

Reason for nullification (A.1.13.1) 

79. 4 Ki log cam 

Onset Age (B.1.2.2) 

45 . 442 Years 

(B.1.1 .1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

1,;ountry drug obtained {B.4.k.2.31 1:1atch/101 no. \B.4.K.3) 

ASKU 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.S) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form {B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

INITIAL REPORTER 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Yes 
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ATIA - 19(1) 

Reaction/event as reported by primary source 

DEATH #0 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) E nd Date (B.2.1.5) Duration (B.2.1.6) 

No 202~ 

Reaction first time (B.2.1.7.1) 1B,2.1.7.2) (B.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report was received from a consumer . The report concerning ii male patient of Caucasi.e1n "3:th11ic origin 
(age 45 years , height 69 in , weight 175 lb) . 

No medica l history concomitant products were report.ed . 

On an. unknown date, the patient received A.strazeneca covid- 19 vaccine {covid-19 vaccine nrvv ad (chadox:1 ncov-19) / 
{batch number ASKU) , v i a intramuscular rout..e~ foi: an unknown indication . 

On an unknm,Jn date, the patient experienced DEATH O (Preferred term- Death} . 

It was unkno\"n if any action was taken with Astrazeneca Covid-19 Vaccine. 

On- 2021, the patient died {MedDRA PT : Death) . 

An autopsy was performed. The cause of death ,,as death O (confirmed n autopsy!. 

The r eporter assessed the. ev@nt DEATH O was considered to b@ serious due to seriousness criteria of death and 
impor tant medical event . 

The reporter assessed that there was a reasonable possibility of a causal relationship between Astrazeneca 
covid-19 vaccine and the follo ... iing event: death O. 

All required follow- up attempts have been completed to obtain the Lot / Batch number for specify the biologlc 
product , howeve'C i.:.he l'..ot / 8c;1tch number Y1as not received . 

Summary of follow-up information received by AstraZeneca on 18-Apr-2023 from consumer via spontaenou.s source: 
Summary of unsuccessful Lot/Batch number attempts added . Narrative updated . 

AOTOPSY DETERMINED CAUSE Of DEATH : DEATH 10 
The Astra- Zeneca COVID- 19 vaccine is an As~taZeneca Canada Tnc . p~oduct authorized under the I nterJm Order . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B,5,3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

This case concerns a 45- yea.r- old male vaccinee with fatal event of oeat::h in associ,;:1tion 1-i'it::h .r-.ZD1222 . The cause 
of dGath was reported as DEATH #0 , tllat ,,as confirmed as sucl1 at autopsy . Due to limited information en baseline 
health condition of the patient before vaccination, relevant medical history, concomitant medication, date of 
vaccination, c ircumstances surrounding the event , risk factors , concomitant medication, medication hi.story, 
detailed etiological and diagnostic workup , details of the autopsy report with confirmed final diagnosis , the 
evaluation did not find evidence to suggest a causal relationship betweon tho fatal event and AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

(B.3.1 .2) More info (8.3.1.3) 
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Canada Vigilance AER#: I E2B 06342725 (1) 
26 . 0 Deat.h 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.8e) 

Indication MedORA version 1e.1.s1.11 Indication (B.1.a1.21 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy {B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.S..) 

MedORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I Page*4 
-

I 
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ATIA-19(1) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Pharmaceutical Company 

Department (A.3.1.3a) 

Patien t Saf ety 

Given name (A.3.1.3c) 

Patient Safety 

Street (A.3.1.4a) 

(A.3.1 .41) 

Type (A.3.2 .1) 

Regulatory Authori ty 

Department (A.3.2.2b) 

Tradi og l?artnet· Manage11,ent Office 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confidential 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Middle name 

Project No 

Observed study type (A.2.3.3) 

(A.3.1.3d) 

Organization 

AZPRODOOOO 

Title (A.3.1.3b) 

Family name 

(A.3.1.2) 

(A.3.1.3o) 

Interface Ocgani sation 

St;ite (A.3.1.4c) 

Country code (A.3.1.4e) 

United Kingdom 

Fax no. (A.3.1.41) 

Organization 

l1HFD 

Title (A.3.2.2c) 

(A.3.2.2a) 

Given name (A.3.2.2d) Middle name (A.3.2.2e) Family name (A.3.2.211 

Street (A.3.2.3a) 

250 Lanark Avenue , Mail St.op 2005A 

City (A.3.2.3bl 

Ottawa 

Postcode (A.3.2.Jd) 

KlA 0K9 

Tel no. IA,3.2.31) 

Email address (A.3.2.31) 

TPMO BGPC@hc-sc . gc. ca 

State (A.3.2.3cl 

ON 

Country (A.3.2.Je) 

Canada 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 06365047 (0) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

US-MODERNATX, INC.-MOD- 2023- 714793 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

GponLanooue 

20230314 
CCYYMMDD 

20230314 
CCHMMDD 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

20230307 
CCYYHMDD 

Additional documents? (A.1.8.1.) 

No 

2 02:303 07 
CCYYJ<l.'!DD 

List of documents· held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

0S-MODERNATX, INC. -MOD-2023-71~793 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

occc 
MODERNATX 

QMODERNAE' 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) , Cl) ,:2B_06364486, 121 E2B_06365577 

Report nulllflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Ml\H - MODERNA B!OPH1\RM1\ Cl\NA.Dll CORPORATIOll 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date 

GP medical record (e.1.1.1a) Specialist (B.1.1.1b) 
no, record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

us- occc- c r Ntooo3212 
US-MODERNATX-MOC2023030S000163 
US-MODERNATX, INC .-MOD-2023-714793 

Reason for nullification (A.1.13.1) 

Onset Age 

77 Year s 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8.1.1.1d) 
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lcanada Vigilance AER#: I E2B 06365047 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

SPIKEVAX BIVALENT (ORIGINAL/ OMICRON BA.4/5) 2.5 ML MULTIDOSE 
Suspect VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 
davesomeran 

Country drug obtained (B.4.k.2.3) Batch/lot no. (S.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02532352 
Country of authorization/application: Canada 

Structured dosage info (8.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

Dose 3 

Pharmaceutlcal form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

{Specific product reported: No, product was inferred} 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH , , 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

Non-Health care professional 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

MedDRA version (8.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.l<.13.2) 4.k.15) 

Did reaction recur on readministration? (8.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

R<!lated 

Result (B.4.k.18.4) 

Not Provided 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

MY WIFE HAD A THIRD JAB AND SHE PASSED AWAY A WEEK LATER 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(Ll T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This spontaneous c ase was teported by ii consl.lmer and describes t.he occurre11ce of DEATH (My wife had a third jab 
and she passed away a week later) in a 77-year-old female patient who received mRNA - 1213 BIVALENT . 222 {SPlKEVAX 
BIVALENT (ORrGINAL / 011ICRON BA. 4/5)) for COVID-19 prophylaxis. 

No Medical History information was reported . 

On an unknown date, r.he p a tient received third dose of mRNA- 1273 BIVALENT .222 ($?IKE.VAX BIVALENT (OR.lGit-lAL / 

OM[CRON BA. 4/5}) (unknown route) 1 dosage form . Death occurred o n an unknown date The cause of death was not 
reported . It is unknown if an autopsy was performed. 

For mRNA-1273 BIVALENT . 222 (SPIKEVAX BIVALENT (ORIGrNAL / OMICRON BA . 4/51) (Unkno,•nJ, the repo rter did not 
pr ovide any causality assessments. 

No concomit:ant medications were r eported. 
No treatment information was reported . 

Company comment : This spontaneous case reported by a consumer, concerns a 77-year-old female patient with no 
reported medical history, who met with a fatal outcome (PT : Death) . Death occurred about a week after 
administration of third dose of mRNA-1273 . 222 bivalent vaccine . Other details are not avai l able foe medical 
review. Exact cause of death was riot report ed. Lt is unknown jf an autopsy ,,.,as performed . ·rhe benefit- r isk 
r e l~Lionship of mRNA-3273 .222 biv~ lenL vaccine is not affected by t his report . 

This case ,,,as Hnked to US- HOOERNATX, INC.-MOD- 2023 - 7145S0 (E2B Linked Report ). _____________________ ...,, 

Reporter's comments (8 .5.2) 

MedDRA version for sender's diagnosis (8.5.l a) 

Sender's dla.gnosls (8.5.3b) 

Sender's comments (8.5.4) 

Unit (8.3.1e•l Nor mal low range (B.3.1.1) 

I Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Unknown cause oe de~th 

Start date (8.1.7.1c) Continuing (B.1.7.1d) 

Comments (8.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range (8.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

-
Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Un ited States of Ameri ca 

Project No 

Observed study type 

l:Qualification 

Other heal th 

(A.2.3.3) 

(A.2.1.4) 

professional 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 06421845 (O) 

Canada Vigilance HC Latest Received Date: 

Adverse Reaction Report HC Initial Received Date: 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAX0SMITHKLIN'F.- CA2023AMR051169 11) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

eponLnneoue 

20230410 
CCYYMMDD 

20230410 
CCHMMDD 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitat ing? 

Yes 

No 

20230406 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

202.30406 
CCYYl1.'IDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'!:es 

Company number (A.1.10.2) 

CA-GLAXOSHITHKLINE-CA2023AMR051169 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PFIZER 
010525476:}5 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) , (2) EW_06438221 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - GLAXOSMITHKLINE 

Date of birth {B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
{B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PtIZER- 202201332624 
CA- GLAXOSMITHKLINE- CA2023AMR05llij9 

Reason fo·r nulltflcatlon (A.1.13,1) 

Onset Age 

96 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

~ 

IE2B 06421845 I Canada Vigilance AER#: (0) Page*3 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SHINGLES VACCINE 

Active Substance names (B.4.k.2.2) 

\,;OUntry arug ootarnea \ts.4.K . .l.J / tsatcn11ot no. \ts.4.K.;;s/ 

Canada 

Holder and authorizatlon/appllcallon no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

202-
CCYYMMDD 

Start period (B.4.k.13.1) 

31 Days 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version {8.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
c--

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.1s:,2) 

PHARMACEUilCAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

Route of administ ration (B.4.k.8) Parent routo of admin (B.4 .k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4 .k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

COVID-19 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

COVID-19 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (8.4.k.18.1 b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Resu It (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 
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lcanada Vigilance AER#: le2s 06421845 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (BA.k.11 b) 

26.0 Prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Old reaction recur on readministratlon? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedORA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ON 2 0 22 SRE DI ED 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB,2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

2022-
CCYYMMDD 

Duration (B.2.1.6) 

202-
ccv D,ys 

Reaction first lime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

31 Days Fatal 

Reaction/event as reported by primary source 

RAD COVID 

(B,2.1.0) Ct.Jrrent reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA ver s ion for 
reaction/event term PT 

26 . 0 

(B .2.1.1.a) 

(B.2.1.2.a) 

Reaction./event MedDRA term(LL T) (B.2.1.1.b) 

COVID- 19 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

CO\IID- 19 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.l.4) End Date (B.2.i.5) Durat ion (8 .2.i.6) 

2021-

Reaction first t ime (B.2.1.7.1) (B.2.1.7.2) (B.2.1.8) 

Case narrative (B.5.1) 

This ser ious case was reported by a consumer via other manufacturer a nd described the occurrence of unknown cause 
of death in a 96-year-old female patient who received Herpes zoster (Shingles vaccine} fo r prophylaxis . 

Co- suspect products included COVID- 19 VACCINE ( COVID VACCINE} for prophylaxis . 

patient ceceived Shingles vaccine. On an unknown date , the patient received COVID VACClNE. On 
after receiving Shing l es vaccine , the pat i ent experi enced covid-19 (Verbatim: had covid ) , On 

2022, the patient experienced unknown cause of death (Verbatim: on■■■■l2022 she died) {serious 

criteria death and GSK medieally significant) . The outcome of the covid-19 was net reported. The patient died on 
022 . The r epor ted cause of deat.h was unknown cause o f death . 

It was u nknown if the r eporter considered the unknown cause of death and covid-19 to be related to Shingles 
vacci ne. 

It was unknown if the company considered the unknown cause of death and covid-19 to be related to Shingles 
vaccine . 

Addition-al lnforrnation : 
GSK Receipc Date : 06- APR- 2023 
The reporter ~ tioned that when 
covid and on - 2022 , hec mother 
The reporter stated that1 hec mother 

her mother had received a shingles vaccine and 2 days later her mother had 
died. 
had received all of her covid vac cines up till that po int . 

31 da ys after receiving Shingles vaccine, the patient experienced unknown cause of d eath . 
It was unknown lf the r eporte t had consider ed the adverse event to be r.el ated t o the COVIO - 19 Vaccine . 
The follow- up was not possible as per the proc ess convention . 
This case was linked with CA2023AMRDS1164 , which was reported by same reporter . 

Reporter's comments (8 .5.2) 

MedDRA ver sion for sender's diagnosis 1B .5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause o f de.a t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent condlUons text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1 .8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.191 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc] Drug end date (B.1.10.Se) 

MedDRA ve·rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

(B.3.1.3) 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 06421845 (0) 
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ATIA - 19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2023A091530 /l 

Primary source country (A.1.1) 

Canada 

Type of report 

epontaneoua 

I E2B 06447381 (O) 

HC Latest Received Date: 
20230421 
CCYYMMDD 

HC Initial Received Date: 20230421 
CCHMM.DD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitat ing? 

Yes 

No 

20230418 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20230418 
CCYY!4MDD 

List of documents held by sendler (A.1.8.2) 

Fulflll expedoted criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2023A091530 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MC Canada 
AZ.PRODOOOO 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

m , <2 ) , 12 ) 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - ASTRAZENECA 

UNKNOWN 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Reason fo·r null1fication (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Act ive Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) oatch/lot no. {B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

INITlAL REPORTER 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Yes 
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Reaction/event as reported by primary source 

BLOOD CLOTTING 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Clot i;,loo<i 

Reaction/event MedDRA term (PT) 

Thrombosis 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

A spontaneous report has been received from a con::;umer. The repo1.t concerning a patient of unknown gender (age not 
provided) of Unknown ~thnic origin . 

No medical history was reported. 

No concomitant products were reported. 

On an unknown date, The patien t received Astrazeneca Covid- 19 Ve:iccine Vial Contains 10 Doses Of 0 . 5ml (covid- 19 
vaccine nrvv ad (chadoxl ncov-19 ) ) , via intramuscular route, for covid-19 immunisation . 

On an unknown date , the patient experienced blood clotting {preferred term: Throwhosis). 

It was unknown if any action was taken with Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of 0 . 5ml . 

It was not known "1hetl1e, an autopsy •,1as performed. On an unspecified date, 'fhe patient died fcom the event of 
blood clott:ing. 

The cause of death was blood clotting. 

The reporter assessed the event blood clotting to be serious due to seriousness criteria of death . 

'l'he report.er considered that t here was a reason::ible possibility of a causal relationship bet~•een Astrazeneca 
Covid-19 Vaccine Vial Cont~ins 10 Doses Of 0 . 5ml and the following event ot blood clotting. CAUSE OF DEATH , BLOOD 
CLOTTING 
The Astra - Zeneca COVJD- 19 Vaccine is an AstraZeneca Canada Inc . Eroduct authorized under the Interim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's dla.gnosls (B.5.3b) 

Sender's comments (B.5.4) 

fatal event of ThrornbosJ s is not listed io company co~e dala sheet of !\ZDl222 . The cause of death was reponed as 
Blood clotting. Due to limited information on vaccinee ' s age and gender, nature a nd circumstances leading to the 
events, dace of vaccination, ~vent onset date, relevant medical and family history , possible risk factors, 
detai led ec.iologic and d i agnostic workup, the evaluati on did not find evidence t.o suggest a causal relationshi p 
between the event and AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Clot blood 

Start dab~ (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

(B.1 .7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: le2B 064473_8_1~ (0~) _ _____________ ~I ____ Pagd4 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name IB.1.8a) 

Start date (B.1.8c) End date (B.1 .Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent condit ions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.So) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA ve.rsion for reaction (B.1 .10.Bg.1) Reactions (B.1.1 O.Bg.2) 

End date (B.1.10.7.11) 
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ATIA-19(1) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRIVACY 

(A.2.1.2•) 

Reporter street 

PRIVACY 

(A.2.1.2c) 

Reporter city 

PRIVACY 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

PRIVACY 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A. 3.1) 
Type (A.3.1.1) 

Pharmaceutical Company 

Department (A.3.1.3a) 

Patient Safety 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

UNK1'01RN 

(A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
Confidential 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/other non he~lth professional 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

AZPRODOOOO 

Title (A.3.1.3b) 

Given name (A.3.1.3c) Middle name (A.3.1.3d) Family name (A.3.1.3•) 

c'atient Safety 

Street (A.3.1.4a) 

(A.3.1.41) 

Sapphire . BusinessSupport@astrazeneca com 

Interface Organisation 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Uni ted Kingdom 

Fax no. IA.3.1.4i) 
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Type (A.3.2.1) 

Regulatory Authori ty 

Department (A.3.2.2b) 

Trading Pat:tner Management Office 

Given name (A.3.2.2d) 

Street (A.3.2.3a) 

250 Lanark Avenue , Mail Stop 2005A 

City (A.3.2.3b) 

Ottawa 

Postcode (A.3.2.3d) 

KlA OK9 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Tl?MO - BGPC@hc - sc . gc ca 

Middle name (A.3.2.2•) 

Organization 

MHPD 

Title (A.3.2.2c) 

(A.3.2.Za) 

Family name (A.3.2.2f) 

State (A.3.2.3c) 

0111 

Country (A.3.2.3•) 

Canada 

Fax no. (A.3.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA - 19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 
Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2023A091529fl 

Primary source country (A.1.1) 

Canada 

Type of report 

epontaneoua 

le2B 054sos10 (0) 

HC Latest Received Date: 
20230424 
CCYYMMDD 

HC Initial Received Date: 20230424 
CCHMM.DD 

Occur country (A.1.2) Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20230418 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20230418 
CCYYJ<!.'!DD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedoted criteria? (A.1.9) Regulatory authority·s number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA- Astrazeneca- 2023A0 91529 

other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MC Canada 
AZ-PRODOOOO 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

m , <2 ) , r2l 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil • ASTRAZENECA 

UNKNOWN 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B,1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA-AstraZeneca- 2023A0 91~29 

Reason fo·r null1flcatlon (A.1.13,1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Act ive Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) oatch/lot no. {B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

INITlAL REPORTER 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Yes 
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lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) 

le2s o64sos10 (0) 

Medicinal product name (B.4.k.2.1) 

TOZINAMERAN 

Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Me<!ORA versi<>n (B,4,k, 11-') 

26.0 

Drug end date (B.4.k.14) 

last period (B.4.k.13.2) 

Pagen l 

Parent route of ad min (B.4.k.9) 

lndi<;sltiQn (B.4.1\, 11 b) 

COVID-19 immunisation 

Duration of drug Adm in (B. 
4.k.15) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Did reaction recur on readmintstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

BLOOD CLOTTING 

(B.2.i.O) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B .2.i.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) 

Clot b lood 

Reaction/event MedDRA term (PT) 

Th rombosis 

(B.2.1.3) Start Date (B.2.U) IEnd Date 

I Reaction last time (B.2.1.7.2) 

(B.2.i.1.b) 

(B.2.i .2.b) 

(B.2.1.5) 

!

Outcome 

Fata l 

Result (B.4.k.18.4) 

I Duration 

(B.2.1.81 

(B.2.1.6) 
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Case narrative (B.5.1) 

.ti,, ;;pontaneous report has been rece ived from a consw11er, concerni ng a pati ent of unknown age , gender and e thojc 
origin. 

No medical history was reporced . No concomitant produ cts were reported . 

On an unknown date, the patient received Astraz..eneca Covid-19 Vaccine Vial Contains 10 Doses Of 0 .5ml (covid-19 
vaccine nrvv ad (chadoxl ncov- 19)), via intramuscular route, for covid-19 immunisation. 

On an t,nkno,,.,n date, the patient statted treatment with Covid- 19 Va_ccine Nos Manufacturer Unknown (bntl62b2) 
(tozinameran) Dose Unknown , u nknown r oute for covid- 19 immunisation . 

On an unknown date , the patient experienced blood clotting {preferred term : Thrombosis). 

It was unknown if any action was t•ken with A•trazeneca Covid-19 V4ccine Vial Contains 10 Dooes Of 0. 5ml and 
Cov.id-19 Vaccine Nos Manufact urer Unknown (bnt l62b2 ) . 

On an unspecified date, the patient died from the event of blood clotting, 

It waa not known i...•hether an ~utopay wc1s performed . Th1! cause of death was blood c l otting . 

The reporter assessed the event of blood clotting t o be serious due t o seriousness c riteria of death . 

The reporter considered that there was a reasonable possibility of a causal relationship between Astrazeneca 
Covid-19 Vaccine Vial Contains 10 Doses Of 0 . 5ml and the following event: blood clotting . CA.USE OF DEATH : BLOOD 
CLOTTING 
Tlie Ast r a- Zeneca COVlTJ- J 9 Vacci.ne is an AstraZeneca Canada Tnc . product autllori zed under the I nterim Order . 

Reporter's comments (B.5.2) 

MedORA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

Fatal event of Thrornbosis is not listed in the company core data sheet of AZD1222 . The case of death wa s reported 
as BLOOD CLOTTING . Due to limited information on baseline health c ondition before vaccination, relevant family 
history , concurrent diseases , relevant medication history , date of vaccination , event onset date , details and 
circumstances surrounding the event, possible risk factors (obesity , inju ry or surgery, smoking, diabetes , high 
blood pressure, high cholesterol nnd immobility) and detailed diagnostic .and etiologic workup {detailed autopsy 
report) , the evaluation did not find evidonce to sugge st a causal relationship between the event and ~ZD1222 . 

Unit (B .3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (6,3.2) 

Patient Medical History (B.1 .7) 
MedORA version (B.1.7.1o.1) Episode name (B.1.7.1a.21 

26 . 0 Clot blood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date [B.1 .8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedORA version [B.1.8g.1) Reaction (B.1.8g.2) 

I 
_ J 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

- -
Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1 .10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRIVACY 

(A.2.1.2•) 

Reporter street 

PRIVACY 

(A.2.1.2c) 

Reporter city 

PRIVACY 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

PRIVACY 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A. 3.1) 
Type (A.3.1.1) 

Pharmaceutical Company 

Department (A.3.1.3a) 

Patient Safety 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

UNK1'01RN 

Reporter state (A.2.1.2e) 

QU 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
Confidential 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/other non he~lth professional 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

AZPRODOOOO 

Title (A.3.1.3b) 

Given name (A.3.1.3c) Middle name (A.3.1.3d) Family name (A.3.1.3•) 

~atient Safety 

Street (A.3.1.4a) 

(A.3.1 .41) 

Sapphire . BusinessSupport@astrazeneca com 

Interface Organisation 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Uni ted Kingdom 

Fax no. IA.3.1.4i) 
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Type (A.3.2.1) 

Regulatory Authori ty 

Department (A.3.2.2b) 

Trading Pat:tner Management Office 

Given name (A.3.2.2d) 

Street (A.3.2.3a) 

250 Lanark Avenue , Mail Stop 2005A 

City (A.3.2.3b) 

Ottawa 

Postcode (A.3.2.3d) 

KlA OK9 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Tl?MO - BGPC@hc - sc . gc ca 

Middle name (A.3.2.2•) 

Organization 

MHPD 

Title (A.3.2.2c) 

(A.3.2.Za) 

Family name (A.3.2.2f) 

State (A.3.2.3c) 

0111 

Country (A.3.2.3•) 

Canada 

Fax no. (A.3.2.31) 

the o 
ana um 'lt 
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ATIA-19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- DHPR- 20211001181451~9683 4 () 

Primary source country (A.1.1) 

Canada 

Type of report 

~ponlaneoua 

1000969752 (0) 

HC Latest Received Date: 
20211001 
CCYYMMDD 

HC Initial Received Date: 20211001 
CCHMMDD 

Occur country (A.1.2) 

Canada 

Serious? {A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

Additional documents? (A.1.8.1) 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

Other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

Communi ty -

Date of birth (8.1.2.1) 

Gestation Period 

GP medical record 
no. 

Date of death 

2021-
CCHMMDD 

(B.1.2.2.1) 

(8.1.1.la) 

Age group (8.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

90 Years 

(B.1.1.1c) 

(8.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA- 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

lozinameran 

Country drug obtained (B.4.k.2.3) Batch/lot no. lt>.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

booster shot 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021-
CCYYMMDO 

Start period (B.4.k.13.1) 

1 Days 

Aclion(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

260 Booster 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

UNRESPONSIVE TO ANY STIMULI 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Unresponsive to s~imuli 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Unresponsive to stimul i 

(B.2. i.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

2021-

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

l Days 

Reaction/event as reported by primary source 

PALE AND WAXY IN APPEARANCE 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

?al e 

Reaction/event MedDRA term (PT) 

?a l l o r 

(B.2.1.1 .b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2H) End Date (B.2.i.5) Duration 

Reaction first t ime (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

EYES SUNKEN 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Eyes sunken 

Reaction/event MedDRA term (PT) 

Li d sulcus deepened 

(B.2.1.1.b) 

(B.2.i.2.b) 

Term hlghtlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

MAY HAVE HAD SYSTEMIC REACTION THA.T HER BODY COULD NOT RECOVER 

MedDRA ve·rsion for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Systemic allergic reaction 

Reaction/event MedDRA term (PT) 

Hypersensit.ivity 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

Resident had been i ncreasingly l ethargic the past ITIOnth which res ulted in lo,,, oral i n take, specifically over the 
pa.st three •,.ieeks . But \lt.•hen son ca.me co vi.sit on·······2021 resident perked up and ·,Ja.S alert, talkative, 
and drank an entire strawbe::ry milkshake. Resident cont.1nuee1 to be alert and talkative on iliiliiilllliliiiiilby 
HCAs . 
The booster shot itself may not be responsible for the death , but I felt it was appropriate to file a report being 
that the drastic decline in health occurred within 24 hours of thr vaccine . She may have had a system~c reaction 
that her body could not recover from given her poor health prior to the third dose of the Pfizer vaccine but the 
family did not want an autopsy 

Dhpr log details : 
Safety Report ID: CA-DHPR-20211001181451 96834 
Type of Report : Initial 
HC Ref. No: 
Reporter , ·ue No. : 

Date : 20211001 

Organi z.a tion 
Repo,· ter Type: Nurse 

Patient ID: -
Age : 90 Year (s} 
Sex : Fem.ale 
Height : 
Weight : 
Med History: Sciatica, osteoporosis, hypothyroidism, hypertension, dementia 
Allergies: Codeine , sulfa 

Serious Death : Yes 
Date of Death : 202~ 
Serious Life-Threatening : 
Secious Disability : 
Serious Hospi talization : 
Serious Congenital Anomaly : 
Serious Other : 
Serious OLher explain : 

Reaction 
Outcome : Died 
Reaction St.art Date : 
Reaction End Date: 
Reaction Description : Resident received covid-19 Pfizer booster on ■■■■■■l2021 . 

2021 she was found to be unresponsive to any stimuli , pale and waxy in appearance( 
Palliative o rders 1~·ere received at 0915, .resident was pronounced dead at 2150 on I 

Suspect Product 1 
DIN lt/NPN V: 
Product Name : Pfizer Covid-19 booster shot 
Strength : 
Strength other : 
Dosage form : Liquid 
Manufa_ctu1.er : Pfi ze1. 

Lot It : 
Expiry date : 
Product start date : 
Product end date: 
Dose : 

frequency: 

202 ~ 

Route or administration : lntramuscular 
Route of administration - Other : 
Indication : Booster shot 
Reported to Mfr : No 
Date reporc.ed to Mfr : 
Mfr Reference number : 
Drug action taken: Not applicable 
Dechallenge: N/.Z\ 
Rechallenge: N/A 

The morning of -
and[ eves sunke n. 

202] . 

Concomitants : Resident had taken regul arly scheduJed medications up until the evening of 021 
Test/Lab results narrative : 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 
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Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1<>) Normal low range {B.3.1.1) Normal high range 

Result s of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1o.2) 

26.0 Sciatica 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 osteoporosis -
r ate 

Start date (B.1.7.1c) Continuing (B.1.7.1d) (B.1 .7.11) 

- -- -
Comments (8,1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hypothyroidism 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

-
Comments (B.1 .7.19) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hypertension 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dementia 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Drug al l ergy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Lethargic 

Start date (B.1.7.1c) Cont inuing (8.1.7.1d) lend date (B.1.7.11) 

(B.3.1.2) More info (B.3.1.3) 
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I 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Oral intake reduced 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Sciatica, o.,teoporoai.s , hypothyroidism, hype.rtenslon, dementia 
Aller.gies :Codeine, sulfa 

Past drug therapy (B.1.8) 
Drug name (B.1.81) 

Start date (B.1 .8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) In dication (B.1.sr.21 

Reaction MedDRA version (B.1.8g.1) Reaction 1s .1.sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.1.11) 

Comments (B.1.10.7.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

- -
Drug start date (B.1.10.8c) Drug end date (B.1 .10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.8g.1) Reactions [B.1.10.8g.2) 

I Page~6 
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IA,2.1.2d) 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.J.1.Ja) 

Given name (A.J .1.3c) 

Street (A.3 .1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type iA.3.2 .1) 

Department IA.J .2.2b) 

Given name (A.3.2.2d) 

-
Street (A.J.2.3a) 

City (A.3.2.3b) 

Postcode (A.3.2.3d) 

Tel no. IA,3.2.31) 

Email address (A.3.2.31) 

IA,2.1.1b) 
name 

(A.2.1.1d) 

Reporter department 

(A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) Reporter country 

Canada Other heal t h professi onal 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.J.1.Jb) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. (A.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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I ATIA-19(1) 

2 I Serious adverse drug reaction reporting form for hospitals 
' • rt"qulr11d

1 
If known (If Information Iii In the control of or reasonably accessible by tha ho5pital for mandatory reporting) 

•• = r11qulr11d (ho~pltill I~ i:~emp~ from mandatory reporting If thts Information ls 1.1navallable) 
SpeclOc field Instructions un be found at the end of the form. Subml$$1on of a report doe£ not con5tltute an adml55lon that medlcal p■rton nel or the suspect 
roduc:t(s) caused o, contr111ut1d to the serl,ous ~dverse d ru raadllon(ll, 

1. Type of report* Ii" Initial r Follow-up 2. Hlealth Canada reference no. 
(fct foll01Y-411) ~pona only) 

m n 

3. Organization file no, 4. Date report submitted 5. Documentatlon date• 
2021-10-06 

6. a. ocyanlzation contact first name" 

-me• 

8. Organization name•Waypointcentrefor Mtn"111-i'811h c11re 

9. Source of report 
(profusion) 

Phlll'ml=ilt 

11. Addreaa 

15. ~eason for seriousness• {el<~laln (f) In Hetion F) 

7.a. Phone no." (705) 649-3181 ext .. 

10. Health Canada institutional ID 
(1110 pt'Dvidld, nc need to prcvlde acldteas) 

IS (a) Death CVYw•mnwld) ~ D (b) Life-threatening □ (c) □isablllty □ (d) Congenital malformatlon 
□ (e) Caused/prolonged In-patient hospitalizetion □ (f) Required medical intervention to avoid any of (al to (e) 

B _ P3tient information 

1. Patient ID 
(e.g. lnllllls, record no.) - Mlllll 77 Yeer(al 

4. Height 

154 cm 

ft 

or 

In 

5. Weight 

89 kg 

lbs 
or 
oz 

8. Known medical conditions and relevant lifestyle factors• (e.g. htpatio a11tJ10, "'"at lmpalrmant, dlabeta& m11111.11&, ourrent ~regnancy, tobacco, 
c.ennabl, 01 e!coho1 use, recrutional dN; UH, cto,). 

Patient had Liver canc.r with Bllit,ral pulmm11uy meta, Aac111a, congestive Heart fllllLII&, Emphysems-COPD, Klttiey dyill.mctlon,Anemla, 
Hypothyroidism. Patient was p!lltetlve status 

7. Known allerg1es• , •. g. fOod, dNQS, envtl'Clnmenta!, e~; provide dellllle). 

NKA 
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m n 

I ATIA-19(1) I 

3 I Serious adverse drug reaction reporting form for hospitals 

C, Serious adverse drug rc-action~s) 

1. Did tha patient recover?" 2. Reaction start date• 3. Reaction end date"' 
(1,11111111 d1oaaa one af Iha follawlns) 

r Recovered r Recovering r Not recovered 

lie Died r Unknown S- Recovered with sequelae 

4. Description of the sarlous adverse drug reactlon(s)*• 
No &erlous adverse reaction wu observed. Patient received 3rd ciose ofCOVID vaccine OJ'l-l'lel had z p,evIout. vaccine& with i,o advetse effect&. 
Patient waa found on the floot bealde hit bed at 10:1011m c-21 and was unresponsive, F'a.Uent had metastatic liver cancer, was refus~g 
treatment and was palllaUve. Due 10 palllattve ate.le, no autopsy was perfotme<I. 

D. Suspect p.-oduct one 
If lhl CIN 11 not provldod, ~roaao provide the brm1d nama ar the proper nema, H wvll II the man yfli~t>.irer name If known 

Thl1 lnl'ormall0n 11 lm.,,,rtanl far trac.abllltv 0f an a~v•rse r1acti0n to a acaclfi c awicect croduct 

1. Drug ldentlflcatlon number (DIN>-
02eo11210 

3. Brand name•• (p1r pmc11.1e1 label) 

Pffzer Covld-19 Vaccine -Comlri'laty 

6. Strength !~ unitl 

7. Fraquency 
Dose administered e>-@ 10:315 am 

SO MCG / 0.3 ML 

8. Dosage form (e.g. 111ble1, powder, llquld) klJecllon 

9. Route of administration lnlfamuscul11r 

12. Indication 
Covld-19 Immunization doae#3 

13. Lot no. Fonoe 

15, a. Manufacturer name 
Pl!1:er 

b. Did you also report to the manufacturer?• 

!:'Yes [r No 

c. Date reported 

d. Reference no.• (if known) 

2. Identifying code for urgent public health need drugs .. 

4. Common/proper name•• (aaiv1 ~l'ldi■nt) 

TOZ:INAME;~N 

6. Dose 
30 µg mlcrogr1m(s) 

10. Product start date" 11. Product end date• 

2021 .. 

114. E)(plrydate 2021/11130 

16. What action wes taken? 

Not applicable 

17. Did the reaction stop if dose was reduced or removed? 

C Yes O No C Unknown Im NIA 

18. Did the reaction return with reintroduction of the 
product? 

rt Yes rr No n Unknown f'liT NIA 
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I ATIA-19(1) I 
4 I Serious adverse drug reaction reporting form for hospital& 

D. Su~pcct p.-oduct two 
If tilt DIN JI not provide(!, pl,Ht provide the bnnd nama or the prop■r r11mo, •• wetl a& tlle manufacturer nama ff known 

Thia lnfonnallon ill lmoortanl for tracubllltv of an ldverlu reac:t1on lo e a=cl!fc autDACl Oto<!Uct 

1. Drug identification number (DIN)• 

3. Brand name*"" C01rproductlabel) 

5. Strength (ptr unll) 

7. Frequency 

8. Dosage form ce.c. 1a11111. 00wd1r, u~uldl 

9. Route of administration 

12. Indication 

13. Lot no. 28195DK 

15. a. Manufacturer name 

b. Did you also report to the manufacturer?• 
l'""Yes II' No 

c. Date reported 

d. Reference no.* (lf known) 

- - -- - ----------~ 

E. Concomit.-1,t thcrc1peutic prod1.1ct(s) 

2. Identifying code for urgent public health need drugs** 

4. Common/proper name"* (11~ve1n11l'lldier1tJ 

6. Dose 

1 o. Product start date• 11. Product end date• 

14. Expiry date 2023-04-0t 

16. What action was taken? 

17. Did the reaction stop If dose was reduced or removed? 
r Ye5 r No r un1<n0wn re: NIA 

18. Did the reaction return with reintroduction of the 
producl'i' 
I:' Yes J:' No C Unknown F NIA 

1. Known therapeutic product(s) taken or used at the same tlme the reaction occurred' ,e.11. Plff0!1Pllon and 1101rPreJ<.t1pUon druas. 
medl011 del'ICel, natural nalltn proauats, 1110. 1ne1ua1 a1r.111 of use ~ ■val111>111),. 

No medication changes happened in the week leadin!il up le the OOVJO vaccine bcoater dose. Medlcetiona the peUent WH taking were: 
Flullcaaone/Salmeterol (Advair 260Mcg/26Mcg Inhaler) - 2 Puffs BID 
Dldofenac cream (Vcltaren err,.uJgel 1.1 e %)~ - toplcaHy 11 □ 
Propylene Glycol/Peg (Secarl& Nasal GEIL) - loplcally BID 
l1otrop1um (Splrlve. 18 Nc9) 1 CAP-----lnhale contents of 1 c11psule dally. 
Furosemlde (Lsslx or Equivalent) 20 MG TAB-3 tablets (60mg) po dally 
JamoTR[gine (LaMIC\al OR EQUJVALEN1) 100 MG TAB- 1 !11blsl (100mg) po dally 
lamorRlglne (LIIMICla1 OR eautvALeNT) 26 MG TAB-- 1 lablet (26m!iJ) po dally 
Levothyroxlne (Syntl'lrold) 25 MCG TAB - 1 tablet (25MCG) po daily 
Polyelhylene C3Iycol 3360 (Restoralax, Lax-A-Day)- 1 PACK po dally 
Paritoprazore EC (Pantoloc or Equivalent) 20 MG- 1 tablet (20mg) pc OAM 
Potaaalum Chlorlde Sr (Slcw-K. Apo-K) B MEQ TAB- 1 tablet (8 MEO) po QAM 
HYDROmorphone (Dlleudld or Equivalent) 0.5 MG HALFTAB - one Half tablet (0.5mg) llO at 800 and 1400 

m n 
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I ATIA-19(1) I 
5 I Serious adverse drug reaction reporting form for hospitals 

F. Additional information 
1. Use this section to Include detalls that did not flt in the previous sections' structured boxes, or related testlleb results, 
autopsy Information, treatment d,etalls, or any othet details you feel would contribute to the assessment of the serio1:.1s 
adverse drug reaction(s), 

• Tnere were no moclla11Uon chimges In the ~ceedlrg to his deceased date. Patient received h!B COVJD vaccine booster doae ortlllll2.021 at 
1 D:36 am. No PRN11 were admlnl&tered 0~2021. No ad\lerae reacllon from the vaccine wes noted for the bOoster dose. or the lwO previous 
administrations oftne covro vaccine, 

As par nteords pa.tlenl has Mataetallc liver csncer that dtd apread and patient was deemed patrraUvs, A$ p11r records p~tlllrlt refused oncology 1r11~tm,nt 
:incl the 1re11tm11nt gool rened on comfort meeeuree and p11llf111i11u 11ppr011c:h. 

m n 

NJ per O~pcrt the patient passe<I sway ftom na11.1ra1 causes. Tne patient safety Incident entered indicates that !he patient wea tounCI on the floor 
next to the bed around 10:10am and was d~ased, A fall out of bed la auapected. 

No autoJ)ay wae performed due to the palll11Uve status cf the pstla!'11 

-A ~11.1111 r1latron1hlp between the vacd111a end the patient death II not 11.11pee1t1d howtvar 1h11 warding on the Heallh canada website anoourages 
repgrtlng of lncldllnts In Iha absence of a causality aaeeaement or !nveatlgatlon 10 determlne Whether the lherapeutla prml:.Iot ClllUHd thtl Hr1ous ADR 

-Repon of Adverte Event F0Hcwln9 lmm1,1n!uU0n (AEFI) lwH compfeled and sent to the local public health unll. 
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ATIA-19(1) 

6 I Serious adverse drug reaction ~eportlng fom, for hospitals 

Instructions o n completing the ~c.-iou~ advcr~c drug rc..iction (ADR) reporting fonn for ho:-.pital~ 

A. General information 
A1. laltlel ot luUo w-11p"; ln~lul~ wholhar the rapgrt 11 Iha llrll gna 5ubm'tted lgr thl, 

•~tdlic 1dve,se dlUII ru ttlan (I.e. ml1lallJ or I foDow,up lo a prelll0usl1• submltted 
rtport. 

A2. Holth C.Md, r1ftr1nc1 numb1r: If Illa l'IP/lrt Is fd1ntlfltd u a follaw-up tn A1, 
pravldt the ralaranca number cf th• serlou,Ar'.lll report 1eneratl!d hv k~•lth 
Qnad1 and ,otovfdOd lo Iha submitter furthEr to lnltfal reportsutlmhs1on. 

A3. Cr1anlntln• file numher: lnd!Qite 1he hos~efs ldentlbtlo• n11mber for thD 
cast. For b llow-up reports, the Ille number !hould be the same a, thenumbef 
a;.ianed to the lnlttel repo,t. 

M. Cata , ubmltted: Jndlcete Ille date llle r@llort wa, sent to Healtll Cl•~~•-
AS. OO<\lme11tJt1on d,tt•: 111dl~tt the date wllen th1 hospltal n,11 documented this 

HrlOUJAOR. 
Ali, Qrpnlqitron contlct first i tut n111•• : Ellttt thl ftr&tand la1t namaaf a contact 

far Ult h"lp~al 
A7, Phanl numblr, small arfn•: 6nter the telephone n•mber, em•II eddre$, or 

ncslmle nwnbe.r to contaet In the cue of follow-up, 
AB, 0.-1anl1aUon nama•: Ente,the l ull nam1e of the ,~ortlnc hos pf 1111, 
At. lource al repart: lndl~ate the profu sion olthe hospittl e,nployee who first 

fflald thll II I p<ltllntlal mlous ADR. 
AlO, Heeftll C-mia IM!Mlon11 ID: tndlcat1 Iha 1ubmltt1r', unique hosplnl fdentlfll!r 

•• esslJned by H'1!1th oinada. To oix,tn thll td1nllfltr, ~11111 ton.tact 
hc.un1da,v1a1le11Ce,sci,c11111d1,c.a. AddrMI citlalls do not naad ta be compreted If 
tk!J unique nu 111be,-u ~rovl<IC<I, 

AU. HMpllllf 1ddress: !nter th• CMC l d6ttU for th• hgSpltal. 
All. fltv: Indicate !:1,1 cl!V tn w~ the Jm,1111 It lo med. 
AU, Provlnct/T• l'fltOfy; Selt(t the provln~e or territory In which lhe h0splt1I Is 

!...a.tad. 
Ai-1, Poltil ,alil: Pr11vt~1 tha paaal code al tile h~spltel, 
A15. Anson far urlotHnu,•: $ele<t I cr11er1011 that m1ku thl t •Qotl • se,10u1 

advem rmctlan, M~re tllan one can bD seloctld, !nltt lhl dltt cif dalth If 
knawn. 

B. Patient Information 
91, Patient 10: Provide a patlen: ldenll~er In order to 1Hdli\' toc1tt 1111 CH• for 

follow•up purp111~ TIiis o~ ~, lho p11i1nl'1 lnltlals w lht l'll;ord number, Ple111e 
do not pravlda, the full namf af the p1tle!nt 

IIZ, Su••: Enter the palf•nt's b'cilogtc, 11~. lnlfflllX 111111m MHd for a varlaty of 
,andltlan& In which a pmon i, bor• w11111 rll)roduewt anatomy thatdoliil natflt 
lhe fypl~,1 d~!IJons of f1m11t or mat,. 

II. Ate"': l'rovld<! th¢ P~ll¢nt'1 ;go GI Ill• Um, of th• IMction. 
1111. Wel111t: eiter thD Pttltnt's htJtht. 
119. wtlll\t: !Mttr tilt oatle/11'1 welaht. 
II&, Kllown mcdlgi! CQilllllfQnOnd tlflllilyln fBctm•; If l!Villlnble, pmll1dc lllformDtiOn 

on the patlent'J history and otller kn0w1J cond~lons. 
87, Known 1ll111re,•: Provlrla rhe 111er,1e tlhe patient Is known to h1n exg11t11nc1~. 

whether to food, drug,, envlronmen11I oompont111&, t i(. 

C. Serious adverse drug reaction(s) 
Cl. Reioverv 1t1t111•: lndlcilte tie ouu:amecf the sertousADR. 
ct Rtieilon itll"I dlt11•: Provide: th~ dalG of onset of thutlklus A0A. Pilldal data 

ltl ICClpt;ibfa 
C3. RHcdon and due•: Pro\.llde die and cllt• of the 11rlou5 ADIi If eppffreble, Do not 

PtOVfdl 1111£ fgr reports fnvoMnc death. Plrtifl dltu lr'I acc:tpt;ible. 
C4. D~lon llf1he 1etlou11dv1rs1 drua r111oG11n(s)", Un t~e ierlou, edvcrsa 

dru11 re1,t1on(lij th.rt tf>e P•lle•t e,q,er'le<itld. PIHII t,y ta avald wa or acronym, 
In lhfs .section. 

D. Suspect product(s} 
Up to two sNptclad pro ducu ml!'/ be rePOrted on on1 form, Atta'11 addlttaaal forms If 
t~ua are more than two IIIIPICttd 0t0dllct£ for tho re,otled serlo~J AOR. 

Atportlns of produet-,p~c ld1nllfi1r, II bnportant far traceebllity or u edvom ru ctbla 
IO~ 1peclllc 1u1pect product, The dr111 ti;Jcntlftwll11n number jCllrf) IS a u~lquc 1dcntlflcr fur 
ill c1ru1 product.I sold tn c1nld1. lf 1h1 OIN Is unknown,htologJcdrva lnelvlllne b'.oslmllm 

can bD uniquely ldentlflad II)' pravldlna th* brand nama. Generic druas can ho unlqvaly 
fde-nt!lled by pmvldfns bnth the geneflt •ame and lhe menvf~rer nam~. Plea ,e al,o 
uielulla the lot n~A1be1, 1rk11<>1W1. 

01. Dtuj W...lllh:at'an n•mlNor (DIN)•, Ptovlde th• dtu8 fdentfrkJitlon rturt1ber 6f the 
prod~ct th1 p.tlllnt took. If 1Y1lllb!1. Por dl'IJSJ messed under 1n U11e•t public 
h11l1l1 ~Nd, ptcvld• theldtntffyln1 codtot 11umb1t tot lhl cauittl'/ In Which lht 
product IS marl<ltld. tr the DIN iS prcvldtd, It ts not nacus1rv to prcllide 
manufacturer, product namo,, active ln1redlentl•I, ruen1th. or closaaa form. 

0•2. klentlfvlna cod, fur ura,nt public haaltll n■ad druss .. : If lhl dru& wu fm»otlld 
as part of the acc ... , to drop tn em,ptlonal i:ln:umstaru:a, provide the coda or 
numbw or the Ii-us, fl any, a111sned In tho country In which tha drus w .. 
authorl,ed lor ,11,. 

QI. & ii•. lk'llnd ne111e, -1116n/pt0per ~,me••: Ptolide the b111nd n111111as per the 
produtt 1,bel 11 the DIN U not known. tf t~~ bl'llnd n,me t11••ot be provided, or~ 
nol lPIKmc (e.1Hn Jcllve tnaredlant .. br;,nd nJl'l>I), plult pr<Nldt th• prop• r 
nem• (KtlVI lnartdlanll) and tht m1nuf1ctu,11 n1ma. 

D5. StrenJth: Prnvldl Iha amount of iC!lve l111re<llent per slnjJro dou1a fDJ;m of ttie 
dru1, For BXample. If the patll!f1t took two tablets of a madleatlon, please prcvlda 
Ille s1ren&th al enty one t1btet. $1renctk lt defined a, the a111aunt 11l e11 eetlv, 
tn1redle11t that the product conllllns. 

Dli. Do,o, t~dialte thumou~t olth, producttekon by th, paliont par the dos In, 
rqlme11, OOJe 11 norm, tl'/ e,cpre.111d 1.1 a qua.r,lft\l, 

D7. Ft'1qu1ney: 1nd1ca11t hOwofttn lh• d<ls• was taktn by th• ~ tltnt. Shortha11'1 tut, 
$udi ;,s b,l,d., I• o..:111>tablo In thfa fluid. 

DI. D<>Ai• fofm: fndl<ita tha do,a,eform of the prow ct (a.j, tablet, powder, lfqufdl 
D.t. ADUII af admlftllffllll&~: P1ovlde the fflHIU hv whleh tlle d1u1 en med tlle 

patient', body. The ·1op nve mo:;t common routes af admlnl."tratlan 1re-at the tap 
of the dropdown 11st. 

Cl10. Pr11d11Clltllrt d1te•: lnd~•le th~date on which Ille p,lleiit,tert~d u,ln1 tlle 
J)t(ld~cl. If 1111 lldCt elite II not knOwn, J)lrtlll dltU ll'I ICCtl)libll. 

g;u. .Prod~ct end d1W: Indicate the Ole the patient stopped 111tns Ille PC'Od4lCt, If 
1ppllc.ablt. P!tut 0111v 1ntt , Cllta tn t1111 Atlcl If tt u •now~ !hat t~• patient 
Jjgp)ICg 1,111r1, lh; 1nglf~t. r1r11tf IIIIU lrl t,HPll~la. 

Dl2, tnchcatlon: Entt, Illa th1tap1utk 11a,an for u,a. 
PU. Lot n11,: If kn11wn, tndlcata lh■ lat numbar(I) ahh1 swpect pradYct. 
014. Expiry dote: If known, lndfcat• the ""l'trv d•ti:. 
Olli. M1nufact111er detatls': cndrmo die m1nufactur1t nam1 or the 1usp1« pre duct 

and ff the odver•• re~ d~tall, ~re el,o p,ovld~d to the m,nLlfliilllrer. llso, 
plt!Me &l,o provide tile cl,te on whldt 1111 m e we1 rlJlorted to tht ma 111ufacturer 
and therefefent= n1.1mber If known. 

Dl6. ~on t,klm lndtca.tt what action wu taun with Iha product. 
017, 111111~10~ stoppllllf dost IW' t1dllcacl or ramovad: Indicate rt tha adverie 

rtactlon stopped a~ar Iha ,11.1pect product Wil! dl!eanllnued or me dllse Wlll 
reduce<!, 

D:it, Rmllon rtturnld with rllntraduetlon: Indicate If the 1dv1u:e rmtmn 
reappNred aftl!rthe suspert prad.Jct WII rl!lnwd11ud. 

e_ Conc;omitant therapeutic product(s) 
E1. Concamltant thenipeutlc products•: I.In ,11 k11own health producti, otner than 

tha ,u,pact product, the patient WH tarc.rn1 et the nmel.lme (l,e, cc nee ml11n11Y) 
the •••~tlo• ~rr~,~. 1nf1.>rm~f9n rtlllttl 19 ~htrl~Y d1llll1 Qr ltlllt piroGuclf ll 
n111 re~iared but tneouraied, Do ~ot tncr~de he.Ith produet. usad to ttaal tha 
reacdon, 

F. Additional information 
Fl. This iacaon can be wed ID prov1oe I nemittve summary of tn1 sortou1 ldvetia 

druc reaction, eddltlon,1 lnform1tlon on th underfylnJ tllqnasls rhat Is; pertinent 
te the 1uctto~. '" lnJormotlon t~t did not flt In the ,tructumd netd, \het '°"'d 
help to dt1ttmln1 why the reaction acmrred. ,01 urtous mu 1iwoll<l1111 d .. th, 
lhb , oc:tbn 01n .:,o be utiffud to provide detlllf1 on lk• ,:,f/11111 ~"'• oE idv;itll 
and aulQJJly r&S1Jlts. 

for more dclBlls, refer tot~ C3Uldlno Dccmm■nt for ho,pltili ;it 
https://www.canacla.ca/lll/health•canada/senitces/drup,hnllll•PrlldYcb/ 
me<1effett•c,r11dl/l dvllJe,rt1ctt0n•r11porUnlfmandatarv•na,plta1reJl01ttn1f 
dN£S•dh iCU.hlml 

Page· 1 302 of/de 2,140 
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Dept./Program: Quality, Patient Safety & Risk 

Date: October 8, 2021 Nlumber of Pages: 7 
(Includes cover age) 

~------------------t-~-F r om To: Canada Vigilance Program 

Re: ADR Title: Patient Safety, Quality 1 mprovement 
Coordinator 

~F~a_x_: 1~-8~6~6~-6"""7.,,..8-~67=8~9~-------+-=F:---a 

Tel: 1-866-234-2345 

E-mail: 
hc.canada.vlgilance.sc@canada.ca 

E-mail: 

This fax ls directed In confidence solely to the person named above, and may not be distributed, copied 
or dlsolosed. If you have received this fax In error, please notify ue immediately by telephone, and return 
the original transmission to us by mall, or destroy same, without making a duplicate. 

Cette telecopie est confidentlelle et ne s'adresse qu•~ la personne susnommee; II est lnterdit de la 
distribuer, de la copier au d'en dlvulguer le contenu. Si vous avez recu cette tetecopie par erreur, veulllez 
nous en Informer lmmMiatement par telephone, d~trulre la ta1acopie cu nous la renvoyel!=Rijfa&'PQ§~ fide 2,140 
siiln& en faire de photocopie. A2023000085 
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l♦I Health 
Canada 

Sante 
Canada 

Serious adverse drug reaction reporting form for hospitals 
Canada Vigitance • Adverse reaction reporting program 

For best results, download and open this form In a PDF reader, 

Protected WB" whan completed 

Privacy notice: The pensonal information you provide to Health Csned& Is governed In accordance with the Pnvsoy Aot. We only 
collect the lnformstlon Health CaneCla needs to adminlst&r tile Canada Vigilance adverse reeclion reporting program authortzed 
under the Ospartment of He~//tl Act, section 4 and the Food and Drug Regulations, Section C.o, .020. 

Purpose of cDllectlon: Health Caned a requires fhls lnfom,9tlon to usess adverse reaction reports, monitor the safety of health 
products and enforce relevant leg lslatlon wher'e applicable. Personal Information may be used to analyze general trends, report to 
senior management and evaluet~ relat.id programa anci aarvices. Trend and saf&ty data In a de-ldentlfled format may be 
communicated by a variety of risk communication tools and/or responses to Inquiries, A subset of de-Identified Canada Vigilance 
adverse reaction reporting prograim detl!I la made publldy available from the Canada Vigilance adverse reaction onllne database. 

Other uses or disclosures: Person11t lnfo1TTiatlon may be shared within Health Canada end with the Public Health Agency of 
Canada, th1:1 Canadian Medication Incident Reporting and Prev1:1nlion System Program (managed In partnership with the 
Canadian Institute for He8lth Information, the Institute for Safe Medication Practices Canada, and the Canadian Patient Safety 
lnsUtute). and international regulatory end health product monitoring aulhcri1ies, for monitoring adverse reactions. In llmlted and 
specific &lluetlons, your personal Information may be disclo&ed without your consent In accordance with subsection 8(2) of the 
Privacy Act. 

For more Information: This personal information collecllon la deacrtbiacl In Info Source, available online at 
https://www.canade.ca/en/health-canada/corporate/about-health-canada/acllvlHes-respor,albllftlea/eccess-lnformatlon• 
prlvecy/lnfo-source-federal-gowrnment-employee-lnformetion.htrnl#a26, Referto the pe11Jonal lnformaUon bank HC PPU 417. 

Your rights under the Prtv,cy Acr. In eddltlon to protecting your p1rsonal rnrormatlcn, the Privacy Act gives you the right to 
request acc&H to, and correction or, your personal Information. Fer more information about these rights, or about our privacy 
practices, please contact Health Canada's privacy coordinator at 613-948-3179 or ho.privacy-vie.privee.sc@canada.ca. You also 
have the r1ght to file a compl~int with the Prtvaoy Commissioner of Canada if you think your personal Inform atton has been 
handled Improperly. 

Submi~~ion methods 

Electronic lllporting 
If you are lntsraated In submitting .reports electronlcally (e.g. secul'e fits transf9r protocol - sFTP) lo Health Canada, please email 
th& Canada Vigilance F'r09ram at hc.canada.vigilancuc@csnede.ca 

Fax 
Download, complete and print the Sertous adverse clrug reaction reporting rorm tor hospltals. 
Send by fax at: 1-866"678-6789 

Mall It to tht Can1cl1 Vlgllatice National Office 
Canada Vlgllance Program 
Health Products Surwillanca and Ei,ldemlology Buraau 
Marketed Health Products Oirectorete 
Health Products and Food Branch 
Health Canada 
Addteis Locator 190SC 
Ottawa, Ontario 
K1A0K9 

If you have any questions related to mandatory reponing for ho9pltala, you may contact tlie Canada Vlgllarice Ptogram by: 
Email: hc.canade.vlgllance.sc@ca nada.ce 
Toll-free telephone: 1-886M234-2345 

m n 
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FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 

Vc,u, l lcz ,.:nvc•yr-·r I,· l vrmul,wc r1_•m pl1 
p.u f,;l.,cop1PLJr .;u 1-tl66-6/ll-6/ll9 

Pou, d:- pill·:. drnpk·--:. (1:·1v.(•1gn f~n(:' 11 t" , 

cun,p,x., .. , I,· 1 866 ?34 Xl45 l.i <;ler;l1m1tir;m de; effe~ lll,lr;orirJiires (o1u,,i eippele, « effetli inde,iribleli 11) ge prc;iguits de 
~.11nte ~ommefC:lalisa~ au Canada P"'Ut c:ont ,lbu.,.( ~ J' ldentlflc:atlon d 'affl"!t~ ~acondaifl'ls gt aves 
ou rarlis, ce qui peut entrainer le modification de !'information sur l'innocuite du produit 

Les inmuction& &ur la li~on de oompleter at de aoumettra le p.r81i8t'lt formula1re ain&i que 1·infurrna1i011 c;on~amant 
la conltdentialite se rrouvent ~ la p,a~e 2. Completer mu• las i,em• obli9atoire,, ind.qua, par un ·, et foumir • ut.int 
d1nformatloo que ponlble pour 11!!1 aurras ltema. 

I N° de ~n~ II•.,.. .Sche■nt) : 
1, Ag,' 2, St1<1" 

_____G_ ans 
moio 

□ Homme 
ii Femme 

4. r0ld1 

_em 
---...§. pi ~ po 

-----~-----'-------·-··-·· ···--··-·-···-·····--·-·- - .. 
! S. Ar'll•c:6d•"~ m4dictu~. • t tutru ,.nr1eign1m1nls i:,1rtln1ntt (,11, rgles, ;ron1»1, 

con!.Ommatlon de ~btdd'alc:ool, dysfol\Ctlonnement h~patlq1.18, etc.) 
1----------------------•W•• .. ••• .. ~ ., ••••• , •""•" •• 
D6mll'ICII ri~r. 
Chc~~•tectomre ,oo\l 
ProthtlMI 1011111 de la hanch■ 201 a 

: <>. L.angua prefliree 

m fr1ni;ais 
□ aoglais 

--------

8. Choisir ca qui • OU& decrit le mieux 

C Con110mmateur ou au11e n011-p,ofeulQllnel de la iante IJ Medecin C Pharma~ien 

1. Nom du produ1t' l . ,abrte,111 

....... -........ ______ _._ ___ ~-----'-----------, 
• · N' du lot 5. N' du DIN IN" du NPN 

o&2C21A (vaa:ln CC>Yld) 

> '• ! ' • ••H_M_ -•••---------------------

1--d._P_ay_s_d_'ach_a_c ___ ~---~-·-··· ... ... . ~ •. □Q. le prodult_ H-il eta_ 1chetv/obtenu? _ 

□ Canida C Phsrmacle 
C ~tets-Unis C ~icerie 
CJ Autre (specifier) : ______ C lnt•rnet 

[] Aut,-. (lpk!ll•rl : 

8. 0. ~ du r:1,but du trele.mtnt 9. DJte de Is fl~ du ttaltement 

[_n_•_►_m_m_-~J»_· __________ -·· .1~~~.-m~Jll . 

f------20_:2_ ... _____ ~----·~~~--

1Q. F'QfQlQgll 11. F"quenc11 12. Vc[e d'admlnl1tratio11 du 
(coneentratloo, quanll~) (p. w,.. 2 fois l>llf" jour) produit Ip. ex. vllil Cll'lll ) >---------------------~~--... --

0.5mL 1 d0$8 lntrarnusculslr& 

R1oommandaUon di la H n~ publlqu1 

14. !:stoc:• qu• rwlltaliOn du p(Qduit • ~ 15. SI l'uijlls•tlon du prodt1lt a lVJ~. 

II Aurr, profn ,ionn, I d, la .ante (i;ptcihrJ; ..,10 .. U ... Cffiu..lta.C1.a..---------- .. ""-:.i~• ~ _l'~P.~~~~!'.' .d!!'.~!~~da're_1 ___ 1•_eff_et_ae_co_n_<la_lre_a_'e_1t_-l_l ar_r11_t6_7_~ 
;.-----------------------------< 0 Oui C Qui 

9. Cala 11-t-lltll! d 6dar6 au fabrlc1111t1 □ Non C 1\19ri 

C Oui ■ Non 
16. ~ q~• l'v\111,ot lc,~ d,,, p,-or:l~lt 

• ,,.~mtne, , ultt ~ l'enit de 
re/mt seoondalm? 

Ill Ne s'applique pag 

11. Si l·u,;t,..tiOtJ • 6t6 ,,.,:-omm,n~•. 
I•,ffet !leCOndall'lt 1'e1t-ll tt1pmdul1? 

, . Ni...i..,. d,. KY¥ritv de l'aff■t "'"'0<1deire ---------------1 □ Oui □ Oui 
■ D6ci, (fournir 11 d11;11) 
C Met lo vie en danger 
C l-l01pitelillltion 
Cl Prolongation d'una hospitali&ation 

C lncapecl1e 
a Mi1lfcrm1tion c0n9,nit.11I• 
~ e~aoin d·una iril-ntio11 mtdi,11• 

□ Non C Non 
■ t-r .. '•ppli9ut1 p•~ M Ne s'11ppllque pu 

18. Probabillm qu• It p(OOIJl1 Iii ceult l'tfftt Me<>nd,1,.. 

C C•tt.in C Pn ehpot1ibl~ / lniespebl" de v~rrflerl 
,_2._R_e_ui_b_ll_ue_m_er_,t_t_u_lte_&_ l'e_!le_u_,_co_n_d_e_lre_· ____________ ~.-. □ Piob, blem..,,Vvt•"• "'oll<bl,,,.,.~1 [] 1,,.,probabla 

Ill Po~~blemen t □ Sam r~pport □ Oui Ill Nan □ lnconnu 
19. AutrM produltl! de ssnle coruommea aux environs de l'aPP"rition de l'effiit 

Cl ~.n ~ouri 1e ~~~ls,ell'lent.(~~~l~ue,~. '..::.·. -~--~--~ .. :=-= .. ~. --=- =:-~. =========- --'_ec_on_de_if_e_, _e)((:_l1111_nt_l•_m_it_11T1_e_m_(_t"1'1_P_t_d'_~_~_II_N_'Cic_n_,_lt=g-~•-o:tl_ tre_ m_~_t,_t_tr:_.) __ ~ 
3. Deta du dabutda tefletwcondaim" 4. Date de la fin de l'elfet ,■.ondaire Vaccll) Fluzooe HD QIJudrtval1111t(volJ 211 foon1Ein1) 

(ee.e-mm-jJ) ----···-- _ _ (eeu-mM-ll) 

_____ 20_2 _______ ~ ______ 20_2____ -·-· ·- ·-·-···-~·-·· 

~---------------------------·'---------------------·---·· ·-· ...... -·. ~ ., ·' 

l+I Sante HHlth 
Canada C1111ede. 

Pub , 1~01'1~ I 0dUt , J\'t1! Jll,W 

£""~._,,.,,,.,Jl•I 
Page: 1~a 
A2023000085 
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FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 

Veuillt,,., ._-nvuycr le lurrm,I""'-' rc·mpli 

p,ir hilHop1t.ur .iu 1-866-6 7 3-6709. 

Pow d.a plus ampl<'s r.an.se1gnements, 

r.1)1111)•)'.,(•I k 1-Rl,/,-Tl4-:.•:~4'., L<1 ded;1ri11tion des effets sec:ondaireG (;:iu5~i <1ppeles « effets indasirable$ ~) cle produits de 
santa commercialises eu Canada paut contribuer a l'identificetion d'effet s secondsires graves 
ow rares, ee qui peut enb"a7ner la modlilcatlon de l'lnfofmatlon sur l'lnnoculte du prodult. P~T£<iE , L\ , LO~SOUE R.f.MPLI" 

l..li inarudion~ wr 1, fo~n du c;gmpl~t•r <:I dt iOUm•ttn, I• i;,',llllnt formuloirm llinlil quo l'inf1;1.rmlltlcn c1;mc;11rnol'lt 
la confid9flli~lihi 6e trouvenl i I~ p~ge :z. C:Ol'T'philer to.o, le& iWl"S obhg,toirH , inclkj1•• i ,:;•r vn ' , • l fovrnil aut,nt 
d~nform~hon qua po511'ble pour 16s autres item,, 

l 1 Age· Z, Saxe· 3, Tai'le 4, Poids V1"1n lnft"'nz.a 
j ~ -tn~ ·---Cl- ~-lo_m_m_e_,._~~~=-c-m----+-----~~-kg _____ ,F1u1on1 HC Qu11G~v111nt 

s•~oH PUltUf 

C,,_-~m_o_i_1 __ .L....,.II_ F_• _.,,_m_• ~ _ _,_----.J __ ~~~_Q-~-po_.,___JJ_ ___ lb_,_-_-_-_-_o_z_1-..=4.-N-.-d-u~l-o-t~~~~~~~~~~~~~----r-5-,-N"-d_u_DI_N~/ -N-.-d-u_N_P_N ______ , 

S. An~~l\de'l!S mol!dlceu,i et sutres ren!eignements pertinenl!I [allergies, groggesse, UJ727AB 02500523 
ccnsommlll:icn da tabac/d'alooo~ dyafonttlcnnament hepatique, atr;,J 

. -~···· ,. ····- -~ ~······ .. ·----· ·- -·- - -·· ---·--· ----- ·-···-
Oemence 11/w~re 

Chol~o~tQffllo ZQQ~ 

·---·-·1--------------~1-----------

Protntte totale tie I~ !Wlnc~e 2018 
I 

6, PeyB d'adiat 1, 0/i 111 produit 1-❖il ,1, ach•~Clb .. nu? __ ,. _____ .. ________________________ -i 

C Canada 
□ £mt-Unii 
C Avue (lf?',ifier): _____ _ 

0 Pharmacia 
□ ~ic;l nl 
Cl lnte1no,t 
□ Autre (specifier) 

a. Date du d,6but du !nol!Bm...t 9. Dote de la fl" du traltemant 

,_!~~:!1.!':'~-i.o~·----===-----+--(aa_a_a_-m_m-~u)~---------1 
2021- 202 

- ---····- --··-··-· ------·---~------
Au~ 1nvln:,n1 d1 l' ef)Fl..-itlon d1 l',effet u eondal.-e. ~dflar : 

10. Posologle 11. Frequance 12. \loie d '1dmini.ir11ign du 
(c;onc;~rrtratign, quantili) (p, If/I. 2 foi, p.r jour) pr,;,duit (p- 1x. vole orbl~) 

-------< O.SmL 1 dQ■II lntremueculalra 

l!!I lr•n~als 
C snslala 

8. C~o;.;, el qui vout d4crlc It tni•u~ !--------'---------------------·--

13. Pour9uol le prodult e-t-11 ete pll!llpreacnt"· 

Reoommel'ld.Uon de le illnll! pu bllque 

. ., _____ .. ,_, .. , __ -·-··· --·-....... ~ . .,,,._,,., ......... ,. 
□ Consomm~cevr ou autre noo-profeeeionnel de la 11ant1i C Mllda~in t:I Ph1rml<iien 14. E!t-~ que l'utll lulio,, du ~ult a imse 15. SI l'ut llsallon du prodult a ce!l!!a, 

l'g/fgtsecondai~ s·e,t-il ..,,.;t,i? 

. ' . . .. ......... .. 
9, Cela a-t-il &te dliclarli au fabneant1 

---~--------.. ·-··" .... , .... . 
□ Oui Iii Non 

■ D~c,h (fo...rnlr le date) 
C 
Cl 
C 

Met la v ie en danger 
Hospi~liutiOr'I 
Prol011ga tlon d'une ho!pltall!adon 

C lncaparcit6 
Cl M•lfQrtn•tior, co,,ge~itale 
C B~ln d'une lntefVention mfdicale 

suite a l'a p,;iri~on de l'eflet seccndara7 

C Oui 
C No~ 

16. Est-<:e (lUe l'utlllsatlon du pn,clult 
a recomm0f\c~ suite ii l'am!lt de 
t•ff.t H ~Qn~i,.7 

C O\li 
Cl Non 
Ii Ne s'1pp41qu1 p11 

17. Si rutilisl.tion • ,~ .-.~mmenc411, 
l'effot secondeire &'8.!t~l reproduit7 

C Oui C Oui 
C Non C Non 
■ Ne •'•ppll9ue pas ii Ne o'appl1que pas 

. ~~: -~'~_b9.~,~~ ~-U8~~ P.,rll_du~ ~!t ~U9l_t~.ff~l ~~~-d_Bl_re _________ -i 

C C~,i,ln C PH d!ponlble / lnC!F9ble de ~ rifier 
1-2_._R_~_1.o_b_l1_,s_e_m_en_t_w_lte_~_l'e_ff_e_! •_11_c_oo_d_a_1re_·---------------1 C Probablomem/\lraeiomblablement □ Improbable 

IJ Po5&ibtement □ s~n, i,pport □ Oui l!!I Non 

□ En oouri de rjtabllS11e1TM1nt (m~pll(lllarl : 

3. Date du d~but de feffel ~endaw•' . 
(aaa"'mm-JD 

4. O~~ ,;1• la fin de l'~ffet 1e~endalr• 
{eau-mm-jj) 

19. AuO'lli produits de nnt6 cgnwr11m•s 1w,; .-wirotlt d• l'tppt,'ltion d• l'tfft~ 
,teood•;,.,, •~eli,Ulnt I• ttalt• rn.rrt (temp$ d'r.tllls.e"°'n, l~n11 de tem_pJ, etc.) ·---

Vacdn Govld-19 MODERNA (volr ronnulllrl) 

1-5_._D_a_a_lre_ r _e«et __ sec_ o_n_da_lre_(--'11911c.-e_de_tem~p,_1_._tra_lrB_ m_e_n_t _11te_ .1" ________ -l ··-··----·------
Volr document en anne~e 1-20_. _T•_.l_W_i:l_o_n_n_<ie_i_d_e_la_b::i_r1_to_1_re...;p_e_ru_n_ent_1 _____________ -1 

--~~----------------< 

•• Seion 11 Poht1que dv gou1oeornerrem du Co-,eda 9'm ,e par le Secft:lter1at du Con,, 11 du Tf'eso· du Ct'lflad&1 P1.i'b. : 15010.3 I DilLG : .z1.,11I 2t')20 

I.I San\e 
C1nld1 

H•alth 
C 1111d1 

r, ..,.,ll•I 
Page: 1\Watl<tU,a 
A2023000085 
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C S 

Raison du deces declare par le medecin traltant: Embolle Pulmonaire + probable, pas d'evidence de 
surinfection. II est a noter que la religieuse est de nlveau de soins 4, soins de contort, d'ou l'origine des 

~valuations sommalres mentlonnees ci-bas 

Com me le deces est survenu mains de 7 jours sulvant la 3• dose du vaccin contre la Covid et contre 

!'influenza, ii est possible de crolre qu'un lien exlste. La religieuse ne presente aucun probleme assocle a 
la coagulation et n'a aucun antecedent cardiaque, 

- 8h00: Lethargie, tachypnee 32, sat 98% A.A., 138/81, pis 90, temp 36.1 

14h00: Respiration rapide, facies rouge, TA 93/46, sat 95% Air amblant, pis 84. Jugulaire t res 

distendue 

14h30: respiration 38/min, sat 90%-95%. A !'auscultation, pas de bruits anormaux mats 
murmures vesiculaires audibles dans trl'>ls plages pulmonalre~. Jugulaire, earotide et veines bras 

gch gonflees ++. frequence cardiaque normale, auscultation cardi~que normale. CE.deme aux Ml. 
Medecln prescrlt versed sous-cutane. 

16h00: Respiration 27 /min mais en Cheyne-Stoke, sat 95% sur 2L/mln via canule nasale. ~tat de 
conscience stuporeux, presence de gemlssement et d'agitation. Versed augmente, dilaudid 
admlnlstre. 

Ensuite entre 16h00 l~ t 13h35 le ugulaire et veine du bras gauche 
toujours tres gonflees. Respiration cheyne-stoke., episode d'apnee de 33 secondes, saturation 
variable entre 91-98% sur 2L/mln. Presence de secretion dans la trachee, scopolamine d~butee. 
Ensuite semble confortable avec Versed, dilaudid et scopolamlne. 

3h35: 

Suite au deces, apparition d'un grand hematome cflte gauche du cou, de l'oreille a la base du cou 

et de 1 pouce derriere l'orellle ~ 1 pouce devant l'oreille. 

Page: 1,308 of/de 2,140 
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---i-i ~SCC'D 19-OC-2021 - · cATIA -19~ 

FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 
La declaration des effets secondaires {aussi appeles « effets indesirables ») de produits de 

09;21 :43 10-19-2021 

Veuillez envoyer le formulaire rempli 
par telecopieur au 1-866-678-6789. 
Pour de plus amples renseignements, 
composez le 1-866-234-2345. 

1 / 1 

(
'1te commercialises au Canada peut contribuer a !'identification d'effets secondaires graves 

ares, ce qui peut entrainer la modification de !'information sur l'innocuite du produit. PROTEGE • 8 • LORSOUE REMPLI .. 

1.us instrvctions sur la la,;on de complete< et de s0l1mcure le pre5enl lo, mulaire ainsi que l'inlo1111ation concemant 
la conl,dcntiaUui se trouvent a la page 2. Complete, tous lcs items obligatoires, indiqu~ par un •. el loumir autant 
d'inlorma11on quo possible pour los autres items. 

A ) Rense1gnements sur la person•1e ayant sub1 l'effet seconda1re D ) Produ1t de sante soupc;onnc 

N" de reference (le cas echeant) : 1. Nom du produif 2. Concenllation 3. Faboca!\t 

1. Age· 2. Sexe· 3. Tai!le 4. Poids vacx:in COVID 

~cm _!ilkg ----1.2. ans 
rr:ois 

Iii Homme 
□ f emnic ___ pi __ po ___ lbs __ oz 4. N" du lot 

5 Antecedents medicaux et autres renseigncmcms pertinents (allerg,es, grossesse, 
consommation de tabadd'alcool, dysfonctionnement hepatique, etc.) 

obOsih) morbide 
troubles neurocognltifs majeurs 
hydrocephalie norrnotensive 
HTA, DLPD, IRC, <16pression 

6. Pays d'achat 

II Canada 
0 ttats-Unis 
□ Autrc (specifier) : ___ _ _ _ _ 

8. Date du debut du trnitement 
(aaaA•rnrn-u)" 

2021 .. 

Modema 

5. N" du DIN/ N° du NPN 

7. Ov le produit a-t-il ete ad,cte/obtenu? 

Ii Pharrnade 
□ Epicerie 
□ lnte,not 
□ Autre (spec,fie,) : _______ _ 

9. Date de la /ir, du tr.,itument 
(aaaa•rnm-fi) 

10. Posologie 
(CQncentration, quant,to) 

11. Fr<\quence 12. Voie d'administration du 
produ,t (p. ox. voie or-ale) (p. ex. 2 fois par jour) 

7. Organisation (le c;is echeantJ 

m lran~ais hopital 13. Pourquo, le produit a+il ete pris/presc,it?' 

0 anglais _ _ _ _ ____ __,..__ ____________ ___ 
4 

proposo pendant rhospltalisation du patient en prevention tel qur reoommande 

8. Choisir ce qui vous decrit le mieux 

□ Consommateur ou autre non-prolessionnel de la sante Iii Mcldccin □ Pharmacien 1 S. s, r ut,hsation du produit a cesse, 
l'effe1 secondaorc ,·est-ii arrete? 

14. Est<o que !'utilisation du produit a cesse 
suite a l'appa,ition de l'elfet secondaorc? 

□ Autre proless,onnel de ta sante (specifier): __________ _____ 1-----~------- ----+------------ - - ---1 
1-------------------------------1 (II Oui II Oui 

9. Celi! a-1-il ete d eclare au lalxic.1nt? □ No" □ No,1 

□ Oui l!I Non 
- ----------- - - --- ---1 □ Ne s'applique pas 

C) Effet seconda1re 

1. Niveau de «\v(iritc do l'effet secondaire 

16. Es1-ce quc l'utmsat,on du produ,t 
D recommence suite ii l'arret de 
l'olfct secondairc? 

--- -----; □ Oui 
■ Occes (fournir la date) ~ ___ _ _ __ II Non 

□ Met la vie en danger Cl ln<:apacitc D Ne s'applique pas 

17. s, l'uhhsat,on a ete recommencee, 
l'effet secondaire s·~t-il reproduit? 

□ Oui 
□ Non 
a Ne s',.pplique f><'lS 

□ Hospitalisation O Malformation congen,tale 1-----------------~-- ------
18. Probabilite que le produil ail cause l'effet second,we 

□ Prolongation d'une hospitalisation □ Besoin d'une intervention medicalo 
1-- - - - - -------------- ------------1 □ Certain 
!-2_. _R_et_o_b_li_sse_ m_e_n_t_s_u_it_e_il_ l'e_ff_. e_t_s_e_co_,_"_·fa_i_re_· ________________ -1 □ Proboblement/vra,semblablement 

□ PM rli~onibl-, I ,nc~p~ble de verifier 
ii Improbable 

□ Ou, II Non 0 lnconnu 

□ En cours de retablissement (expljquer): 

3. Date du d,~but de l'ellet secondaire· 
(aaaa-mm-jj) 

4. Date de la fin de l'cffet secondaire 
(aaaa-mm-jj) 

S. Docrire l'effet secondaire (ligne de temps. traitemont, etc.)' 

011nslionneme"t sur imputabllilo 
:ubite 3 jours apres la 1cro dose du vaccin moderna 

□ Possiblement □ ~ns rapport 

19. Autres produits do s.:,nte consommes aux environs de !'apparition de l'effet 
secondaire, exdoant le traiteme11t (temps d'utilisation, ligne de temp_s_,_e_tc_.) ___ ..., 

aucun 

20. Tests/doi,nees de laboratoite pootinents ----- --------- - - ---1 
en cours d'invertigation cardio respiratoire 

•• Seloo la Politiqve dll 9c,uvemeff1tOL du C.:1nad,1 Cmi~ pru le Sec retariat du Col"i~il du Tr Ho, du c.,nada. Pub.: 150143 I Dote·a-,il .?020 
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~ ATIA - 19(1) I 
FORMULAI E DE DECLARATION DES 
EFFETS SECONDAIRES 
La declaration des effets secondaires (aussi appeles « effets indesirables ») de produits de 
,~.,t e commercialises au Canada peut contribuer a !'identification d'effets secondaires graves 

ares, ce qui peut entrainer la modification de /'information sur l'innocuite du produit. 

L.es instructions sur la fa~oo de completer et de soumettre le pras1Jnt formulaire ainsi que !'information concernant 
la cohfidentialite se trouvent a la page 2. Comploi:er tous les item• obligatoires, in1:f9ues par un •. et foumir auuint 
d'infcrmation que possible pour les autres items. 

Veudlez envoyer le formulaire remplt 
par telecopieur clU 1-866-678-6789. 
Pour de p lus amples renseignements, 
composez le 1 -866-234-2345. 

PROTTG~ • B » LORSOUE REMPU" 

,A) Rerse g·1ernents sur la oersonne ayant sub1 l'~ffet seconda1re D) Produit de sante soup9onne , 

N• de reference (le cas echeant) : 1. Norn du produit' 2. Concentration 3. Fabricant 

1. Age· 2. Sexe· 3. Ta'lle 4. Poids 11acdn COVID 

---1§§. cm -----1.1.1. kg ~ ans 
_ _ _ mois 

l!I Hornrne 
□ Femme _ _ _ pi __ po _ __ lbs _ _ oz 4 , N° du lo t 

S. Antecedents ,neJicaux et autres renseigncmcnts pertinents (allergies, grossesse. 
consommation de tabadd';,lcool, dysfonctionncment hepatique, etc.) 

obesite morb!do 
troubles ncurocog nit Ifs majeurs 
hydrocephalie norrnotensive 
HTA, DLPD, IRC, depression 

6. Pays d'achat 

■ Canada 
0 l:tats-Urns 
a Autre (specif er) : - --- ---

a .. Date du debut du traltement 
(a~aa-rnm-Jj)' 

2021 

Medema 

5. N° du DIN / N° du NPN 

7. Ou le produit a-t-il ete achetti/obtcnu·1 

■ Pharmacie 
□ l:picerie 
□ Internet 
□ AuIre (specifier) : ___ _ __ _ 

9. Date de la ftn du traitement 
(aaaa-mrn-jj} 

10. Posologie 11. Fr6quence 12. Voi~ d 'administration du 

r -:--:------- ---'-----,-:--::----:-;-~-- --- - ---1--.:.:<::.co.::.n.:.:c:..:e.:.:n.::.tr.:at.::.10.::.n.::,..:9:;u:.:a:..:n.::.tit.::e::.)-J-_2:(p::.·.=e.::x..:. 2~fo..:is::....!:.p.::.ar...'.j.:o.:.u'.:..l+_r.P.:.:ro:..:d:..:u;,:;,it (p. ex. voie orale} 

i 
.:Sngue preferee 7. O rganis;,tion (le cas echeant) 

I!] frani;ais hopital 13. Pourqi,oi le produit a-t-il eta pns/prescrit?' 
,, 

.,.□ _ _ a_n_g_la_is _ ____ _ _____ _._ _ _____________ _ 
4

propose pendant l'hospltalisatkm du patient e11 pr0vonfon tel qur recommande 

8. Choisir ce qu, vous decrit le mieux 

□ Consommateur ou autre non-professionnel de la sante I!! Mededn □ Pharrnacien 14. Est-ce que l'util sation du produit a cesse 
suite a !'apparition de l'effet socondaire? 

□ Autre professionnel de fa s~nte (specifier) : ___ _ _ ________ _ _ 
1------------------------ - -------J Ill Oui 

9. Cela a-t-il ate declare au fabricant? □ Non 

□ Oui li Non 

C) Effetsecondaire 
16. E.st-ce que !'utilisation du produil 

a rccommenct! suite a l'arret do 
l'effet secondaire? 

1. Niveau de severite de l'effet secondaire - ------------------1 □ Oui 
■ Daces (fournir la date) II Non 

1 S. Si !'utilisation du produit a cesse, 
l'effet secondaire s'est-il arrete? 

II Oui 
□ Non 
□ Ne s'applique pas 

17. s, l'util'sation a ete recommencco, 
l'effet secondau-& s'est-il reproduit? 

□ Oui 
□ Non 
□ Ne s'appfique pas □ Met la vie en danger C lncapacite □ Ne s'applique pas 

□ Hospitalisation □ Malformation congenitale 1-- ---------------'------ --- - - - -----1 
18. Probabilite quo le produit a,t cause l'effet secondaire 

□ Prolongation d'une hospitalisation □ Beso1n d'une intervention medicale 
f----- ---- --- --- ------ - --- ---- ------1 □ Certain 
... 2_._R_o_t_ab_l_is_se_m_e_nt_s_u_it_e_a_l_' e_ff_e_t _se_c_o_n_d_a_ire_· _ ______________ -; □ Probablemenl/vraisemblablement 

□ Pas disponible / incapab le de verifier 
■ Improbable 

□ Oui li!I Non □ lnconnu 

□ En courS de rctablissement (expliquer) : ___ ,_ 

3. Date du debut de l'eflet secondaire" 4, D«le de la fin de l'eff11\ secondairo 
(aaaa-mm li) (aaaa-mm-jj) 

5. Decrire l'effet secondaire Oigne de temps, trnilement , etc.)' 

ouP.slionnement sur lmputabillt~ 
;ubite 3 jours apres la 1ere dose du vaccin modema 

□ Pos.siblement □ Sans rapport r-------------------19. Auhes produits de sante consommes aux environs de l'~pparition de l'effet 
secondaire, eJ<cluant le traitement (temps d 'uti lh~1t1on, ligne da temps, etc.) 

aucun 

20. Tests/donnees de laboratoire pertinents 

en cours d'lnvertlgatlon cardio respiratoire 

•• ♦,,-.• .... 

i" ! \: ~~_:;.~'I.. ! ~.: \. ~·· *.,. -~-- ~-;. ') ~-~. :· t 

,.:- I~- ' ~ ,~ G~~ f~l ... :~~J:~~ .·t 

I ~, 
{: v/;. ;"J .. P'~ (~ .J i~i· __ ~r~:-~?: ~\:-·~::_ : 
·-- ___ ,, ____ - --·-·-· - ... -·. - ·-~- J 

•• Selon Ja Politiquc du gouvememenl d\J Cilnada em.ii, pa.r le Sec:r'e1.11,iat du Conse-il du ires.or du Canada. Pub. : 150143 ( Dote . ,..,;, 2020 
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I ATIA - 19(1) 

Tropiano, Stephano (HC/SC} 

From: 
Sent: 
To: 
Cc: 
Subject: 

Categories: 

Hello EFAX, 

Canada Vigilance (HC/SC) < canadavigilance@hc-sc.gc.ca> 
2021 -11 -08 3:00 PM 
HPFB MHPSEIB EFAX / BIIEPSC DGPSA (HC/SC) 
Harland, Claire (HC/SC) 
FW: PUB-001651 - Covid Vaccine 

Covid 

Please see below death report for DE. 

Could you please provide the AER number to Claire (cc) 

@Claire, can I assign this one to you? 

Y:\HC\HPFB\MHPD\MHPSEIB-PROS\COMMUNICATIONS GC2\ENQUIRIES\Correspondence\Public\2021\PUB-001651-

Thanks© 

Lynda 

From: Info (HC/SC) <info@hc-sc.gc.ca> 
Sent: 2021-11-08 2:15 PM 

To: 
Subject: RE: Covid Vaccine 

Thank you for contacting Health Canada. 

Your recent enquiry has been redirected to the appropriate area for a response. 

Sincerely, 

Health Canada I Sante Canada 
Ottawa, Canada KlA OK9 
info@hc-sc.gc.ca 

Telephone I Telephone 613-957-2991 / Toll free I Sans frais 1866-225-0709 / 
Facsimile I Telecopieur 613-941-5366 / Teletypewriter I Teleimprimeur 1800-267-1245 

Government of Canada I Gouvernement du Canada 

From 
Sent: 2021-09-16 11:50 AM 

To: Info (HC/SC) <info@hc-sc.gc.ca> 
Subject: Covid Vaccine 

To whom it may concern: 
1 
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Do ument R r the o 
Inf m on Cana um 'lt 

I ATIA- 19(1) I t.11vulgu v I sur I 
r 

My mother just passed away on 021. Her djagnosis was Leukemia, my mother has had 
several blood tests done over the past couple of years due to chronic pain and this low white blood cell count 
never showed up in a lab report. The hospital infonned us that my mother had also had a stroke which took 
place 2 weeks earlier coincidentally the same time as her second covid vaccine. After receiving the second shot 
we did notice an almost lethargic like side effect along with increased confusion, lack of appetite and poor 
mobility. Myself and my farnjly believe that what has happened to my mother is a result of the covid vaccine 
and would like to know how to go further to investigate her death. The hospital did state that the leukemia was 
recent and aggressive, it was Acute Myeloid Leukemia. 

If you could advise us where to go from here we would appreciate it. 

Regards, 

Get Outlook for Android 

Get Outlook for Android 

2 
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I ATIA - 19(1) I, 
FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 

.. .. . . 
Veuil l<~z ,;,nvoyer le formul , ire rempli 
p.:.ir l P.lecopic-ur dU 1 ·866-678.6789. 
Pour d,? plus <1 mph:-s renw19ncm ;;nts, 

com p o 5ez le 1-866•234-2345 . 
La declaration des effets $KOnd,aires (aussi appeli:s « effets indesirables ») de ~roduits de 
sante commercialises au Canada peut contribue, a l'identific;.ition d'eff@ts secondaires graves 
ou rares, ce qui peut @ntraTner la )'nodifkation de !'information sur l'innocuite du produi:. 
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I ATIA-19(1) I 
Dawson, Dianne (HC/SC) 

From: 

Sent: 
To: 
Cc: 
Subject: 

EXTERNAL 

Good afternoon Mr. 

Seguin, Michelle (HC/SC) on behalf of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
2021-03-11 2:21 PM 

Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
RE: Health Canada Follow-Up Clarification Request 

Re: Health Canada Follow-Up Clarification Request 

Please allow us first to convey our deepest regrets with the recent loss of your father. We offer you our most 

sincere condolences during this difficult t i me of grief. 

We are contacting you today to confirm receipt of the adverse event following immunization (AEFI) report 
submitted to the Canada Vigilance Program on March 2nd, 2021 regard ing your father and the use of the 
Moderna COVID-19 Vaccine. 

As the result of internal Health Canada assessment process, the Canada Vigilance Assessment Team has 
identified the present individual case safety reports {ICSRs) where clarification is needed in order to complete 
the case evaluation. 

We acknowledge that this is a challenging t ime to be requesting addit ional information from you. If it is easier, you may 
wish to request your father's physician or other health care provider to assist you, or to submit a reply on your behalf. 
Any information would be greatly appreciated. 

Canada Vigilance Case 
Number 

000941232 

Clarification Requested 

Would you kindly have any information of the following: 

0 

0 

0 

0 

0 

Please provide any information regarding medical 
confirmation of the details provided in the report. 
Please provide any information regarding the official cause of 
death. If an autopsy was performed, please provide any 
available details. 
Please provide any additional details of the patient's 
condition after the second dose of the vaccine. Specifically, 
any information pertaining to the patient's vital signs 
including oxygen saturation. 
Please provide any information pertaining to any laboratory 
test results. 
Please provide any information regarding results of COVID 
testing both prior to and after the second dose. 

1 
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o Please provide any details regarding Hfe treatment after the 
second vaccination. 

o Please provide the vaccine lot number. 

May you please kindly respond to both myself, Michelle Seguin: michelle.seguin@canada.ca in addition to the 
Canada Vigilance COVID-19 Vaccine generic account (hc.canada.vigilance.COVID19vaccine
vaccinC0VID19.sc@canada.ca ). 

Or, if you prefer, you may fax the requested information to the Canada Vigilance Program fax at 1-866-678-6789; 
please cite case number 000941232 if replying by t his means. 

If you require further information within the scope of this request, please do not hesitate to contact me. 

We thank you once again for your time. 

Sincerely, 

Michelle Seguin on behalf of: 
The Canada Vigilance Program 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Specialiste de !'information sur Jes effets indcsirables 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada I $ante Canada 
Jeanne Mance Building I lmmenble Jeanne Mance 8th floor, Room/Piece 808D 
200 Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario KlA 01<9, A.L. 1908C 
Telephone I Telephone (613) 793-5750 
Facsimile I Tclecopieur {613) 957-0335 
michdle.seguin@canada.ca 

2 

Page: 1,320 of/de 2,140 
A2023000085 



I ATIA-19(1) 

Dawson, Dianne (HC/SC) 

From: 
Sent: 2021-03-23 8:10 PM 
To: 
Subject: 

Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC); Seguin, Michelle (HC/SC) 
Re: Health Canada Follow-Up Clarification Request 

Michelle, 
My father's doctor at the time is Dr. medical clinic in e was in the long term 
care facility in- be of dementia. I did not receive the report and I contacted him by phone to express my 
concerns about the timing of the vaccine being administered and his subsequent onset of symptoms and 
deterioration. Dr- had said it was not his opinion that this was a reaction at the time of the call although he did 
say that it was to my sister at the care facility??? This is not meant to be an attack on Dr- r the staff who were 
caring for my father. This is an attempt to ensure that this is documented as to avoid potential future reactions. 

- After my fathers death I called D~ nd he informed me that the death certificate attributed his death to 
complications to a suspected aspiration pneumonia, at this time I asked if he had considered the reaction to the 
vaccination, he had not. 
- no autopsy was performed 
These are the events as I remember them, 
- as I said in my initial email that the next day after receiving the 2nd dose his 02 saturation dropped into the 80's his 
heart rate elevated, respiratory rate elevated, and he developed a fever 
-at the time of the 2nd dose my father had been at the facility for 5 weeks and was not thriving. He was not eating well, 
taking fluids and had lost almost 20Ibs. (my concern is that this condition had put him in a immune compromised 
condition which contributed to the adverse rx, Dr~id not agree ) 
- I expressed at the time that he was experiencing a reaction to the second dose of his vaccine the nurse disagreed 
- He was then put on 02, given fluids by IV and an antibiotic (the antibiotic may have been the next day) 
- the dx of an aspiration was due to his crackly cough, I disagreed with this assessment because the cough was not new 
and had been present for more than a week as a result of the thrush he developed secondary to being on an antibiotic 
for i believe a UTI, He was sent for a chest x-ray the next day and this came back as not being inconclusive for the dx of 
pneumonia 
- considering by fathers personal directive the discussion was had on if treatment should be pursued or let life take its 
course. Dr felt it was worth trying and care continued for the week. 
-as long as he was on 02 and getting IV fluid his 02 saturation was in the 90's and his fever was under control 
-After a week of this care it was determined that he was not responding and per his personal directive all measures 
were discontinued 
-I do not know the results of his testing after the onset of his symptoms, I do not believe he was diagnosed with Covid as 
we were still allowed access to him 
- I was not given the vaccine lot number 

This is my recollection of the events surrounding my fathers reaction to the second dose of maderna vaccine, I hope 
this helps, 

On Thu, Mar 11, 2021 at 12:21 PM Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
<hc.canada.vigilance.COVID19vaccine-vaccinCOVID19.sc@canada.ca> wrote: 

EXTERNAL 
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Good afternoon Mr. 

D um 
I f Ill 

Re: Health Canada Follow-Up Clarification Reguest 

Please allow us first to convey our deepest regrets with the recent loss of your father. We offer you our most 

sincere condolences during this difficult time of grief. 

We are contacting you today to confirm receipt of the adverse event following immunization (AEFI) report 

submitted to the Canada Vigilance Program on March 2nd, 2021 regarding your father and the use of the 
Moderna COVID-19 Vaccine. 

As the result of int ernal Health Canada assessment process, t he Canada Vigilance Assessment Team has 
identified the present individual case safety reports (ICSRs) where clarification is needed in order to 

complete the case evaluat ion. 

We acknowledge that this is a challenging time to be requesting additional information from you. If it is easier, you 
may wish to request your father's physician or other health care provider to assist you, or to submit a reply on your 
behalf. Any information would be greatly appreciated. 

Canada Vigilance Case 
Number 

000941232 

Clarification Requested 

Would you kindly have any information of the following: 

o Please provide any informat ion regarding medical 
confirmation of the details provided in the report. 

o Please provide any informat ion regarding the official cause 
of death. If an autopsy was performed, please provide any 
available details. 

o Please provide any additional details of the patient's 
condition after the second dose of t he vaccine. Specifically, 
any information pertaining to the patient's vital signs 
including oxygen saturation. 
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o Please provide any informatioh pertaining to any 
laboratory test results. 

o Please provide any information regarding results of COVID 
testing both prior to and after the second dose. 

o Please provide any details regarding the treatment after 
the second vaccination. 

o Please provide the vaccine lot number. 

May you please kindly respond to both myself, Michelle Seguin: michelle.seguin@canada.ca in addition to the 
Canada Vigilance COVID-19 Vaccine generic account (hc.canada.vigi1ance.COVID19vaccine
vaccinCOV1D19.sc@canada.ca ). 

Or, if you prefer, you may fax the requested information to the Canada Vigilance Program fax at 1-866-678-6789; 
please cite case number 000941232 if replying by this means. 

If you require further information within the scope of this request, p lease do not hesitate to contact me. 

We thank you once again for your time. 

Sincerely, 

Michelle Seguin on behalf of: 

The Canada Vigilance Program 

Michelle Seguin B.Sc., B.Sc.N ., RN 
Adverse Reaction Information Specialist/ Specialiste de l'iHformation sur les effets indesirables 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Heal th Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada I Sante Canada 
Jeanne lvfance Building I Tmmeuble Jeanne Mance 8th floor, Room/Piece 808D 
200 Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario KlA 0K9, A.L. 190SC 
Telephone I Telephone (613) 793-5750 
Facsimile I Telecopieur (613) 957-0335 
michelle.seg:uin@canada.ca 
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I ATIA -19(1) I 
BUREAU OU CORONER 

~~:JIii 
IOENTIT 

~ aissance 

54 ans 
Age 

Munici alite de residence 

0 C S 
2021-

N° de dossier 

- aissance 

Feminin 
Sexe .... 
-Munici alite du deces 

Canada 
Pas 

ATTENDU QU'e 
le deces de Mm 

. . . -mbre 2021 , j 'ai produit un rapport d'investigation concernant 

ATTENDU QU'il ya lieu de corriger deux erreurs materielles qui se sont produites dans les 
sections Circonstances du deces et Analyse du rapport; 

ATTENDU QU'au premier paragraphe de la section Circonstances du deces, on doit lire que 
la vision de~ se tro~ e a des nausees et des vomissements et qu'elle peine 
a manger le ~ non le--

ATTENDU QU'au sixieme paragraphe de la section Analyse, on doit lire que Mmelllllla eu 
des effets secondaires pendant 9 jours avant de se presenter aux urgences et non pendant 5 
jours; 

EN CONSEQUENCE, je produis le present rapport amende, lequel remplace le rapport emis 
le 4 novembre 2021 . 

IDENTIFICATION DE LA PERSON NE DECEDEE 

'est identifiee elle-meme a son arrivee a 

CIRCONSTANCES OU 01:CES 

Le-2021, Mm~n conjoint se rendent sans rendez-vous au centre de 
vaccination COVID-19 de-lls y re9oivent leur premiere dose du vaccin AstraZeneca 
contre le coronavirus SRAS-CoV-2 (COVID-19). Des le lendemain, Mme ressent une 
grande fatigue et des maux de tete, avec des periodes ou elle va mieux. L sa v1s1on 
se ~ es et vomissements et peine a manger. Elle se rend a l'urgence 
de - ers 18 h I-Divers tests et bilans sont effectues. Le test 
coronavirus express COVID-19 ressort negatif. Le bilan sanguin demontre, entre autres, une 
glycemie elevee et une thrombocytopenie (diminution du nombre de plaquettes sanguines qui 
sont alors de 11 x 109 thrombocytes/L al ors que les valeurs de reference sont entre 137-37 4 
x 109 thrombocytes/L). Des examens d'imagerie revelent une thrombose veineuse aigue 
extensive de tousles sinus veineux intracranien majeurs avec un possible debut d'hemorragie 
sous arachno'idienne secondaire a une obstruction du drainage veineux. Eta nt donne la nature 
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I ATIA- 19(1) I 
~ dition, Mm0 - est transferee dans un etat stable a 
- endant la nuit. 

A !'admission a ux petites heures d-Mme -
montre des signes de dysphasie (trouble du langage), d'etat confusionnel, d'hypertension et 
d'hyperglycemie. Des immunoglobines intraveineuses (lglV) et un anticoagulant sont 
administres, mais la condition neurologique continue de se deteriorer. Une thrombectomie 
veineuse est alors effectuee et son etat s'ame:liore, Mme- est consciente, alerte, orientee 
et stable. 

Le - une legere faiblesse du bras gauche est observee. 

Au matin du - son etat se deteriore subitement, elle doit etre intubee. Des examens 
d'imagerie revelent un important saignement intracranien frontal gauche avec signe 
d'hypertension intracranienne. Une craniotomie est pratiquee d'urgence pour reduire la 
pression intracranienne. Des antibiotiques et deux unites de plaquettes sanguines sont 
donnes, car elle etait sous anticoagulants. 

Les Mm~ emontre des signes de dommages neurologiques irreversibles, 
son pronostic de recuperation est tres sombre. Apres discussion avec la famille, des soins de 
contort sont donnes et les traitements de maintien des fonctions vitales sont retires. Elle 
decede peu apres. Le deces est constate le- 2021 • 

EXAMEN EXTERNE, AUTOPSIE ET ANALYSES TOXICOLOGIQUES 

Comme les lesions et conditions qui ont en 
documentees dans son dossier medical de 

aucune expertise additionnelle n'a ete ordonnee. 

ANALYSE 

Le dossier medical indique que Mme .. souffrait de diabete de type 2 pour lequel elle devait 
prendre deux medicaments par voie orale. Elle avait subi une cholecystectomie (ablation de 
la vesicule biliaire) et une nephrectomie droite (ablation du rein droit) dans le passe. Les 
examens d'imagerie de controle datant de 2019 ne revelaient rien d'inquietant. Une 
echographie abdominale datant de la meme epoque notait une steatose hepatique importante. 
Aucun malaise n'avait ete mentionne lors du dernier suivi medical effectue par telephone en 
janvier 2021 . Des intolerances ou allergies alimentaires (peche, pois, pomme, noix) et 
medicamenteuses (amoxicilline, heparine) sont notes au dossier medical. 

Selon le ministere la thrombocytopenie 
immunitaire prothrombotique induite par !'administration du vaccin (TIPIV ou TTIV) demeure 
un effet secondaire rare. Elle peut se produire dans les 4 a 20 jours suivants !'administration 
de vaccins a vecteur viral (AstraZeneca ou Covishield) centre la COVID-19. Au moment 
d'ecrire ce rapport, seulement huit cas de TTIV avaient ete recenses au- sur 
563,806 doses de vaccin AstraZeneca administrees contre la COVID-19 (un neuvieme cas de 
TTIV est lie au vaccin Covishield). Mm~ st la seule personne qui malheureusement en 
est decedee. 
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11 I 

Les sympt6mes de TTIV sont : maux de tete graves eVou persistants, sympt6mes 
neurologiques focaux (incluant vision trouble}, convulsions, difficulte a parler, essoufflement, 
douleur a la poitrine, enflure et rougeur d'un membre, douleur abdominale persistante, 
membre froid ou pale, presence de contusions (bleus) sur la peau. Plus de cas sont rapportes 
concernant des femmes de mains de 55 ans, mais ii est possible que les femmes soient 
surrepresentees selon les strategies de vaccination utilisees par les differents pays. En date 
du 15 juillet 2021, au - le taux de TTIV a la suite des vaccins a vecteur viral 
(AstraZeneca et Covishield) contre la COVID-19 etait de 1,3/100 000 doses administrees. 
Tousles cas declares sont survenus apres la premiere dose. 

II n'y a presentement aucune indication claire sur la predisposition de certains patients a la 
TTIV. II est done impossible de determiner si les conditions medicales preexistantes de 
Mme- (diabete, organes manquants, intolerances ou allergies alimentaires et 
med1camenteuses) augmentaient ses risques de TTIV. 

Par mesure de precaution, le~ vait annonce le~ D21 que le vaccin AstraZeneca 
(et le Covishield) ne serait plus administre aux personnes de mains de 55 ans, jusqu'a nouvel 
ordre. Or, je note que Mme- qui avait 54 ans, a quand meme ete vaccinee avec ce vaccin 
douze jours apres cette date. Je me ~ estionnee sur l'efficacite du moyen de 
communication utilise par le - Le- m'a confirme que l'avis du Comite sur 
!'immunisation avait ete envoye sous embargo par courriel a tousles responsables provinciaux 
et coordonnateurs en maladies infectieuses et qu'un communique avait ete emis le 

- 2021. ~ apres, les recommandations etaient integrees au Protocols 
d'immunisation --qui est la norme de pratique professionnelle pour taus les 
vaccinateurs - Taus les abonnes a l'infolettre du Protocole d'immunisation -

ont ete avises de cette mise a ·our I avril, une precision a ete envoyee 
par la concernant l'annee de naissance pour 
!'administration de ce vaccin. Le le Comite sur !'immunisation recommandait que les 
vaccins a vecteur viral soient desormais offerts aux personnes de 45 ans et plus, car les 
avantages de la vaccination depassaient largement les risques de TTIV. II m'apparait done 
que le MSSS avait mis en place un moyen efficace de communication de !'information et que 
la vaccination de Mme - pendant la « pause » alors qu'elle etait a la limite de l'age permise 
n'est pas un element determinant dans son deces. 

Puisque Mme- a eu des effets secondaires pendant neuf jours avant de se presenter aux 
urgences, je me suis demande si les personnes qui se faisaient vacciner etaient suffisamment 
informees des effets secondaires des differents vaccins et du moment ou ii etait crucial pour 
elles de se rendre aux urgences. On m'a informee que le 10 mars 2021 , suite a l'homologation 
du vaccin AstraZeneca, une feuille d'information specifique a ce vaccin avait ete produite et 
mise a jour le 31 mars afin d'ajouter des precisions sur le risque de thrombose. Le 
30 mars 2021, le~ egalement mis en ligne et diffuse aux associations professionnelles 
ainsi qu'a ses partenaires un document d'information concernant la TTIV. II semble done que 
!'information etait disponible et que Mme- se soit presentee aux urgences quand elle a 
commence a ressentir les sympt6mes severes decrits dans !'information disponible. 

Un test mesurant la presence d'anticorps diriges contre le facteur plaquettaire 4 (PF4) effectue 
le - 2021 a permis de confirmer que Mmellll avait effectivement eu une TTIV. 

A la lumiere du dossier medical et de !'information re,;:ue du- je conclus que Mme -
a subi une TTIV consecutivement a !'administration du vac~ aZeneca qui a cause une 
hemorragie intracranienne dont elle est decedee. 
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I' anddcl 
CONCLUSION 

Mm~ est decedee d'une hemorragie intracranienne secondaire a une 
thrombocytopenie immunitaire prothrombotique induite par !'administration du vaccin (TTIV) 
AstraZeneca contre la COVID-1 9. II s'agit d'un deces accidentel. 

Je soussignee, coroner, reconnais que la date indiquee, et les lieux, les causes, les 
circonstances decrits ci-dessus ont ete etablis au meilleur de ma connaissance, et ce, a la 
suite de mon investigation, en foi de quoi j'ai signe, a- ce 2021. 

M- oroner 

Page 5 de 5 
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I ATIA-19(1 ) 

From: 
To: 
Cc: 
Subject: 
Date: 

Chere Me. 

Sequin Michelle /HC/SC} on behalf of Canada Vigilance COVID19 vaccjne I vaccjn COVID19 /HC/SCl 
14186436174@fax.hc-sc.gc.ca 
Canada Vigilance COVID19 vaccine I vaccin COVID19 (HC/SC) 
RE: Suivi par Sante canada - Vaccin COVID-19 AstraZeneca 
2021-12-0111:20:58 AM 

coroner, 

Merci pour la declaration d'un effet seconda ire suivant !' immunisation (ESSI). Par consequent de 

suivi d'evaluation par Sante Canada, le Programme de Canada Vig ilance (PVC) a identifie cette 

declaration pour un suivi . 

L'information que vous avez fournie dans votre declaration a ete enregistree dans la base de 

donnees du Programme Canada Vigilance sous le numero de declaration d'effet indesirable (DEi) 

000977087. 

Informations supplementaires sur les El apres la vaccination par le vaccin COVI0-19 

Pour votre information, Sante Canada (SC) et l'Agence de la sante publique du Canada (ASPC) se 

partagent la surveillance de la securite des vaccins au Canada. Pour en savoir plus, veui llez consulter 

la page Web Declaration des effets secondaires su ivant !'immunisation (ESSI} au Canada 

(https://www.canada.ca/fr/sante-publique/services/jmmunisation/declaratjon-manifestations-
cl iniq ues-i o ha bituelles-suite-im munisation/formu la ire btm I). 

SC et l'ASPC col laborent etroitement pour surveiller les rapports d'evenements indesirables suivant 

!'immunisation avec les vaccins COVID-19 au Canada par le biais du PVC et du Systeme canadien de 

surveillance des effets secondaires suivant !'immunisation (SCSESSI). Les ESSI sont surveilles de fac;:on 

reguliere. Le gouvernement du Canada publie chaque semaine des informations sur les ESSI ayec les 

vaccins C0VID-19 (https-//sante-infobase canada.ca/covid-19/securjte-vaccios/). 

Clarification Canada 
Vigilance No 
OOOB77087--+-V-e_u_i_ll_e_z-SV_P_d_o_n_n_e_z_t_o_u_te-in-fo_r_m_a-ti_o_n_s_u_p_p_le_m_e-nt-a-ir_e_c_o_n_c_e_r_na_n_t_: _____ ~ 

(Dat e de 
reception 
(Sante 
Canada]): 
24/11/2021 

Vaccin COVID-
19 Astra 
Zeneca 

Comme I' Agence de la sante publique du Canada examine egalement ce cas et 
etant donne qu'en raison de la loi sur la protection des renseignements 
personnels, nous ne sommes pas en mesure de partager les resultats de votre 
enquete (incluant !'information liee a l'identite du patient ou du declarant), 
pouvons-nous vous demander de svp transmettre ce rapport a votre autorite 
sanitaire locale 

sante publique, a son tour fera rapport par l 'intermediaire des autorites 
federales, provinciales ou territoriales chargees de !'immunisation. Les ESSI sont 
f i nalement transmises a l'ASPC) . 

Votre action dans les meilleurs dela is serait grandement apprecie pour I' evaluation de ce cas. 

Si vous avez besoins de plus d'informations, n'hesitez pas a me contacter. 
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Merci de votre collaboration, 

Michelle Seguin 

Le Programme Canada Vigilance, Sante Canada 

Michelle Seguin B.Sc., B.Sc.N., RN 

Do ument R 
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Adverse Reaction Information Specialist/ Specialiste de !'information sur Jes effets indesirables 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Health Products and Food Branch I Direction gcncralc des produits de santc ct des aliments 
Health Canada I Sante Canada 
michelle.seguin@canada.ca 
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ATIA - 19(1) I 
FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 
La declaration des effets secondaires (aussi appeles « effets indesirables ») de produits de 
sante commercialises au Canada peut contribuer a !' identification d 'effets secondaires graves 
ou rares, ce qui peut entrainer la modification de !'information sur l'innocuite du produit. 

Veuillez envoycr le form ulaire rempli 
par t e lecop1eur au 1-866-678-6789. 
Pour de p lus amples rense1gnements, 
composez le 1-866-234-2345. 

Pll()T{GE , B • LO 'i',QUI ~fMPll -

Les inst!'\lr..t iom: s,.1r la fa~on de compltiter et de sou,~en:re le pre,enl {ormu!a1re ainsi que t'tnforrnation conc:ernant 
ia confidemialite se uouverrt a la page 2. Co,npleter tous les items obli9ato1res, indiques p~r lln ·, e, lornnir ,wtant 
-::i\ nfor'T1ation que possible pour les autres items 

~! _1'._-A_g_e_·_· _ _ _ .J} : Sexe· 
1 :{J ans 

1

, r;;J Homme 
moi, □ Femme 

3. Taille 4. Poids 

__ cm l _ _ kg 

·--~ pi ~ p,, I \~ . lbs __ oz 
·----· - - l ..... -- --

5. AntttGedents rned1cat0< et autrea rer\scignements pertinents (allergies, gr=e•se, 
consommat,on de ubacJd'akool, dys!onctionnement nepatique, etc.) 

, ~ -(~~ ~r'\ ('101'() )e;t ~d ~'j~-(1D~) 

; ~~~ hyl~i~ 7 ~~ ~ If, 
le r~ C?.0>14. ") _J 
r, . 
!_ 

I • . e 

-· T~:.~;;?~'j·. 
1 8, Cho,~i, co qui voCJs ~~-5:~-"-~·m_l_cu_~_ · - -~---- - - ---------
; □ Consommdteur ou autre non•proff3ss1onnE!l de In ,;,l1tt:C C Mede-cin D Pt,a,.mac,en 

.. . 3Q() __ \n b __ 
1

1
.... . .. _ _ __ . ___ .. .. 

6. ~ay,; cl'achM - --------+-7_._o_u_l_t e~~~t a+II <lt6 achetll/ob1c,nu7 

□ C..1,~d• ; Ji1 Ptiarmam, 
D l:tats-lJn,s i [] Epic,,ne 
0 Alru-e (~pe-c1fier) : i O ln(e,rnet 

I a Aulte (spec 

- - --··•·· - - ··-·· ••---···-···' .. 
8. D;,te dv debut d~ tr11itement 

. .... -··• --~----. 
·,:r Date de la fin du tranemeflt' 

--- ---+- -(a_a_aa-mm-jj) 

10. Posologic 
(concentration. qu,mt1te) 

I . 
' 

r 

,_ _ _ _ _ _ ___ _ __L_ __ _ , - ----- ---- --,-,------ - ~ 
• / 

(0~ 

14. Est-ce que l'utihsatio,, du produit ~ cesse. ; 15. Si l '1Jtili~•tion du produit a cess~. 
sui~ il l'appu ition de l'effet secondaire? -1: 1'11/IN second~•fe ,.•~•1-il ~rrete'> 

- ··--r --- - -I ~ •ue pro/es,;,onnel de la sanl~ (specme_rJ : ilO .(;; flfTh~ · 
-~ - · . __ • . _ _ · ·-~·------- ----- Oui 

: _?_. C~la •-t-il ete ~ clarc au fabricant? •..• • ~ <:/-.-; *,.:..,_.. , ~ _ -···-----t O Non 
: l'1 Ou, ~ (>.. J., (X.r;t~ 
·1 D Non '-' 

i d--,oui □. Non 

C) Effet seconda ire 

-------,---,.....,.--;--□-· ,,_N_e_s_·~_pp_liq......,u_e p'a,: .·, • . • ·, i: 
16 .. ~~-.ce. que l~~lisatipri du ~oduit .' ! 17. Si l'uti.lim lon a 'et~7;g,;~n<:ee, . 1 

: ... ,,recommenc.i suite ,Hari<}tde • l'ellet seco-r>doire .s:e~J'-.1 reproduit? 
l' eflet secondaire? t-- ----- --- ---- ·- -·;·-~··-- -- - - --;, 1. Nl\leali de. s6vtirite de l'effet ~ccondai ·' 

i~ Deces (fourn,r Id date) .2i!lll2 .. _k ---- -- □ 0ui : 0 Ou, 
"ZJ'IJZ,,,\ • Non □ Non 

, 0 Mel la vie en dar•ger 
: C Hosp,talts.;,on 
i C Pro longation d'une hosprtahsatic,n 

□ M3lfol}Tiation conger, itale 
□ B'escHi-fd·une iriterv~otion medicate 

·--···-····- ----- --------- - - - - -----
[_~e_t~_1!5::ment su,u, a l'effet se~qndaire' _, ___ _ _ ____ __ _ 

i □ o.,; Gf"Non 0 lnconnu 
I 

i D En tours de ritabliosernent (e;xplique,) :.: ======= 
' 3. Dote du debut cJe•l'ciffet·seco,,daire· 

r 
(ma•~~t-· -· 1

4. Date de la.fin de l'cffot <econd~ore 
c,aaa-mm•ll>. 

I -.. -·------· -. . . . . · · - . ... . 

I 

: 5. Der:rire l,'effot'se~ndaire Oigne de temps, traitement. etc.)" 

l VG'L"' n ·ar",s. ~....,.,.,_.¥'"" 

le_ Qui~"', Z..Ono-. ~ S7r, • 81"rlL pa.~ · 
' -tV\r~ locth ljtfs,,'-~. ~~~. d,;l'h; f\4-.f•ll'---tk 

, Q' 'i+~ <j~f _, __ t~lh,-1:s~ p5-,c..ho~'b._ 
~- - - ' I ' \I (.s,,~, ~ p,v 1~S~~i,1t\ du Con~il d 11 '11\ ..... L.,r rliJ c~r1(,1Ju 

l♦I Sante 
Ca<lada 

Hoallh 
Ca,,ada 

D Ne s' appl q~e p.is , /ii.Ne s a;::pl,que pas 
- - - -

1 8. Probabihte 9ue le pro.c;luit ait_ caus<l l'effet secondaire . ··------, 

0 Certoin D P~s d.sponible / :nupable de • ~•·to~, . 
QI Probablcment/,n-a • embl;,b!ement D lmpmbable 

□ Pos!.iblernen, _ ____ 1:1__ ~ m r•pport ____ ···---... , 
19. Autr"" produits de sante consommes aux ,mviron, de l'apparrtion de l'effm . 

secondairc, c<cluant le tfsitement (temps d'utili$&tron, lignc de t<!-mps, etc.) : 

fh:'~ --~-~t~~~dh. --~;--~ ~ -~~-~ 
J~. 



ATIA - 19(1) 

le_cl.ic~ 9-l. 

'2.02.1-

i>- b,._ p~w-o..W 
~ th62_ o\.&~o\ • o.e 9(.UAJe I 

i-JD---1,>Nil>. f"-<> .-lo-o\ 'P5"' 4£,/-,. ""2. !, ½ --t- ~ ~ aib..e.-~, &:f½if, 

(Y-(l,,~ MSG 'f'L"<S oedo.= -14-1- ~ A 61-d-; =d d.o\~ '}1'-'J..f, o(;{Cdl,--

3' ~- M ha1:>,,f.Jl;se ,;lJA 'Zm.J ... a,.. 'U>21- ,;;_ 

Q'~op~""° LfSY'C\. ~ S~N. ~~~ 1-CM~ 

M ""'-+:¥ . .• /..A °' ~ ,...,. v "' "v ~"-- ~ ·~ . • 

M ""- I<'§""- si-,,nl"7 QJIAh,,... ;,c ,k,..,.~ ~-s4Y,--< 
~ a.hk i>- Q\ \.-o-6~. d0 ho-p,.Y<,. ck_ A'~ ~<, 'lo/ks; 

rA ~ f'6¾-- ~s+tt MSG, fil"-~" ~k fa:rt ~ ~ 
i'\-0,,;. c\-.,c\ ~ .. 1U-Q:~ s'# ~~ <¼'(}~. S,Jo...._ I.L.\',a .... 
J..ep,;.,> h.~(J'~ v0 o-- VtA Sir- .e-toJ 'iJ'l-~rA ~ do'r"ck. . 

k 7,,-l,\, r--- "~+-ctc,+ pl(,(', G:;..p;,,.¼ b m;_ leva.... I j<. 
9~ Jd\,-\c_ ~ h~~r,~sff" ( 7(...vt'.:> ,_ ~➔ ~~ ~r 

~ l"-' tl c:, \ vi )f {,f". ' y ~ {c.iA l ~c..Qc& r-
j LlA'2--S 

k titcd
~~rtJ 

0(.,6 +CL--d · k 
~ 5~s f::Q.l--0+ ~ 

I», , . lj re-(Ctr r,tvJ ( WI I:>) " r .tj..e:l o.,y(_ -ww) , t'"··+1
'½o>- , 

i9 ~~ 0-~ -sc- ~w ~ ou.~ (2AVt& v-€lX1CtA~ 

~ ~j°'-112.--- a.~ A ~ ~ (£,\(_(.A\,,-- . VOIA t.,,\~ ~~ ek--
a:J;j_ q(M. 1--"· -4.. _L '\~ I , , -L> _ t Lr.:. L , I., ,~ (JJ)'i V'~ VJ{Jl 097 ~(M(a_ ,.-d-r ~ \' 

Page: 1,333 of/de 2,140 

~ ~f~08b6. 



ji 

No dossier:- Numero de la visi te: 

ATIA-19(1) 

M 

• Ordonnancea . 

PROFIL MEDICAL 

Allergies: 

lnlol~r./RIM: 

VALACYCLOVIR 500 m co. (VALTREX) ™but: 2021 
S00 MG ., 1 CO ~ a, la o, 2 FOIS PAR JOOR Fin: ~02l 
x 1 mois jOu _202~1) ___ __ ~-----------t---- -

TINZApltflne 3500 unltilll 0.35 ml ser. lnj. (INNOHEP) 
3500 UNITE • 0.35 ML sous-cutan4, AUX 24 HEU RES 

ATORVASTATINE 10 m·g/co. (LIPITORl 
20 MG : 2 CO(,) par la boucri•. /'U COUCHER 

HydrALAZINE 25 rng.lco. {APAESOLINE)· . 
2S MG = 1 CO(sJ par la bouche, AUX 8 I IEURES AU BESOIN &i TA> 
1S0/90 .. · • • 

CARVEOILOL ·12.s· mg/ico. (COREG) ', . 
37 5 MG " 3 CO(s) P.ar la l?o\/Ch!I; 2' FOi~ PAR JOUR 

ACETAMINOPHENE 325 ~g/caot, •· (1'VLEIIOL) 
650 MG = 2 CO(s)'par.la bauChe; Aux◄ HEURES A.U BESOIN 

PREgabiiline 25 mglciipe. (LYRICA) . 
2S MG= 1 GM•(•) J1iit•la tiouClio·, •2, FOIS PAR JOUR . . .. :.: •' . , . . · ··• 

( 

LEVODOPA+BEIIIS!;RA.ZIDE 50:12,S.mglcaps. (PROLOPA) 
4 CAP(s) 1>3( ,. boOi:tl_e; 3 1:0Is:PA.A JOUf\ 

• CALCIUM CARBONAT.E 5~ rt;g.(Cil++) /co. (OSCAL) 
500 MG "' 1 CO(s} p" la_ <l>ouch~, 1J()IS PAR. JOUA 

MAGNESIUM COMPLEXE 250m~ Mg 61. m. / co. (MAGNESI\JM JAMIESON) 
500 M~ ~ 2 CO(s) par} ~ibo~h&, 2 . OIS PAR JOI.JR 

PANTOPRAZOLE.4O1'ng/~ . (PANTOLOC) ·· 
40 MG "' 1 CO(s) po, Iii bouch·e,' I fOI~ PAR JOUR 

PredniSONE 5 ma/co: {PREDNISONE) . • 
7.5 MG"' I 1/2 C6(s) par ta bouale. I f~S PAA JOUR 

VITAMINE 03 (ALFACAI.CIDot:.:) 0.25 mccveepe. (ONE ALPHA) 
0.25 MCG" 1 CAP{s)par la bouche, AU COIJCHER . 

L 

Tacrolimu• • AOVAgraf•. 3 mg/clips,,.L.A. (ADVAORAF) 
3 MG • 1 CA.P(s) par la bouche,-LE MATIN · • :· • 
Co me~camenl s'adtrlnlstre toujoUlll DIE, A la m6me neure 

lmprime le: 202t•05-04 • 07:45 
Copyrighr® 1984·2021 CGSl@SOLUTIONS Tr INC. (P/·1272) 

Utilisateur: 30 

04but: 2021 
Fin: 

Oobut 2021 

Fin: 

Ollbut 2021 
Fin: 

Dl!bul: 2021 
Fin: 

oenut: 2021 
Fin: 

Debut 2021 
Fin: 

O<lbut; 2021 
Fin: 

D~ut: 
Fin: 

Debut 
Fin: 

D4but. 
Fin: 

Debut: 
Fin: 

~ut: 
Fin: 

O~but 
Fin: 

Debut 
Fin: 

Datae_ 

J6 

J6 

J6 

JS 

J6 

J5 

J6 

JS 

J6 

JS 

J6 

J6 

J6 

J6 
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I ATIA-19(1) I 
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ATIA- 19(1) 

Seguin, Michelle (HC/SC) 

From: 
Sent: 
To: 
Cc: 
Subject: 

Chere Mme. 

Seguin, Michelle (HC/SC) 
2023-01-13 2:24 PM 

Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
Suivi par Sante Canada - Vaccin COVID-1 9 Spikevax (Moderna) 

Merci pour la declaration d'un effet secondaire suivant l' immunisation (ESSII). Par consequent de suivi d'evaluation par 
Sante Canada, le Programme de Canada Vigilance (PVC) a identifie cette declaration pour un suivi. 

L' information que vous avez fournie dans votre declaration a ete enregistree dans la base de donnees du Programme 
Canada Vigilance sous le numero de declarat ion d'effet indesirable (DEi) 000980575, 

Informations supplementaires sur les El apres la vaccination par le vaccin COVID-19 

Pour votre information, Sante Canada (SC) et l'Agence de la sante publique du Canada (ASPC) se partagentt la 
surveillance de la securite des vaccins au Canada. Pour en savoir plus, veuillez consulter la page Web Declaration des 
effets secondaires suivant !'immunisation (ESSI) au Canada 

SC et l'ASPC collaborent etroitement pour surveiller les rapports d'evenements indesirables suivant !'immunisation avec 
les vaccins COVID-19 au Canada par le biais du PVC et du Systeme canadien de surveillance des effets secondaires 
suivant !'immunisation (SCSESSI). Les ESSI sont surveilles de fai;on reguliere. Le gouvernement du Canada publie chaque 
semaine des informations sur les ESSI avec les vaccins COVID-19. 
Pour nous aider dans nos activites de surveillance, veuillez nous envoyer les informations de suivi ci-dessous (si 
disponibles) : 

Canada Vigilance No Clarification 
000980575 Veuillez SVP donnez toute information supplementaire concernant : 

Date de reception Est-ce que c' est possible que vous avez aussi t rans mis une declaration initial le 22 juillet 

[Sante Canada]: 15 2021? L'ecriture nous semble identique mais dans la section B <{ renseignements sur le 

decembre 2021 declarant », !'information du patient- est fourni. 

Vaccin COVID-
19 Spikevax (IModerna) 

Votre action dans les meilleurs delais serait grandement apprecie pour !'evaluation de ce cas. 

Si vous avez besoins de plus d'informations, n'hesitez pas a me contacter. 

Merci de votre collaboration, 

Michelle Seguin 

Le Programme Canada Vigilance, Sante Canada 
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I ATIA- 19(1) I 

Seguin, Michelle (HC/SC) 

From: 
Sent: 
To: 

2023-01-13 5:14 PM 
Seguin, Michelle (HC/SC) 

Subject: Re: Suivi par Sante Canada - Vaccin COVID-19 Spikevax (Moderna) 

Oui , il s'agit de la meme personne. Je I ai accompagne lorsqu' il I a declare. Jen etais pas certaine que sa 
declaration ai t ete envoye. 

N'hesitez pas si vous avez d autres questions 

Leven. 13 janv. 2023 a J 4:23, Seguin, Michelle (HC/SC) <m.icbelle.seguin@hc-sc.gc.ca> a ecrit: 

Chere Mme. 

Merci pour la declaration d 'un effet secondaire suivant !'immunisation (ESSI). Par consequent de suivi 
d'evaluation par Sante Canada, le Programme de Canada Vigilance (PVC) a identifie. cette declaration pour un 
SUlVI. 

L'inf01mation que vous avez fournie dans votre declaration a ete enregistree dans la base de donnees du 
Programme Canada Vigilance sous le numero de declaration d'effet indesirable (DEI) 000980575. 

Informations supplementaires sur les EI apres la vaccination par le vaccin COVID-19 

Pour votre information, Sante Canada (SC) et l'Agence de la sante publique du Canada (ASPC) se partagent la 
surveillance de la securite des vaccins au Canada. Pour en savoir plus, veuillez consulter la page Web 
Declaration des effets secondaires suivant !'immunisation (ESSD au Canada 

SC et l'ASPC collaborent etroitement pour surveiller !es rappo1ts d'evenements indesirables suivant 
!'immunisation avec les vaccins COVID-19 au Canada par le biais du PVC et du Systeme canadien de 
surveillance des effets secondaires suivant l'inununisation (SCSESSI). Les ESSI sont surveilles de fa9on 
reguliere. Le gouvernement du Canada publie chaque semaine des infonnations sur les ESSI avec les vaccins 
COVID-19. 

Pour nous aider dans nos activites de surveillance, veuillez nous envoyer Jes infonnations de suivi ci-dessous 
(si disponibles) : 

1 
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Canada Vigilance No CJarifica tion 
000980575 Veuillez SVP donnez toute information supplementaire concemant: 

Date de reception 
[Sante Canada]: 15 
decembre 2021 

Est-ce que c'est possible que vous avez aussi transmis une declaration initial le 22 
juil/et 2021? L' ecriture nous semble identique mais dans la section B 
« renseignements sur le declarant >>, l'infom1ation du patient (JYB) est fourni. 

Vaccin COVID-
19 Spikevax 
(Moderna) 

Votre action dans les meilleurs delais serait grandement apprecie pour !'evaluation de ce cas. 

Si vous avez besoins de plus d'informations, n'hesitez pas a me contacter. 

Merci de votre collaboration, 

Michelle Seguin 

Le Programme Canada Vigilance, Sante Canada 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction J.11formation Specialist/ Specialiste de !'in.formation sur [es effets indesirables 
Marketed Health Products Directorate I Dfrection des produits de sallte conunercialises 
Health Products and Food Branch I Direction ge11erale des produits de sante et des aliments 
Health Canada I Sante Canada 
michelle.seguin@canada.ca 
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ATIA - 19(1) 

lcanada Vigilance AER#: 1000981762 (0) 

Canada Vigilance HC Latest Received Date: 
20211224 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20211224 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- DHPR- 20211224lf51~4_222643() 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada Canada 
1-----------'-~-'---'---...,__---~---'-------~----1 

Type of report 

~ponlaneoue 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

--------------~-----------------! 
Additional documents? (A.1.8.1) 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

Other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

Community -

Date of birth (B.1.2.1) 

Gestation Period 

GP medical record 
no. 

Date of death 

2021-
CCYYMMDD 

(B.1.2.2.1) 

(8.1.1.la) 

Age group (8.1.2.3) 

LMP date 

Specialist 
(B .1.1.1b) 

record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/b1rth 
defect? 

Other medically important 
condition? 

Yes 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

73 Years 

(B.1.1.1c) 

(B.1 .2.2I 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

lozinameran 

Country drug obtained (B.4.k.2.3) Batch/lot no. lt>.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

.3 ml 

Dosage text (8.4.k.6) 

30 MCG I 0.3 ML IM 
frequencytext: 1 x 

Pharmaceutical form (8.4.k. 7) Route of administration (B.4.k.S) Parent route of ad min (8.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2021 - 2021-
CCYYMMDD CCYYMMDD 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

6 Days 6 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k,17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedORA version (B.4.k.17.2a) Which react ion(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000981762 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AMLODIPINE 

Active Substance names (B.4.k.2.2) 

amlodipine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000981762 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CICLESONIDE 

Active Substance names (B.4.k.2.2) 

ciclesonide 

country drug 01>ta1ne<1 (H.4.k.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000981762 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant DULOXETINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

duloxetine hydrochloride 

country arug 01>tatnea (t!.4.k.2.:J) t1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000981762 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ROSUVASTATIN 

Active Substance names (B.4.k.2.2) 

rosuvastatin 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistTatlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (8.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 

Page: 1,344 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: 1000981762 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant BAKTAR 

Active Substance names (B.4.k.2.2) 

sulfamelhoxazole-trimethoprim 

country arug 01>ta1nea (1:1.4.k.2.3) 1:1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000981762 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CALCIUM CARBONATE CO 

Active Substance names (B.4.k.2.2) 

calcium 

country arug 01>ta1nea (H.4.k.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,346 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: 1000981762 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN D31000 IU TABLETS 

Active Substance names (B.4.k.2.2) 

vitamin d 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 80006935 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000981762 (0) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FERROUS GLUCONATE 

Active Substance names (B.4.k.2.2) 

iron 

country arug 01>ta1nea (H.4.k.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000981762 (0) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FOLIC ACID 

Active Substance names (B.4.k.2.2) 

folic acid 

country arug 01>ta1nea (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

lcanada Vigilance AER#: 1000981762 (0) 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

salbutamol 

country drug 01>ta1ned (H.4.k.:l.:J) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k .S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Medicinal product name (B.4.k.2.1) 

SALBUTAMOL 

Hatc1111ot no. {tS.4.k.3) 

Route of administration (B.4.k.8) 

MedDRA version (B.4.k.11a) 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Page,121 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11 b) 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

t---------------
MedDRA version (B.4.l<.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (8.2) 
Reaction/event as reported by primary source 

AUTOIMMUNE HEMOLYTIC ANEMIA 

(B.2.1.0) Cun·enl reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hlghtlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Autoi mmune hemolytic ane mia 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Aotoimmune haemolytic anaemi a 

Start Date (B.2.i.4) 

2021'11111 
CCYYMMDD 

End Date (B.2.i.5) 

202~ 
CCYYHMDD 

Duration 

3 Days 

Reaction first time (8.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

6 Day s £ Days 

Reaction/event as reported by primary source 

STROKE 

(B.2.i.O) Current reaction 

(B.2.i.6) 
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Canada Vigilance AER#: 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Term hlghtlighted by the reporter? 

00098176.2 (0) 

Reaction/event MedDRA term(LL T) (B.V.1.b) 

Stroke 

Reaction/event MedDRA term (PT) IB.2.i.2.b) 

Cet ebr-ovascu : a r a-::cident 

(B.2.i.3) Start Date 1B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time IB,2.i.7.2) Outcome (B.2.i.81 

Reaction/event as reported by primary source 
JAUNDICE 

(8,2.i.O) C1,.1rrent reaction 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) 

reaction/event term LL T 

26 . 0 Jau11d!ce 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 

reaction/event term PT 

26 . 0 J a undi ce 

(B.2.1.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 
MULTISYSTEM ORGAN FAILURE 

(B.2.1.0) Curronl raactlon 

MedDRA ve·rsion for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 , 0 

{B.2.i.1.a) 

(B.2.i.2.a) 

Reactlonlevent MedDRA term(LL T) 

Mul t i organ f a i lure 

Reaction/event MedDRA term (PT) 

Mul tiple organ dysfunction syndrome 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hightlighted by the reporter? (B.z.i.3) Start Date (B.2.i.4) End Date (B.2.1.5) Duration 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 
LIVER FAILURE 

(B.2.i.01 Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Liver f a ilure 

Reaction/event MedDRA term (PT) 

Hepati c failure 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.51 

Reaction first time (B.2.1.7.1) 

Durat ion 

(8,2.1.8) 

PageU 3 

(B.2.i.6) 

(B,2.1.6) 

(B.2.1.61 

(B.2.i.6) 
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ATIA- 19(1) 

The patient presented t on 2021 with autoimmune 
hemolytic anemia 6 days pos e previously occurred on prior dose and 
.... 1a.s t t:ea ted successfully. 'l'hi s symptoms and was diagnosed clinically with 
stroke. Patie~ Hed shortly thereafter. An autopsy was performed a l 1 1 fospital {under standing 
contract for 1111 to cover LH adult autopsies) , and confirmed massive jaundice and findings consistent with 
mult.isystem organ failure . Na specific acute brain 8V@nt was evident to sufficiently explain de.ath . Death is 
preliminarily attributed to complications of the autoimmune hemolytic anemia, itself likely a side effect of the 
vaccine . 

Most cesponsible physician believed to be M- CPSN 
aware the event is being reported . 

Dhpr log details : 
Safety Report ID: CA-DHPR-20211224115124 222643 
Type of Report : Initial 
HC Ref. t,o : 
Reporter file No. : 
'rtansmission o 20211224 

Patient ID: 
Age : 73 Year (s) 
Sex : Male 
Height : 
Weight : 

Spoke witti Dr .- briefly and he i s 

~ed History: Idiopathic warm autoitnmune hemolyt.ic anemi a , likely idiopathic, s/p prednisone taper with good 
response , in remission 
Diffuse large B-cell lymphoma , remote , s/p chemotherapy, de@rr:.od cured 

Allergies : 

Serious Death : Yes 
D~te of Death : 2021-
Serious Life- Threatening: Yes 
Serious Disability : 
Serious Hospitalization : 
Serious Congenital Anomaly: 
Serious Other : Yes 
Serious Other Explai n : Pr esented with autoimmune hemolytic anemia 6 days after receiving COVID- 19 vaccine, having 
had a similar reaction to a prior dose . 

Reaction 
Outcome : Died 
Reaction St.art Date: 202 ~ 
Reaction End Date : 2021--
RC:!action D@scription : Patienc experienced autoimmune hemolytic anemia , likely liver failure , and multisystcm oi:::gan 
failure, resulting in death. Had received COVID-19 vaccine on 2021- Autopsy confirmed findings in keeping 
with this on 2021 -

Suspect Product 1 
DIN #/NPM ~ : 02509210 
Product Name : COMIRNATY - PR8VIOUSLY/ AUPARAVANT - PFIZER- BIONTECH COVID- 19 VACCINE 
Strength : 
Strength ot:her : 
Dosage form: 30 MCG / 0 . 3 ML IM 
Manufacturer ; PFIZER-BIONTECH 
LOt #: 

Expiry d~te : 
Product. start. date : 20~ 
Product e nd date : 202~ 
Dose : 30 MCG / 0.3 ML IM 
Frequency: lx 
Route of administration: Intramuscular 
Route of administration - Other: 
Indication : Vaccine 
Reported to Mfr : No 
Date reported to Mfr : 
Mfx- Reference ouil'l.ber : 
Drug action taken : Not applic:ahle 
Dechallenge : N/A 
R@chall@ng@ : N/A 

Concomitants: amlodip1.ne 5 mg daily, cicleson1.de 50 mcg nasal ~pray daily , duloxetine 90 mg daily , rosuvastatin 20 
daily, eulfamethoxazole- trimethoprim (800-160 mg 3x per week) , calcium carbonate 500 mg daily , vitamin D3 2000 U 
daily, ferr:ous gluconate 300 mg 3xh1eel<, folk acid 5 mg dally , salbutamol inhaler as needed 
Test/Lab results narrative : Autopsy : death , preliminarily attributed to a compl i cation of COVID- 19 vaccine 

PageU4 
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Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB,S.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1eJ Normal low range (8,3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (8,3.2) 

--- - --~ ----- -~- - - -- -- -
Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 , 0 Autoimmune hemolytic anemia 

Start date 1B.1.7.1c) Continuing (6.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Diffuse large 6-cell lymphoma 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.la.1) Episode name (B.1.7.1a.2) 

26 . 0 Chemother apy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B,1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Idiopathic wai:m autoimmune hemolytic anemi a 1 l i kely idiopathi c , s /p predni sone taper with good response, i n 
-remissi on 
Diffuse large B- cell lymphoma, s/p chemotherapy , de<rmed c ured - -- - -- - - - - - -- -

remote_, - - - -•- - - - -- - - - - - - - - - -- - -- -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) 

Indication MedORA version (B.1.81.1) 

Reaction MedORA version (B.1.8g.1) 

Weight(Kg) (B.1.10.4) Height (cm) 

End date (B.1.8e) 

Indication (B.1 .at.2) 

Reaction (B.1.Sg.2) 

(B.1.10.5) Sex (B.1.10.6) 
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ATIA-19(1) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) 

Med0RA ve·rslon for Indication 

MedDRA version for reaction 

(A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) 

Stre~t (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Drug end date (B.1.10.Be) 

(B.1.10.Bf.1) Indication (B.1.10.a1.21 

(B.1.10.89.1) Reactions (B.1.10.Bg.2) 

name 

Reporter department 

(A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

I Middle name (A.3.1.ld) 
-
Family name 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1.4i) 

(A.2.1.1dl 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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From: 

Sent: 
To: 

Cc: 

Subject: 

Attachments: 

Good afternoon, 

l!Y, Justine (HC/SC) on behalf of Canada Vigilance COVID19 

vaccine/ vaccin COVID19 (HC/SC) 
2022-01-19 12:54 PM 
Eng, Kathleen (HC/SC)_; Lavigne, Andree-Anne (HC/SC); Jawad, 

Aasha (HC/SC) 
Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC); 
Seguin, Michelle (HC/SC).; l!Y, Justine (HC/SC)_ 
FW: [External) RE: Health Canada Follow-Up / Clarification 
Request 

PH Hx.pdf 

Please see attached for the response to the follow up request concerning: 000981762. 

@Aasha, can you please attach/track this follow-up accordingly to the report? 

Thank you, 
Justine 

From 
Sent: - - : 
To: Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) <canada.vigilance.covid19vaccine
vacci ncovid 19@hc-sc.gc.ca> 
Cc: rnichelle.seg!J.in.@canada.ca 

Subject: RE: [External] RE: Health Canada Follow-Up/ Clarification Request 

Please find documents I have attached. (Sorry, it has been an extremely taxing few weeks) 

From: Seguin, Michelle (HC/SC) <michelle.seguin@hc-sc.gc.ca> On Behalf Of Canada Vigilance 

COVID19 vaccine/ vaccin COVID19 (HC/SC) 
Sent: Wednesday, December 29, 2021 2:00 PM 

To. 
Cc: Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) <canada.vigilance.covid19vaccine
vaccincovidl9@hc-sc.gc.ca> 

Subject: [External] RE: Health Canada Follow-Up/ Clarification Request 

EXTERNAL 

Re: Health Canada Follow-UP- Clarification Reguest 

Good afternoon Dr. 
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We are contacting you today to thank you and t o confirm receipt of the adverse event 
following immunization (AEFI) report initially submitted to the Canada Vigilance Program on 
December 24th, 2021 regarding suspect produ-ct: COMIRNATY (Pfizer-BioNTech) COVID-19 
VACCINE. 

As t he result of internal Health Canada assessment process, the Canada Vigilance Assessment 
Team has identified t he present individual case safety reports (ICSRs) where clarification rs 
needed in order to complete t he case evaluation. 

Canada Vigilance Case Clarification Requested 
Number 

000981762 To further assess this report it would be helpful to have the 
following information: 

• Confirmation of date and vaccine for 2 prior COVID 
vaccine doses 

• Confirmation of autoimmune hemolytic anemia 
following prior dose of COVID vaccine (medical 
confirmation, date of onset following vaccination, 
laboratory confirmation, clinical status etc.), 
treatment and evidence of full recuperation 

• Patient past medical history (over and above what 
was provided, if applicable: Idiopathic warm 
autoimmune hemolytic anemia, likely idiopathic, s/p 
prednisone taper with good response, in remission 
Diffuse large B-cell lymphoma, remote, s/p 
chemotherapy, deemed cured) 

• Confirmation of medications, indications and duration 
of medications if available (reported concomitants 
were: amlodipine 5 mg daily, ciclesonide 50 mcg nasal 
spray daily, duloxetine 90 mg daily, rosuvastatin 20 
daily, su lfamethoxazole-trimethoprim (800-160 mg 3x 
per week), calcium carbonate 500 mg daily, vitamin 
D3 2000 U daily, ferrous gluconate 300 mg 3x/week, 
folic acid 5 mg daily, salbutamol inhaler as needed) 

May you please kindly respond to bot h myself, Michelle Seguin: michetle.seguin@canada.ca 
in addition to the Canada Vigilance COVID-19 Vaccine generic account 
(hc.c:anada.vigilance.COVID19vaccine-vaccinCOVID19.sc@canada.ca). 

Or, if you prefer, you may fax the requested information to t he Canada Vigi lance Program fax 
at 1-866-678-6789; please cite case number 000981762. 
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I ATIA-19(1 ) I 

If you require further information within the scope of this request, please do not hesitate to 
contact me. 

We thank you once again for your time. 

Sincerely, 

Michelle Seguin 

The Canada Vigilance Program, Health Canada 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist / Speclallste de !' information sur les effets lndesirables 
Marketed Health Products Directorate I Direction des produits de sant e commercialises 
Health !Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada I Sante Canada 
michelle.seguin@canada.ca 

This e-mail may contain confidential and/or plivileged infonnation for the sole use of the 
intended recipient. 
Any review or distribution by anyone other than the person for whom it was originally 
intended is strictly prohibited. 
If you have received this e-mail in error, please contact the sender and delete all copies. 
Opinions, conclusions or other information contained in this e-mail may not be that of the 
organization. 

If you feel you have received an email fro~ of a commercial nature and would like to be 
removed from the sender's mailing list please do one of the following: 
(I) Follow any unsubscribe process the sender has included in their email 
(2) Where no unsubscribe process has been included, reply to the sender and type 
"unsubscribe" in the subject line. If you require additional infonnation please go to our UHN 
Newsletters and Mailing Lists page. 
Please note that we are unable to automatically unsubscribe individuals from all UHN mailing 
lists. 

Patient Consent for Email: 

llllllratients may provide their consent to communicate with - bout their care using 
email. All electronic communication carries some risk. Please visit our website here to learn 
about the risks of electronic communication and how to protect your privacy. You may 
withdraw your consent to receive emails fro~ me. Please contact your care 
provider, if you do not wish to receive emails from-
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I ATIA-19(1) 

DOB: - 948 (73y) Male HCN-

Consultation Report 
Provider 

CONSULTATION REPORT 

HCN: 

Reported By 

IDENTIFYING 

948, Sex: M 

entleman whom I saw in person today in the 
2021. He was referred to 

Hematology by his family doctor, for a new onset of 
macrocytic anemia, query MDS . is actually Dr - as he is a 
family doctor and has been for many years. 

PAST MEDICAL HISTORY: 
1 . Diffuse large B-cell lymphoma in 2003 - I do not have the formal 
pathol ogy but some notes in our metastatic suggest that i t may have been 
a T- cell rich diffuse large B-cell lymphoma . He was treated with R-CHOP 
at that time, actuall y on a clinical trial in 2003 at 

It looks like he went into complete response and has been in 
remission ever s ince. 
2. Allergic rhinitis. 
3 . Asthma. 
4 . Eczema. 
5. Hypertension. 
6 . Left bundle branch block. 
7 . Carotid stenosis . 
8 . BPH. 
9 . Osteopenia. 
10 . Left medial meniscal tear . 
11. Patellofemoral syndrome, left knee. 
12. Cervical spondylosis 
13. Degenerative disc disease . 
14. Low testosterone . 
15. Previous cystitis. 
16. Remote rib fractures. 
17 . Tonsillectomy . 
18. Cataract. 

MEDICATION ( S) : 
1 . Amlodipine 5 mg p . o. daily . 

Page No: 1 
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D0~ 948 (73y) Male HCN 

2 . Calcium 500 mg p . o. dail y. 
3. Duloxetine 90 mg p.o. at bedtime. 
4 . Crestor 20 mg p.o. daily. 
5 . Ventolin 2 puffs inhaled p . r . n . 
6. Vitamin o 1000 units p.o. daily. 

ALLERGIES : 
There is a previously documented allergy to PERINOOPRIL. 

***** 
***** 

SOCIAL HISTORY: 
or ... lives with his family 
alcoholic beverages per day . 
family physician and does not 

HISTORY OF PRESENT ILLNESS : 

Reported by : 

in He drinks about two 
He is a nonsmoker. As mentioned, he is a 
have private drug coverage . 

Essentially, Or .lllll describes having shortness of breath on exertion as 
well as fatigue over the past month. He says this came about relatively 
acutely and prior to that he has been overall feeling well. He says at 
rest he i s doing fine . He denies any symptoms of jaundice, scleral 
icterus , dark urine or pale stools . He denies any constitutional 
symptoms. No fevers, chills, night sweats or weight loss. He has no 
new lymphadenopathy anywhere on the body. He denies any chest pain. 

PHYSICAL EXAMINATION : 
On examination today , Or. lllliooks quite well. His weight today is 73 
kilos. Temperature is 37.2, heart rate 90, blood pressure 155/84, 02 
sat 97% on room air. Cardiac exam shows a slight systolic murmur and 
normal Sl, S2 . Respiratory exam shows good air entry bilaterally with 
no adventitious sounds. Abdominal exam shows a soft, nontender abdomen 
with no palpable organomegaly. There is no palpablW.:phadenopathy in 
the head and neck, axillary or inguinal areas. Or. - looks pale to 
the examination, but not overtly jaundiced and there is no overt scleral 
icterus. 

INVESTIGATION(S): 
Bl ood work from the outside lab prior to his assessment showed a 
hemoglobin of 88 with an elevated MCV at 109 and the referral was made 
for a query MOS. Previous hemoglobins from a couple of years back were 
completely normal in the 130s. 

Looking at his blood work from today, his hemoglobin is a bit improved 
at 101. MCV still elevated at 107 . 5. White count is normal at 4, 
platelets normal 284, neutrophils normal at 3.3. Retie count is 
e levated today at 191 . Ferritin i s normal at 115 . B12 is 192, 
creatinine 112 with a creatinine clearance of 44 . His calcium is 2 . 2, 
total bilirubin slightly elevated at 24 and LOH is elevated at 393. 
Based on the initial CBC which showed elevated reticulocytes as opposed 
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ATIA - 19(1) 

DOB:- 1948 (73y) Male HC~ 

to low reticulocyte, I did ask for further testing to rule out 
hemolysis. I added on a haptoglobin, which at the moment is still 
pending as well as a direct antigl obulin test. 

ASSESSMENT AND PLAN: 
Dr . .... is a 72-year-old gentleman with macrocytic anemia in the 
con~ previous lymphoma over 15 years ago, treated with 
chemotherapy. He has been in remission ever since. The question I was 
asked about a new macrocytic anemia and whether it could be related to 
MOS. 

I discussed things with Dr.--oday and showed him his blood work. 
Overall, based on the clini~ story, MOS would be a reasonable 
suspicion, however, the fact that the reticulocyte count is elevated, it 
does not correl ate wi th that . I do wonder, in fact, if there is 
actually a hemolysis that is going on here given that there is an 
elevated reticulocyte count, there is an elevated LOH and a slightly 
elevated total bilirubin. Certainly, the confirmatory test would be the 

Reported by : 

haptoglobin and the direct antiglobulin test, which are stil l pendi ng . 
Overall, I think at this point the most prudent thing is for us to wait 
for the results of these tests and then decide how to proceed from 
there. I described that if this was hemolysis, the most common cause is 
something called warm autoimmune hemolytic anemia . I described that in 
most cases this is idiopathic, but can sometimes be brought on by other 
conditions like lymphomas or other malignancies . The initial treatment 
for this is usually with prednisone as well as nutritional supplements. 

If this is indeed MOS , I would say that it is most likely to be a low 
risk for MOS . The reason I say this is because the other counts, the 
white blood cell count and platelet count are completely normal. Dr. 

- seems to have been spending a lot of time thinking about whether 
~ s was MOS and did ask about other things like treatments including 

things like stem cell transplant . I did describe that whereas yes these 
are potential treatments for MOS, at this point there is really no 
confirmation at all that, that is what he has and it is probably safest 
to approach things one at a time . He understood this and was happy to 
wait f or further investigati ons. At this point, I will plan to call Dr. 

- later on this week once they have confirmatory investigations. I 
may have some result even later this evening and can touch base with him 
at that point . If this is hemolytic anemia , I will call him and likely 
prescribe him a course of prednisone as well as other supportive 
medications. If the hemolytic anemia investigations are negative, then 
we will have another discussion about proceeding forward with a bone 
marrow biopsy, probably in short fashion in the next week or two . 

Thank you for allowing me to participate in the care of Dr . • His 
questions were all answered to his satisfaction and I will plan to 
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DOB:- 1948 (73y) Male HC 

follow up with him later this week over the phone. 

Electronically authenticated by Dr . 

-DD: 
DT: 
RT : 
RPT 

cc: 
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ATIA-19(1) 

DOB:- 1948 (73y) Male HCN 

ONCOLOGY NOTE 

1948, Sex: M 
HCN: 
Acct 

Reported By M.D . 

DATE OF CLINIC: 

- 2021. 

DIAGNOSIS(ES): 
Warm autoimmune hemol ytic anemia - likely idiopathic with no known 
secondary cause. Presented with hemoglobin in the 80s to 100. To start 
prednisone. 

INTERVAL HISTORY: 
~ is a 72-year-old gentleman with whom I spoke to over the phone 
~ 2021. I last saw him in-person earlier this week as a 
first consultation for anemia. At that time, he was referred by Dr. 
- for consideration of MOS due to his previous history of lymphoma, 
treated with chemotherapy. Today, I spoke to - over the phone due to 
the risk of COVID- 19. We discussed the risks and benefits of telephone 
assessment including the lack of physical examination, as well as the 
need for him to seek in- person medical attention if necessary. -
understood this , was able to give consent today. 

Since I last spoke to- overall he has continued to be well. It 
seems like he did still have quite a bit of anxiety with regards to the 
potential of this being a diagnosis of MOS, which is a hematologic 
malignancy and does significantly affect his overall prognosis and 
duration of life span. Overall, he says his energy levels are stable. 
He has not noticed any signs or symptoms of bleeding and denies any 
chest pain or shortness of breath. 

PHYSICAL EXAMINATION: 
Deferred as t his is a telephone assessment. 

INVESTIGATION(S): 
I have results of all the blood work that was previously pending from 
his last visit. Essentially, at that time, his hemoglobin was low at 
101 and his LOH was elevated at 393. I can now confirm that his 
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D08- 948 (73y) Male HCN-

haptoglobin was undetectable and a direct antiglobulin test or the 
Coombs test was positive for IgG coding the red blood cells. This 
confirms a diagnosis of warm autoimmune hemolytic anemia . 

ASSESSMENT AND PLAN: 
Dr. - is a 72-year-old 
autoimmune hemolytic anemia . 
source and is suspected to be 

***** 
***** 

gentleman with a new diagnosis of warm 
At this point , there is no clear secondary 
idiopathic. 

Reported by 

- and I had a long discussion about the diagnosis, as well as the 
treatment going forward. I described that warm autoimmune hemolytic 
anemia is an immune mediated phenomenon, which leads to immune mediated 
destruction of the red blood cells. The treatment of this in t he acute 
setting is with a high dose of prednisone to control the immune system 
and control the hemolysis. As well, I have prescribed the patient a 
variety of medications to help with managing the potential side effects 
of prednisone as well as medications to active hematinics to help with 
red blood cell production. Essentially fo~ this will consist of a 
starting dose of prednisone 75 mg daily for two weeks, which is 1 mg/kg 
with his weight around 73 kilograms . With regards to supportive 
medications , I have sent prescriptions to his pharmacy for Tecta 40 mg 
daily for stomach prevention, increased his calcium and vitamin D to 
1000 mg of calcium daily and vitamin D 2000 units daily, as well as sent 
a prescription to his pharmacy for Septra-DS 1 tablet Monday, Wednesday, 
Friday for PJP prophylaxis. I described the other side effects of 
steroids could include increased a~e, weight gain, fluid retention, 
anxiety, agitation, and insomnia. - being a physician knew most of 
this already . Other prescription I gave him today were for maintaining 
his red blood cell building blocks such as a prescription for v i tamin 
B12, folic acid, as well as ferrous gluconate. 

Overall, - was quite happy to hear that this did turn out to be 
hemolytic anemia as opposed to MOS. I did describe to him that often 
hemolytic anemia like this does respond to a prolonged taper of 
steroids, but there is always a chance similar to another hematologic 
condition like ITP that it may relapse in the future . 

My plan for - is to follow up with him in two weeks with some repeat 
blood work. He knows if he does notice any significant drop in energy 
level or any significant side effects to either call my office or go 
directly to the emergency department if it is felt to be severe. 

Electronically authenticated by Dr. 

M.D. 
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DOB- 1948 (73y) Male HCN 

Progress Re 
Provider: 

ONCOLOGY NOTE 

DATE OF CLINIC: 
- 2021. 

DIAGNOSIS(ES): 

M 

M.D. 

Warm autoimmune hemol ytic anemia - likely idiopathic with no known 
secondary cause. Presented with hemoglobin in the 80s to 100s. Started 
prednisone 75 mg daily about 7 to 10 days ago. Previous history of a 
diffuse large B-cell lymphoma in 2003 treated with chemotherapy in 
remission ever since . 

INTERVAL HISTORY: 
Dr. ear- o l d gentleman with whom I spoke to over the 
pho 2021 . I last spoke to him a couple of weeks ago 
and once again we spo e over the phone due to the risks of COVID in 

- and once again he gave consent. 

- does describe a bit of a delay in obtaining the prednisone to start 
for his anemia. The reason is because he was actually trying toge~ 
shingles vaccination before then and he has done. Apart from that, _ 
does note that more recently since starting prednisone, he has noticed 
sweating in the nighttime. He says that these do occasionally require 
him to wake up in the middle of the night and to switch his sheets or 
specifically to put a towel over his sheets to control the sweating. He 
says that this may have been present a little bit before starting 
prednisone, but it is very noticeable now. Apart from that, he denies 
any fevers, chill s, weight loss or lymphadenopathy . His sleep is 
overall sustained, but still a little bit disturbed by prednisone. 
Energy level seems steady and he denies any chest pain or shortness of 
breath . He has not had any recent signs or symptoms of bleeding. 

PHYSICAL EXAMINATION; 
Deferred as this is a telephone assessment. 

INVESTIGATION(S): 
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DOB: - 1948 (73y) Male HCN: 

- s most recent lab work shows no improvement in h i s he moglobin as of 
yet. His hemoglobin is still steady at 98. Last time I saw him, it was 
101 . White count 5.8, platelet count 334 , both normal. Reti e count is 
elevated at 232 , as it would be expected and MCV is still high at 110 . 
LOH is 272 still elevated, however, now total bilirubin and haptoglobin 
have normalized. Creatinine is 97. 

ASSESSMENT AND PLAN: 
- is a 72- year-old gentleman with warm autoimmune hemolytic 

***** 
***** 

Reported by : 

anemia on prednisone 75 mg dail y, which isl mg/kg . He has had onl y 
about 8 or 9 days of prednisone so far and his hemoglobin still has not 
yet improved. I described to him that I want to see at least some improvement 
in his hemoglobin before starting to taper prednisone , so I did give him 
another prescription for 75 mg daily to go forward . I will plan to see 
him again in 2 weeks to recheck his blood work and hopefully by that 
t i me he has had some response . He does have some good signs in that his 
haptoglobin and bilirubin are normal and hopefully in 2 weeks the 
hemoglobin will have improved as well. As well, he will continue on 
with his other prophylactic medications as we had started previousl y . 

With regards to the night sweats again this does seem to be temporally 
related to the steroids. Given, however, there is a previous history of 
lymphoma and the fact that now there is a new warm autoimmune hemolytic 
anemia and rarely this is secondary to lymphoproliferative disorder . I 
will organize CT scans of the neck, chest, abdomen and pelvis to rule 
out any malignancy here. 

Thank you for allowing me to participate in Dr. - care . I will plan 
to follow up with him in a couple of weeks. 

2D 
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ATIA-19(1) 

D08:- 948 (73y) Male HC~ 

Progress Report 

ONCOLOGY NOTE 

1948, Sex: M 
HCN: 
Acct 

Reported By M.D. 

DATE OF CLINIC: 

- 2021. 

DIAGNOSIS(ES): 
Warm autoimmune hemol ytic anemia - likely idiopathic . Presented wi th 
hemoglobin in 80s to 100. Started prednisone 75 mg daily and has been 
on it for about three to four weeks. Hemoglobin is starting to respond. 

Plan for long prednisone taper. Previous history of diffuse large 
B-cell lymphoma in 2003 treated with chemotherapy, in remission since . 

INTERVAL HISTORY: 
Dr. ~-year- o l d gentleman with whom I spoke to over the 
pho~ 2021. As previous, we spoke as a phone appointment 
due to the risk of COVID in - and once again he gave consent. 

Overall, - continues to do reasonably well on the high dose 
prednisone. He says that he feels somewhat of a hypomania that actually 
seems like it gives him more energy, but otherwise seems to have 
tolerated the prednisone reasonably well . He has not had a significant 
weight gain or sleep disruption as yet. He denies any fevers, chills, 
night sweats or weight loss recently; however, he did complain about 
some night sweats previously . We do have a CAT scan that was ordered 
that is still pending about that. As I mentioned in a previous note, 
Dr. - has had his first dose of the COVID vaccine previously and is 
dueforhis next dose next month. He has not noticed any jaundice, dark 
urine or pale stools . 

PHYSICAL EXAMINATION : 
Deferred as this is a telephone assessment. 

INVESTIGATIONS: 
His most recent blood work shows an improvement in his hemoglobin up to 
118, previously was 98. White count 8 . 4, platelet count 252 , MCV 103, 
retie count 91. Total bilirubin 12, LOH 250. Haptogl obin 1.57. 
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DOB- 1948 (73y) Male HC~ 

Progress Report -
Provide 

Essentially, this suggests that the hemolysis is minimal at this point, 
LOH i s sti l l elevated, but a ll the other hemol yti c markers are normal. 
He still has some degree of MCV increase with normal retie count. 

ASSESSMENT AND PLAN: 
- Hoy is a 72-year-old gentleman with a warm autoimmune hemolytic 
anemia . He has had a good jump in his hemoglobin and now I think it is 
safe for us to decrease his prednisone and start the taper. I will be 
doing a taper of 50 mg for one week, 40 mg for one week, 30 mg for one 

Reported by: 

week, 20 mg for one week, 15 mg for one week, 10 mg for one week, 5 mg 
for one week, and then he can stop . I wil l continue to ask him to do 
his blood work every two weeks for the time being. As well, he will 
continue on with all his prophylactic medications. 

There is still a CT scan that is pending, which is due to happen in the 
next week and I will follow up on that . I will plan to speak to Dr.
again over the phone in about four weeks to review the next coupl e of 
rounds of his blood work. 
El ectronically authenticated by Dr. 

cc: 
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ATIA - 19(1) 

D0--1948 (73y) Male HCN:-

ONCOLOGY NOTE 

1948, Sex : M 
HCN: 

Reported By M.D. 

DATE OF CLINIC: 
- 2021 

DIAGNOSIS(ES): 
Warm autoimmune hemol ytic anemia - likely idiopathic . Presented wi th 
hemoglobin in 80s to 100. Started prednisone 75 mg daily, and now on 
taper with good response. Previous history of diffuse large B- cell 
lymphoma in 2002 through 2003 , treated with chemotherapy, in remission. 

INTERVAL HISTORY: 
is a 72- year-old gentleman with whom I spoke with today, 

As previous, we spoke as a phone assessment due to the 
ris o COVID in Ontario and once again he gave consent . 

Overall,- continues to do reasonably well. He has actually had been 
a bit easier in the last few weeks as his prednisone continues to taper 
down as he has not had as much trouble wi th t he sweats that he was 
struggling with earlier on. In general, he just feels better. He does 
confide in me the significant stress of his work as he has had to work 
very hard, especially recently during his illness . 

Physical examination was deferred as this is a telephone assessment . 

INVESTIGATION(S): 
- s most recent blood work shows a hemoglobin of 120 , white count 

8.6, platelet count 299. LOH is still mildly elevated at 300, but 
bilirubin is 9 and haptoglobin is 1.45 completely normal . Retie was 
only mildly elevated at 108 . 

ASSESSMENT AND PLAN: 
Dr.--is a 72- year-old gentleman with warm autoimmune hemolytic 
ane~ as had a good response to prednisone and his hemolysis is 
minimal at this point. He is currently on 20 mg of prednisone and will 
continue taperi ng down . He should be completed his taper in about 4 
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Progress Report -
Provide, 

DOB- 1948 (73y) Male HCN:-

202119:1 ~ 
Status: Final 

weeks' time. I will plan to follow up with his blood work a couple of 
weeks after he has completed the taper just to see where things have 
leveled off. 

I should mention that- did recently have a CT scan of the chest, 
abdomen and pelvis to look for any recurrence of lymphoma or other 
explanation for his hemolytic anemia. Reassuringly, the CT scan only 
identifies the small node in the axilla that was known from previous 
that has been unchanged in size, ever since 2003. There is no other 

***** 
***** 

Reported by: 

suggestion of malignancy .• was very happy to hear that . I will 
plan to follow up with him over the phone after he has completed his 
prednisone. 

Electronically authenticated by Dr. 
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ATIA-191 

DOB- 1948 (73y) Male HCN:-

ONCOLOGY NOTE 

HCN: 
Acct 
Site: 
Date of Service: 
Reported By: 

DATE OF CLINIC: 

- 2021. 

FAMILY PHYSICIAN: 
Dr . 

DIAGNOSIS(ES): 

1948, Sex: M 

ocation: -
2021 

M.D. 

Warm autoimmune hemolytic anemia, likely idiopathic. Presented with 
hemoglobin in 80s to 100s. Started prednisone 1 mg/kg and has now 
tapered off. Initially a good response, but hemoglobin has dropped 
again after completing therapy. Previous history of diffuse large 
B- cell l ymphoma, treated remotely with chemotherapy, essentially cured. 

Dr. 72- year-old gentleman with whom I spoke with over the 
, 2021. I last reviewed him just about a month ago. 

I did try to get a old of him last week to review h i s blood work, 
however, I was unable to reach him on the phone. - was away that day 
and did see my message that I left . once again, we spoke over the phone 
due to the risks of COVID in - and once again he gave consent. 

Since I last spoke to him,_ does note that his energy level seems to 
have dropped to touch . It is not as bad as it was prior to when he 
first saw me, but he says he has had a perceptible change. On top of 
that , he still is having a lot of difficulty with his excessive workload 
and I think this is probably contributing as well. He completed his 
steroids just about a week or two ago. 

Physical examination was deferred as this is a telephone assessment. 

INVESTIGATION(S): 
- s hemoglobin has dropped to 99, compared to the last time I saw 

him, which was 120. White count is 4.8, platelet count 286 . His 
hemolytic markers have also slightly risen with LOH up to 397, 
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D0B- 1948 (73y) Male HCN: 

previously was 300 . Haptogl obin as well is now undetectable. 
Essentially, Paul is having recurrent hemolysis. 

ASSESSMENT AND PLAN: 
Dr. is a 72- year- old gentleman with warm autoimmune hemolytic 
anemia . Unfortunately, it seems as though his disease has recurred 
after completing his prednisone taper. I will plan to bring him into 
the hospital next week to follow up in person and repeat some blood work 
and likely it may be that we do need to restart some kind of therapy at 

***** 
***** 

Reported by : 

that time . It may be a long-term consideration as wel l to do a bone 
marrow to rule out any underlying MOS. Even when his hemoglobins were 
well controlled, he was not able to get up higher than about 120 . 
~ the clear etiology here still is his autoimmune hemolytic anemia. 
~ s happy with this plan and will see me next week. 

El ectronically authenticated by Dr . 
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DOB:- 1948 (73y) Male HCN-

ONCOLOGY NOTE 

Patient: 
MRN 1948, Sex: M 
HCN 
Ace 

DATE OF CLINIC: 

- 2021. 

FAMILY PHYSICIAN: 
Dr . 

DIAGNOSIS(ES): 

M.D. 

1. Warm autoimmune hemolytic anemia, likely idiopathic. Presented with 
hemoglobin in 80s to 100 . Started prednisone 1 mg/kg and now tapered 
off. Initially had good response, but hemoglobin has dropped again 
after completing therapy with ongoing positive hemolytic markers. 
2 . Previous history of diffuse large B- cell lymphoma, treated remotely 
with chemotherapy, essentially cured. 

IN 
is a 72-year-old gentleman whom I saw in person today in 

on - 2021 . I last spoke to him on the phone a 
week ago. I want to bring him back into the hospital because he was 
having a hemoglobin drop since discontinuing prednisone. Overall, -
says he does still note that his energy is lower, but not as bad as when 
he was first diagnosed. He particularly notes shortness of breath with 
exertion going up stairs and things like that. He has not noticed any 
dark urine or pale stools . He has not had any signs or symptoms of 
bleeding. He tolerated steroids reasonably well with no overt side 
effects, but again he was quite happy to finish them. 

PHYSICAL EXAMINATION : 
On examination today, 
kg, t emperature 36 . 8, 
on room air. Cardiac 

INVESTIGATION(S): 

Dr. - looks reasonably well. His weight is 72.2 
hea~ ate 76, blood pressure 147/80, 02 sat 99% 
and respiratory exams are within normal limits . 

His blood work today shows a white count 4.7, hemoglobin 109 and 
p l atelet count 316 . Hemoglobin actually has gone up 10 points since his 
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D0~ 1948 (73y) Male HCN 

outside lab work when his hemoglobin was 99. He still has elevated 
retie count of 158 , as well as elevated LDH of 384 and undetectable 
haptoglobin at less than 0. 1 in keeping with ongoing active hemolysis. 
His bilirubin was not elevated . Creatinine is 105 . Ferritin 86 and B12 
at 269 . 

Hi s DAT continues to be pos i tive at 3+ . 

ASSESSMENT AND PLAN: 

***** 
***** 

Reported by: 

- is a 72-year-old gentl eman with warm autoimmune hemolytic 
anemia . He did complete steroids and was on treatment for just over 
three months before tapering off. Unfortunately, since tapering off, 

- •s hemoglobin has gone down again. In the last week, he has 
rebounded a little bit, but there is clear presence of ongoing 
hemolysis . 

I had a long discussion with him today about what to do going forward . 
Essentially, he is still having active hemolysis. The prednisone seemed 
to have worked for the time being, but it may have been that we tapered 
off a little bit too quickly . Sometimes it is even recommended that 
people are on a long taper of six months or so . Again, sometimes I try 
to avoid this just to spare the patient's side effects of steroids , but 
it may be that something longer like this is needed. As well, there is 
also a potential need for using a secondary medication as well as 
steroids as a bit of a steroid-sparing agent, something like 
azathioprine, cyclophosphamide or cyclosporine. I did print off a 
research paper about treatment options for patients wi th hemolytic 
anemia and did give it to The other option here is for something 
like rituximab, which has been well studied in hemolytic anemia. 
Unfortunately, it is not covered. I will inquire about it with our drug 
access facilitator to see if there is any compassionate access or at 
least what the cost would be if he were to pay out of pocket. 
Unfortunately, Dr ... does not have a private medical insurance. 

Again, at the moment with - recent rebound in hemoglobin, I think 
the most reasonable thing is to just watch and wait and observe him for 
the time being . I want to repeat his blood work in a couple of weeks . 
If the blood work continues to be stable or continues to improve, it may 
be that we can withhold therapy for a little while. If the hemoglobin 
does drop down again , specifically if it goes below 100 or 90, then I do 
think we need to reintervene with immunosuppressive therapy . -
understands this. 

Thank you for allowing me to participate in the care of Dr . - I will 
p l an to follow up with him in a couple of weeks' time . 
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D08:--948 (73y) Male HC~ 

ONCOLOGY NOTE 

1948, Sex: M 
HCN: 
Acct 

Reported B M.D. 

DATE OF CLINIC: 

-- 2021 

DIAGNOSIS(ES): 
1 . Warm autoimmune hemolytic anemia, likely idiopathic. Presented with 
hemoglobin in the 80s to 100. Started prednisone 1 mg/kg and tapered 
off over a course of about 3 months. He had good response with 
hemoglobin slightly dropping after treatment. Ongoing mild hemolysis, 
on surveillance . 
2. Previous history of diffuse large B-cell lymphoma , treated remotely 
with chemotherapy, essentially cured. 

INTERVAL HISTORY: 
Dr. - is a 72-year-old gentleman with whom I spoke with over the 
phone today on 2021. I last reviewed him a couple of weeks 
~ At that time, I brought him in person to recheck his blood work . 
- has had blood work again in the last couple of days and once again 

we spoke on the phone due to risk of COVID in - and as previously 
he was able to give consent. 

Overall, Dr. 1111 says that he has been feeling reasonably similar to how 
he had been ~ re . His energy level seems to be stable . He has not 
noticed any recent signs or symptoms of bleeding. There is no jaundice, 
dark urine or pale stools . His energy level has been stable since 
previous. Last time we spoke, we did look into other options as a 
second-line agent for warm autoimmune hemolytic anemia such as 
rituximab. 

Physical examination was deferred as this is a telephone assessment. 

INVESTIGATION($): 
Most recent hemoglobin is actually slightly improved from previous now 
up to 113. When I last saw him, it was 109, white count 3.5, platelet 
count of 260. MCV is 107, still elevated and retie count is borderline 
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DOB- 1948 (73y) Male HCN:-

elevated as well as 109. Haptoglobin is actually normal now at 0.3, 
although LOH is still elevated at 293. Total bili rubin i s also normal 
at 9. Creatinine 88. Essentially, his LOH and haptoglobin have been 
improved from previous, although he continues to have some ongoing 
hemolysis. The extent of it has actually decreased from previous. 

ASSESSMENT AND PLAN: 
- is a 72-year-ol d gentleman with warm autoimmune hemolytic 
anemi a. He has completely tapered off prednisone and although he 

***** HOY,DR 
***** Unique 

Reported by: 

continues to have some hemol ysis. His hemoglobin has been reasonably 
stable in the last little while. Unfortunately, hemoglobin has not 
completely normal ized. He still has significant macrocytosis even with 
only a mild reticulocytosis at this point, so there may still be an 
underl ying diagnosis of myelodysplastic syndrome II. Right now, 
although - is relatively asymptomatic and the hemoglobins are 
reasonab~At this point, I think we should continue on with just 
observation. I plan for possi b l y b l ood work i n a month and I will p l an 
to cal l him in followup after that. If things continue to be stable, 
then we can continue on with followup bit more spread out. If 
unfortunately the hemoglobin does drop and he has had further relapse of 
his hemol ysis, then we wil l need to thi nk about second-line opti ons for 
repeating steroid. - understands this and is happy with the plan. 

Electronically authenticated by Dr. 
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DOB: - 1948 (73y) Male HCN: 

202115:24-
Provider Status: Final 

ONCOLOGY NOTE 

Pati 
MRN: 1948, Sex: M 
HCN: 
Acct 
Site 
Date 

M.D. 

DATE OF CLINIC: 
2021 

DIAGNOSIS(ES): 
1 . Warm autoimmune hemolytic anemia, likely idiopathic. Treated with 
long-term prednisone taper over 3 months with a good response to 
treatment. Currently, no evidence of active hemolysis. 
2. Previous history of diffuse large B- cell lymphoma treated remotely 
with chemotherapy, essentially cured. 

INTERVAL HISTORY: 
Dr. is a 72- year- old gentleman with whom I spoke with over the 
phone o ay, 2021 . Once again, we spoke over the phone 
due to the risks of COVID in - and as previously gave consent. 
Since we last spoke, - has been reas- stable. Unfortunately, 
just around the time we have last spoke as got a diagnosis of 
shingles. It was quite painful and did cause him a bit of trouble at 
that time, but fortunately, things seemed to have resolved from that 
point. His energy levels are overall stable and he still feels tired, 
but again his practice is very exhausting for him. He has not noticed 
any chest pain or shortness of breath and no signs or symptoms of 
b leeding. There is no jaundice, dark urine or pale stools. 

Physical examination was deferred again as this is a telephone 
assessment. 

INVESTIGATION(S): 
His most recent blood work actually shows a significant improvement in 
his hemoglobin up from 113 to 130, white count of 4.5, platelets 216. 
Neutrophils 3.16. As well, his hemolytic markers have now normalized 
with bilirubin 6, LOH 214 and haptoglobin 1.25. 

ASSESSMENT AND PLAN: 
Dr . - is a 72-year-ol d gentleman with warm autoimmune hemolytic 
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DOB:- 1948 (73y) Male HCN: -

anemia . He is currently on observation and his hemoglobin and hemolytic 
parameters have s i gnificantly i mproved in the last month with no 
specific treatment . Agai n , we do see fluctuat i ons like this sometimes 
or even delayed responses to prednisone, sometimes it is not very 
common . Again, previously his shingles or active viral infection may 
have contributed to further hemolysis previously, and now that has 
resolved . He has been stabi lized a bit more . I am quite happy to see 
this result and as we were considering second line options for his warm 
autoimmune hemolytic anemia if he were to relapse again. At the moment, 

***** 
***** 

Reported by: 

I think we can safely put this on the back burner. For the time being, 
I do think it is reasonable that we continue on with a monthly blood 
work, but for now I will just follow up with him in 3 months' time. If 
there are any significant abnormalities in the blood work that was done, 
I will contact him of course for earlier followup. 

El ectronically authenticated by Dr . 
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DOB- 1948 (73y) Male 

Progr~ 5 
Provider--------- Status: Final 

ONCOLOGY NOTE 

HCN: 
Acct 

Reported By 

DATE OF CLINIC: 
2021 

FAM~ 
Dr._ 

DIAGNOSIS(ES): 

M.D. 

1. Warm autoimmune hemolytic anemia, likely idiopathic. Treated with 
long-term prednisone taper over 3 months with a good response to 
treatment. Currently, no evidence of active hemolysis on observation . 
2. Previous history of diffuse large B-cell lymphoma, treated remotely 
with chemotherapy , essential ly cured. 

INT~ ORY: 
Dr . .... is a 73- year-old gentleman with whom I spoke with over the 
phone today, November 29, 2021. I last reviewed him 2 months ago. Once 
again, we spoke over the phone due to the risks of COVID in-- and 
as previous, Paul was able to give consent. I did confirm ~ tity 
prior to the conversation. 

Since we last spoke, overall,- has been feeling okay but right now 
is struggling with a lot of personal stress in his family. This is 
likely contributing to his energy levels. Apart from that , he has 
actually felt quite well with no chest pain or shortness of breath. He 
says that he gets occasionally itchy and occasionally fee l s excess 
sweating during the daytime, but apart from t hat, really has no 
concerns. There are no symptoms of jaundice and no signs or symptoms of 
bleeding from any source. He has not had any infectious symptoms 
recently. 

PHYSICAL EXAMINATION : 
Deferred as this is a telephone assessment. 

INVESTIGATION(S): 
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DOB- 1948 (73y) Male 

Provider 

- s most recent b l ood work shows a whi te count 4.7, hemoglobin 141 , 
platelet count 155 , neutrophils 3.7, bilirubin 6, LOH 222 , haptoglobin 
1 . 47. Essentially, it is a l l completely normal with no evidence of 
hemolysis . 

ASSESSMENT AND PLAN: 
Dr . - is a 73-year-ol d gentleman with a history of warm 
autoimmune hemolytic anemia. Right now he is in remission with his 
hemoglobin normal and no evidence of active hemolysis. At this point, I 

***** 
***** 

Reported by: 

am quite happy with how he has responded to prednisone, especially since 
there was a period of time when we were not sure his responses are good . 

I will plan to follow up with him again in about 3 to 4 months with 
some repeat blood work at that time. - knows that if he does have 
any significant drop in energy, chest pain, shortness of breath , 
symptoms of jaundice or other concerning symptoms that he should use 
that as the motivation to get blood work done as it may be that the 
hemoglobin is lower at that time. He understands this quite well and 
apart from that is happy to see me again in a few months' time. 

Electronically authenticated by Dr . 
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Patient Name: 

MRN: 

DOB: 

Gender: 
HCN: 
Ordering MD: 

Post Mortem H ... : 7 
Authorized by: 
Relationship to at1en : Wife 
Autopsy Restrictions: None 

3) 

MD 

Preliminary Anatomic Diagnosis 

Accession#: 

Facility: Expiration date: 

Location: Autopsy date: 

Service: Reported: 
Visit #: 

Autoimmune hemolytic anemia as an apparent complication of COVID-19 vaccine administration 

- 1/5/2022 

Major Clinical Findings 
Remote history of diffuse large B-cell lymphonna treated with chemotherapy (in remission) 
March 2021: First dose of COVID-19 vaccine 
A ril-July 2021 : Warm autoimmune hemolytic anemia (AIHA) - 2021), treated successfully with steroid taper 

2021: Second dose of COVID-19 vaccine 
Third dose o 
Presented t ith dark urine, scleral icterus, and shortness of breath 

Anemia (hemoglobin 99 g , negative Irect antiglobulin test (DAT), low reticulocyte count 
SARS-CoV-2 not detected by polymerase chain reaction (PCR) assay 

Increasing agitation and decreased level of consciousness 
Hemoglobin level 44 g/l, transfused with 2 units of blood 
Computed tomography (CT) scan of head: right middle cerebral artery (MCA) territory ischemic stroke 
Not a candidate for thrombolysis due to coagulopathy and severe metabolic derangement 

evere hyperlactemia, multisystem organ failure 
Family discussion lead to redirecting goals of care to include a "do not resuscitate" (DNR) status 
The patient died shortly after transition to the DNR status 

Major Pathological Findings 
Marked jaundice and scleral icterus 
Edematous lungs (right: 980 g, left: 830 g), no masses or consolidation grossly identified 
Bilateral pleural serosanguineous effusion: right 300 ml, left 300 ml 
Cardiomegaly (540 g) 
Pericardia! serosanguineous effusion: 30 ml 
Liver (1420 g): golden brown discoloration with apparent congestion, hemorrhage and possible necrosis 
Spleen (350 g): diffluent and severely congested 
Brain (1420 g): No external abnormalities, full evaluation by UHN Neuropathology service pending 

Clinical Pathological Correlation 
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I ATIA-19(1) I 
Autopsy Consultation Report 

This 73-year-old man was diagnosed with autoimmune hemolytic anemia (AIHA) five (5) days after receiving his third 
dose of the COVID-19 vaccine. He had been diagnosed with AIHA in- 2021, several weeks after his first dose of the 
vaccine; this prior episode resolved with a three (3) month steroid taper, and the disease was not exacerbated by his 
second dose of the vaccine, taken during the treatment period. He received his third vaccine dose in~ 021, and 
experienced a rapid decline associated with AIHA starting five days ~ ion, including am~ sided 
ischemic stroke and multisystem organ failure. He ultimately died 0~ 2021. 

Preliminary autopsy findings were significant for jaundice, marked spfenomegaly, and hepatomegafy with apparent 
congestion and possible necrosis. The heart and lungs were heavy and had associated serosanguineous effusions. The 
external examination of the brain was unrevealing; further assessment will be performed after adequate tissue fixation. No 
specific acute catastrophic event to explain death was otherwise identified. 

Death is attributed to AIHA likely triggered as a complication of COVID-19 vaccine. Having recently recovered from a prior 
episode of AIHA was likely a predisposing factor for this patient to develop AIHA again in this context. The specific 
mechanism of death is favored to be acute liver failure secondary to the AIHA. 

THIS IS AN INTERIM REPORT ONLY. THE DIAGNOSIS GIVEN MAY BE EXTENDED OR ALTERED IN THE 
FINALREPORT, WHICH WILL FOLLOW. 
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HC-SC REC'D 14-JA-2022 
I ATIA-19(1) I 

Field 

Reference-No. 
(forfollow-up reports only) 

A.3 - Organization File No. 

A.4 - Date report submitted 

A.5 - Documentati on date* 
A.6a - Organization contact fir$t 
name* 

A.ob -Last name* 

A. 7 .a - Phone no.* 

A.7.a- ext. 

A.7.b- Email 

A.7.c - Fax 

A.& - Organi:zation n,ame* 
A.9.~ Source of report 
(profession) . 
A.10 - Heat Cana a mst1tut1ona 
ID (If ID provided, no need to 

provide address) 

A.U • Address 

A.12 • City 

A.1'3 - Provirtce/Territory 

A,14 • Postal code • 
A.ls.a - Reason for seriousness: 

Initial 

Death* Death 

A.15.a - Date of death* 
A.15.b - Reason for seriousness: 
.Life-thre;1tening* 
A.15.c - Reason for seriousness: 
Disability* 

A.15.d - Reason for seriousness: 
Congenital malformation* 

A.1.5.e, - Re-ason for seriousness: 
Caused/prolonged in-patient 
hospitalization* 

A.15.f - Reason for seriousness: 
Required medical intervention to 
avoid any of (a) to (e)* 
8.1 - Patient ID (e.g. initials, 
record no.) 

8.2 -Sex** 

B,3.a - Age** 

8.3.b - Age unit; * 

8.4. Height (cm) 

8.5. Weight (kg) 

Female 

Page: 1,389 of/de 2,140 
A2023000085 

nt 



HC-SC REC'D 14-JA-2022 

B.6 - Known medical conditions 

and relevant lifestyle factors* 

B. 7 - Kn.own alfergies* 

C.1 -· Did the patient recover?* 

C.2 - Reaction start date* 

C.3 • Reaction end date* 

C.4 - Description of the serious 
adverse drug reaction(s)** 
D.1 - Drug identification number 
(DJN)* 

D.2 - Identifying code for urgent 

public health need drugs** 
(if applicable) 
D.3 - Brand name (per product 

label)** 
D.4 • Common/proper name 

(active ingredient). ,;, ... <'i ·1 

D.S- • Strength 

D.Sr • Strength unit 

O.S • Other strength unit 

D.6- Dose 

D~6i • Dose unit 

0.6 • Qther dose unit 

07 • Frequency 

D.8 • Dosage form 

D.9 • Route of administration 
D.9 - Other route of 
administration 

D.10 - Prod·uct start date• 
·,,, ~, 

D.11 - Product end date*· 

D.12 • Indication 

D.13 • Lot no. ,_. -
D.14 - Eiphy date 

" 
D.15.a - Manuf;:icturer name* 
D.15.b - Did you also report to the 
manufacturer? 

D.15.c- Date reported 

.:,· -~ .. 
D.15.d - Reference no. (if known) 

0.16-What action wast aken? 

D.17 - Did the reaction stop if 
dose was reduced or removed? 
D.18 • Did the reaction return 
with reintroduction of the 

product? 

<N/5> 

capillary leak syndrome, compartment syndrome, rhabdo, hyperkalemia 

and death(also COVID positive but described post vaccine). No evidence 

of pneumonia 

Pfizer BNT162b2 

<N/S> 

<N/S> 

IV 

<N/S> 

<N/S> 

<N/5> 

<N/S> 
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HC-SC REC'D 14-JA-2022 

,_ \,J) = ;.,. .V _;v • ~g 
E ~ KoowM:herapeut1c proc{1,1,i;ts-
taken or used at the same time ' 
ttle reaction ctccurred* .. ' • 

F.1 - Use this section to include 
details that did not fit in the 
previous sections' structured 

boxes, or related test/lab results, 
autopsylnformation, freatment 

details, -or any other details you 
feel would contribute to . 
assessment of the serious 

adverse drug reaction(s). 
F.2 - "Mandatory" or "Voluntary" 
report Mandatory 

the o 
ana um 'lt 
ur I 

anc1dc1 
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I ATIA-19(1 ) 

Lasia-Szkaradkiewicz, Bogna (HC/SC) 

From: 
Sent: 
To: 
Subject: 

AER# and ver,sion 

Type of ,request 

Date first request was made 

Creator of this document 

Information initially 
requested by 

Who wa~ c()ntacted to 

obtain the •inform~tion 

lhi.s request is 

Lasia-Szkaradkiewicz, Bogna (HC/SC) 
2022-01-17 12:42 PM 
Lasia-Szkaradkiewicz, Bogna (HC/SC) 
FW: Follow up for Adverse Reaction Report# 000983841 

000983841 version 0.0 

~ Follow-up 

0 Clarification 

January 17, 2022 

Bogna Lasia-Szkaradkiewicz 

~ Creator of this document 

□ MHPD Review Bureau (provide name & 

Bureau): 

□ Other (provide name & contact info): 

□ CV Quality 

□ CV Regional Office (provide name): 

□ Response obtained on (provide date): 

From: Lasia-Szkaradkiewicz, Bogna (HC/SC) 
Sent: 2022-01-17 12:39 PM 

To: 
Cc: Seguin, Michelle (HC/SC) <michelle.seguin@hc-sc.gc.ca>; Zhang, Shun (HC/SC) <shun.zhang@hc-sc.gc.ca> 
Subject: Follow up for Adverse Reaction Report# 000983841 

Dea 

We are contacting you with regards to suspected adverse react ion (AR) report for a 53 years old, female patient; initia lly 
submitted to the Canada Vigilance Program on January 14, 2022 and processed as a Health Canada Adverse Reaction 
Report# 000983841 (Reference# LRN-20220117-1495). 

Based on the Health Canada assessment of the submitted information we contact you wit h a request for correct ion. 

Your report indicates " IV" for the route of administrat ion (D.9) for Pfizer BNT162b2. 
Covid vaccines are administered intramuscularly. Could you clarify? 
Please kindly submit your correction at your earliest convenience. 

Please send your response to t he Canada Vigilance Program (CVP) email at canadavigilance@hc-sc.gc.ca and copy 
shun.zhang@hc-sc.gc.ca, rnichelle.seguin@hc-sc.gc.ca and me. 

Please do not hesitate to contact us if you have questions and comments. 

1 
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Best regards, 
Bogna 

Bogna Lasia-Szkaradkiewicz 
Senior Corporate Regulatory Compliance and Enforcement Advisor 
Health Canada/ Government of Canada 
Boqna.lasia-szkaradkiewicz@hc-sc.qc.ca I Tel: 343-542-2815 

Conseiller principal ministeriel de conformite et d'application de la loi, 
Sante Canada/ Gouvernement du Canada 
Boqna.lasia-szkaradkiewicz@hc-sc.qc.ca I Tel: 343-542-2815 

2 

Do ument R the o 
Inf ana um 'lt 
d1vul ur I 
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I ATIA- 19(1) I 
Seguin, Michelle (HC/SC) 

From: 

Sent: 
To: 
Cc: 
Subject: 

EXTERNAL 

Good afternoon Mrs 

Seguin, Michelle (HC/SC) on behalf of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
2022-01-24 2:18 PM 

Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
RE: Health Canada Follow-Up / Clarification Request 

Re: Health Canada Follow-Up Clarification Request 

We are contacting you today to thank you and to confirm receipt of the adverse event following immunization 
(AEFI) report initially submitted to the Canada Vigilance Program on January 14, 2022 regarding suspect 
product: "Pfizer BNT162B2" [COMIRNATY VIAL CONTAINS 6 DOSES OF 0.3 ML AFTER DILUTION] COVID-19 

Vaccine. 

As the result of internal Health Canada assessment process, the Canada Vigilance Assessment T earn has 
identified the present individual case safety reports {ICSRs) where clarification is needed in order to complete 
the case evaluation. 

***Please note that a colleague (it would be a message deriving from "Bogna Lasia-Szkaradkiewicz, 
bogna.lasiaszkaradkiewicz@hc-sc.gc.ca") in tra ining reached out to you in last week. If you could p lease ignore 
that request as it was incomplete and did not specify the generic e-mail account for COVID-19 Vaccines*** 

Please consider this message as the official request from our evaluators. We apologize for any 
inconvenience. 

Canada Vigilance Case 

Number 

000983841 

Clarification Requested 

Specifically, I would like to request the following information: 

• 

• 

• 

• 

• 

Information about the COVID-19 immunizat ion, e.g., date of 
vaccination. 
Relevant clinical information regarding the patient's current medical 
history (e.g., d iabetes, smokihg history, hypertension, hyper-
cholesterol or hyperlipidemia and history of ischemic heart diseases, 
cancers) and concurrent medications. 
The patient's COVID-19 infection status at the time of the adverse 
event. 
Information about any presenting symptoms related to the adverse 
event. 

Information about medical treatment and investigation related to the 
adverse events {i.e., capillary leak syndrome), e.g., blood tests (e.g., 
complete blood count, electrolytes, renal functions, liver functions, 

1 
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D um 
I f Ill 

J L 

albumin etc.) and radiological investigatiohs (e.g., OT, MRI, 
angiogram, echocardiogram ultrasound, etc.). 

• The outcome of the Coroner investigation and the autopsy, if 
available. 

May you please kindly respond to both myself, Michel le Seguin: michelle.seguin@canada.ca in addition to the 
Canada Vigilance COVID-19 Vaccine generic account {hc.canada.vigilance.CQV[D19vaccine
vaccinCOVlD19.sc@canada.ca). 

Or, if you prefer, you may fax the requested information to the Canada Vigilance Program fax at 1-866-678-
6789; please cite case number 000983841_. 

If you require further information within the scope of this request, please do not hesitate to contact me. 

We thank you once again for your time. 

Sincerely, 

Michelle Seguin 

The Canada Vigilance Program, Health Canada 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Specialiste de !'information sur les effets indesirables 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada I Sante Canada 
michelle.seguin@canada.ca 
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ort d'investi ation du coroner 

concernant le deces de 
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I ATIA - 19(1) I 
BUREAU DU CORONER 

202-
Date de l'avis 

IDENTITE 

~ naissance 

50 ans 

DECES 
202~ 
Date ~ 

Domicile 
Lieu du deces 

Masculin 

llllllleces 

IDENTIFICATION DE LA PERSONNE DECEDEE 

Canada 
Pas 

M. a ete identifie visuellement par un proche, sur les lieux du deces. 

CIRCONSTANCES DU DECES 

Le - 2021. un responsable de la cooperative d'habitation regissant l'immeuble ou 
demeure M-se rend a son domicile. II cogne, mais n'obtient pas de reponse. II en 
informe un autre responsable. Cette personne decide de se rendre chez M 
puisqu'il ne parvient pas a le rejoindre depuis quelques jours et cela lui parait inhabituel. 

Vers 20 h 5, elle cogne a son tour a la porte vigoureusement, mais en vain. Eta~ 
elle decide de defoncer la porte. Elle entre alors dans le domicile et trouve M.-
etendu sur le plancher de la cuisine, inanime. II contacte immediatement le 9-1-1, alors 
qu'une autre personne entame des manceuvres de reanimation. 

Des agents du Service de police de I arrivent sur les lieux et poursuivent 
tes manceuvres de reanimation jusqu'a l'arrivee des techniciens ambulanciers paramedics, 
quelques minutes plus tard. 

A leur arrivee, les techniciens ambulanciers paramedics constatent la presence de rigidite 
cadaverique empechant l'ouverture des voies respiratoires. Dans les circonstances, ii est 
demande au policier de cesser les manceuvres de reanimation, celles-ci etant vaines. 

'decin de 
distanc 

EXAMEN EXTERNE, AUTOPSIE ET ANALYSES TOXICOLOGIQUES 

Une autopsie a ete faite le 1111112021 ' 
Dans son rapport, le pathologiste a principalement decrit la 

presence d'une embolie pulmonaire bilaterale caracterisee par la presence d'un important 
caillot. La presence d'une steatose hepatique severe ainsi que d'atherosclerose 
coronarienne et aortique moderee a aussi notamment ete mise en evidence. Aucune autre 
lesion contributive au deces n'a ete observee. 
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I ATIA-19(1) 

ues ont ete pratiquees au 
Aucune autre substance n'a ete detectee, incluant l'alcool. 

Le depistage de la COVID-19 etait negatif. 

ANALYSE 

Sur place, les agents n'ont observe aucun indice laissant suspecter !'intervention de tiers, 
aucune trace de violence ou de cambriolage. 

Selon un proche, M- aurait allegue ressentir certaines difficultes respiratoires 
pendant la semaine precedant son deces. II lui aurait ete recommande d'aller consulter un 
professionnel de la sante, ce qu'il avait refuse de faire. 

Les archives medicales de M emoignent d'ailleurs du fait qu'il consultait t:res 
rarement des professionnels de la sante. Ses archives des quinze dernieres annees ne 
m'ont pas permis de mettre en evidence quelques antecedents medicaux pertinents. 

Selon ses proches, M.~ tait non-fumeur et ne consommait pas d'alcool. II etait 
toutefois obese et des antecedents de troubles cardiovasculaires semblent etre presents 
dans sa famille immediate. Bien que cela constitue des facteurs predisposant a la formation 
d'un caillot sanguin pouvant entrainer une embolie pulmonaire, je ne peux faire fi du fait que 
M. vait re<;:u la seconde dose de son vaccin contre la COVID-19 le -
2021. 

L'embolie pulmonaire est l'une des rares complications possibles suivant !'admission du 
vaccin contre la COVID-19. 

En !'absence d'evidences a l'effet qu'il s'agirait d'une embolie pulmonaire spontanee, la 
relation temporelle entre le vaccin et l'embolie pulmonaire bilaterale m'apparait 
preponderante. 

M etait actif sur les reseaux sociaux et sa derniere activite semble dater du 
2021. Une facture datee de cette journee a aussi ete trouvee. Par ailleurs, le

est la date de l'anniversaire d'un membre de la famille de M.-Or, cette personne 
n'a pas ete contactee par M- a cette occasion ce qui est inhabituel. En 
considerant ce • • • i que l'etat de conservation de son corps, j'etablis la date 
du deces de M au-021. 

......... 
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l ATIA- 19(1) j 

CONCLUSION 

Do the o 
Inf ana um 'lt 
u1vul ur I 
I' f anada 

M est decede d'une embolie pulmonaire bilaterale, probablement 
secondaire a la vaccination contre la COVID-19. 

II s'agit d'un deces accidentel. 

Je soussignee, coroner, reconnais que la date indiquee, et les lieux, les causes, les 
circonstances decrits ci-dessus ant ete etablis au meilleur de ma connaissance, et ce, a la 
suite de man investigation, en foi de quoi j'ai signe, - c~ 2022. 
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ATIA - 191 
Field 

Reference-No. . 
(forfollow-up reports onJy) 

A.3 - Organiz~tion File.No. 

A.4- Date report submitted 

A.5 • Documentation date* 
A.6a • Organization contact first 
name* 

A.6b -Last name* 

A. 7 .a - Phone no.* 

A.7.a- ext. 

A.7.b • Email 

A.7.c • Fax 

A.&• Organization name"' 
A.9_~ Source of report 

(profession) 
A.10 - Heat Cana· a mst1tut1ona 
ID (If ID provided, no need to 

provide address) 

A.U • Address 

A.12 • City 

A.1"3 . PrOVll'\Ce/Tert itory 

A,14 • Postal code 
A.ls.a - Reason for seriousness: 

Death* 

A.15.a - Date of death* 
A.15.b - Reason for seriousness: 
.Life-thre;1teninJ* 
A.15.c - Reason for seriousness: 
Disability* 

A.15.d • Reason-for seriousness: 

Congenital malformation* 

A.1_5.e-- Reason for seriousness: 
Caused/prolonged en-patient 
hospitalization"' 

A.15.f - Reason for seriousness: 
Required medical intervention to 
avoid any of (a) to (e)* 
8.1 - Patient ID (e.g. initials, 
record no.) 

8.2 - Sex** 

B,3.a - Age** 

B.3.b • Age} .mit** 

8.4. Height ('cm) • 

8.5. Weight (kg) 

Initial 

2022-08-02 

07-04-2022 

Death 

Female 

, 68 years 
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HC-SC REC'D 02-AU-2022 

B.6 - Known medical conditions 
and relevant lifestyle factors* 

B. 7 - Kn.own alfergies* 

C.1 - Did the patient recover?* 

C.2 - Reaction start date* 

C.3 • Reaction end date* 
C.4 - Description of the serious 

adverse drug reaction(s)** 
D.1 - Drug identification number 
(DIN)* 

D.2 - Identifying code for urgent 
public health need drugs*"' 
(if applicable) 
D.3 - Brand name (per product 
label)** 
D.4 - Common/proper n.ame 
(active ingredient) 

0.5 • Strength ., 

D.S • Strength: unit 

D.S - Other strength unit 

D.6- Dose 

D.6 - Dose unit 

D.6 - Other dose unit ~- ,, 

D7 - Frequency 

D.8 - Dosage form 
'.' 

D.9 - Route of administration 
D.9 - Other route of 
administration 

D.10 - Product start date* 
'.,. 

D.11 - Product end date* 

D.12 - Indication 
., 

D.13 - Lot no. 

,D.1.4 - Expiry date 

O.15.a - Manufacturer name! 
D.1.5.b - Did you also report to the 
ma,nufacturer? 

D.3:s.c - Date reported 

l;).15.d - Refe.re,nce no. (if known) 

D.16-What action wast aken? 

D.17 - Did the reaction stop if 
dose was reduced or removed? 
D.18 - Did the reaction return 

with reintroduction of the 
product? 

•·· "·, " @ ' .. , 
E -k nown th-erapeu'tic products 

ta~en or used at t:,he same time 
the reaction.occur-red"" 

<N/5> 

fever tachycardiaUTI 

covid vaccine april 27 

<N/5> 

<N/5> 

<N/5> 

<N/5> 

<N/5> 

<N/5> 

<N/5> 
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HC-SC REC'D 02-AU-2022 

F.1 - Use this section to include 

details that did not fit in the 

previous sections" structured 

boxes~ or reiated test/lab results, 

autop'sy information, treatment 
details, or ,any other details you 

fe'el would contribute to 

assessment of the serious 

adverse drug reaction(s). 

F.2 - "Mandatory" or "Voluntary" 
report Mandatory 

the o 
ana um 'lt 
ur I 

anc1dc1 

Page: 1,402 of/de 2, 140 
A2023000085 



I ATIA - 19(1) I I 

I 

ort d'investi ation du coroner 

concernant le deces de 

Me 
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I ATIA-19(1 ) 

BUREAU DU CORONER 
2022~ 
Datede~ 

IDENTITE -Prenom a ta naissance 

90 ans 
:. t .. 

" I,. '"' I ,. 

DECES 
2022-
Date du deces 

Domicile 
Lieu du deces 

idence 

lllllllsance 

Masculin 
Sexe - Canada 
Province Pas 

Municipalite du deces 

IDENTIFICATION DE LA PERSONNE DECEDEE 

- a ete identifie visuellement par un membre de sa famille sur les lieux du 
deces. 

CIRCONSTANCES DU DECES 

L~ 022 vers 13 h 30, M- rec;:oit un troisieme vaccin contre la COVID-19. 
En apres-midi et en soiree, ii se porte bien et ne formule aucune plainte. 

vers 5 h, un membre de sa famille l'accompagne afin d'aller a la salle de 
eclare alors avoir de la difficulte a respirer. Alors qu'il est aux toilettes, 

ferme les yeux et semble faible. La personne accompagnant M- va 
chercher un autre membre de la famille present dans le domicile afin d'obtenir de l'aide. 

Alors qu'ils arrivent aupres de M 
cesse de respirer. lls installent M. 
manceuvres de reanimation. 

l'un d'eux l'entend faire deux respirations puis ii 
au sol, contactent le 9-1-1 et entament des 

Des agents du Service de police de insi que des 
techniciens arnbulanciers paramedics se rendent sur les lieux. Les paramedics poursuivent 
les manceuvres de reanimation en vain, puisque M demeure en asystolie (absence 
d'activite electrique et cardiaque du cceur). 

ar un medecin d 
selon le protocole etabli. 

EXAMEN EXTERNE, AUTOPSIE ET ANALYSES TOXICOLOGIQUES 

Une tomodensitometrie post mortem a ete effectue e 
- 2022. Dans son rapport, la radiologiste decrit la presence d'une maladie 

coronarienne atherosclerotique de moderee a severe, un cedeme pulmonaire et des 
membres inferieurs, des traces de liquide pericardique et une legere calcification de la valve 
aortique. 
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I ATIA- 19(1) I 
ANALYSE 

Selan ses dossiers medicaux, M. - souffrait notamment d'hypertension arterielle, 
d'hypercholesterolemie, de diabete et d'arthrite rhumato'ide. Une medication en lien avec ces 
conditions lui etait d'ailleurs prescrite ainsi qu'une anticoagulotherapie. 

Selan un proche, lorsque M.~ vait rec;:u son second vaccin contre la COVID-19 en 
juillet 2021. II avait ressenti des douleurs musculaires et une grande faiblesse, qui 
l'empechait meme de se lever, mains de 24 heures apres avoir sa vaccination. 

c·est en raison de cette forte reaction que des membres de ta famille s'etaient assures d'etre 
presents aupres de M.- dans les heures qui suivraient !'administration de sa troisieme 
dose. 

La tomodensitometrie met en evidenc,e une importante maladie coronarienne 
atherosclerotique ainsi qu'un cedeme au niveau des poumons et des jambes. Cela est 
suggestif d'un tableau d'insuffisance cardiaque, lequel est aussi compatible avec le fait que 
peu de temps avant son deces, M- a declare se sentir essouffle. 

Toutefois, ces symptomes peuvent aussi etre compatibles avec une myocardite ou une 
pericardite, tout comme la presence de liquide pericardique qui a aussi ete observee lors de 
la tomodensitometrie. Des cas de myocardites et de pericardites a la suite d'une 
immunisation contre la COVID-19 (principalement apres la seconde dose du vaccin a AR Nm 
- ce qui correspond a la vaccination rec;:ue par M-ant d'ailleurs ete rapportes dans 
des rapports internationaux. 

Dans les circonstances, la relation temporelle entre le vaccin et l'evenement cardiaque qui a 
entra7ne le deces de M.- m'apparait preponderante. 

CONCLUSION 

M est decede des complications d'une maladie coronarienne 
atherosclerotique, probablement consecutivement a la vaccination contre la COVID-19. 

II s'agit d'un deces accidentel. 

Je soussignee, coroner, reconnais que la date indiquee, et les lieux, les causes, les 
circonstances decrits ci-dessus ant ete etablis au meilleur de ma connaissance, et ce, a la 
suite de man investigation, en foi de quoi j'ai signe, - c~ 2022. 

Me- oroner 
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ATIA-19(1) 

lcanada V igilance AER#: 1001024414 (0) 

Canada Vigilance HC Latest Received Date: 
20221114 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20221114 
CCHMt'lDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- DHPR- 2022 J ll.414 0 U 7_ 18707 2 I I 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada Canada 
1-------------~~--'----~---'-------~---1 

Type of report 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

Additional documents? (A.1.8.1) 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

Other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Communit y -

Gestation Period 

GP medical record 
no. 

Date of death 

202 .... 
CCHMMDD 

(B.1.2.2.1) 

(B.1.1.1a) 

Age group (8.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

01her medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

75 Years 

(B.1.1.1c) 

(B.1.2.2I 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

covid-19 vaccine 

>--country arug obtained (8.IT.2.3) tlatc fillot no. (B.4T.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

CountT)' of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Booster dose (3rd injection) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B,4.k.10) 

~---
Start date of drug (B.4.k.12) 

202:tlllll 
CCYYMMDO 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

~-- -
Source of assessment (B.4.k.18,.2) 

Route of admin istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

260 COVID-19 
--

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

PNEUMONIA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LLT) (B.2.i.1 .b) 

~neumon i a 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Pneumoni a 

Start Date (B.2.1.4) 

202~ 
CCYYMMDD 

End Date (B.2.1.51 

202,... 
CCV~ 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

MESOTHELIOMA 

(B.2.i.0) 

Fa tal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.La) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(8.2.1.2.a) 

Term hightlighted by the reporter? (8.2.i.3) 

Mes othel ioma 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

M~sothel i o ma 

Start Date (B.2.u) End Date (B.2.i.51 Duration 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

(B.2.1.6) 

(B.2.i.6) 

the o 
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ATIA- 19(1) 

Case narrative (B.5.1) 

null 

Dhpr log details : 
Safety Report ID: CA-DHPR-20221114lqOJ47_187072 
Type of Report : Initial 
HC Ref. No : 
Reporter File No.: 
Transmission Date : 20221114 
First Name; 

Last Name : 
TQlephone : 
Ext .: 

l\ddr.-. • 
City : 
Provlnce/Ter 
Postal Code : 
Email address : 
Orqanization: 
Reporter Type: Consumer or other non htt8lth proteiseional 

Patient ID : 
Age : 75 Year (s) 
Sex : Male 
Heighc. : 
Weight : 
Med History: was taking low dose oE statins. 
Allergies : 

Serious Death : Yes 
Date of Death : 202~ 
Serious Life-Threatening : 
Serious Disability : 
Serious Hospitalization : 
Se!'iOus Congenitc1l Anomal y : 
Serious Other : 
Serious Other Explain: 

React1.on 
Outcome : Died 
Reaction Start Date: 2-
Reaction End Date : 202 
Reaction Description : The pa t.tent developed symptoms similar to pneumonia hours after receiving hls covld vaccine 
booster (dose #3) . Coi"lsulted a few days lat.er and was diagnosed wit:.h mesothelioma . Was inJ tial ly given l to 2 
years to live, but died of the fast-growing cancer in only 2 months . 

Suspect Product 1 
DlN #/NPN #" : u nkno\in 

Product Name: Covid-19 vaccine 
Strength : 
Strength other : 
Dosage form : 
Manufacturer: Moderna or Pfizer 

Lot * : 
Expiry date : 
Product start date : 202~ 
Product end date: 
Dose : Booster dose (3rd injection) 
Frequency: 
Route of administr<1tion: lntramt:1sculc1r 

Route of administration - Other: 
Indication: covid-19 
Reported to Mfr : No 
Date reported to Mfr : 
Mfr Reference number: 

Drug action taken : Not applicable 
Oechallenge : No 
Rechallenge : Ur1Knowo 

Concomit:Jnts : 
Test/Lab results narrative : 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

(B.5.3a) 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cancer 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent condlUons text (B.1.7.2) 

Illas taki ng low dose of stati ns . 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1 .8c) End date (B.1.8e) 

Indication MedDRA version (B.1.sf.1) Indication (B.1.Bf.2) 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments 1e .1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.Sf.1) Indication (B.1.10.Sf.2) 

Med ORA version for reaction (B.1 .10.Sg.1) Reactions (B.1.10.Sg.2) 

(B.3.1.3) 

I 
I 
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Reporter organization (A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city 1A.2.1.2d) 

IA.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3 .1.4a) 

-
City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address IA.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. IA,3.2,31) 

Email address (A.3.2.31) 

Reporter department (A.2.1.2b) 

(A.2.1.3) Qu;ilification (A.2.U) Reporter country 

Canada Consumer/othei: non health pr.ofessional 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA,3.2.31) 
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Nov.17.2022 17 : 46 

ATIA - 19(1) 

l♦I Health 
Canada 

Sante 
Canada 

PAGE. 

Canada Vigilance Adverse Reaction Reporting Form 
Report of suspected adverse reactions to marketed health products in Canada 

See instructions and information on adverse reaction reporting and confidential ity on Page 2. 
Complete all mandatory i1ems, marked by a•, and provide as much information as possible for the remaining items. PROTECTED WHEN COMPLETED - s~ 

A. Patient Information 

• 2. Age 3. Se"Je 4. Height 5. Weight 
~ Years ~ Male ___ cm ____ kg 

__ 3_7 _ _ D Months D Female ___ feet ____ lbs 

B. Adverse Reaction 
1. Outcome attributed to adverse reaction {Select all that apply) 
[!l Death: (yyyy-mm-dd} D Disability 
D Life-threatening D Congenital malformation 
□ H ·1 1· 1· D Required inter.,ention to 

osp1 a 128 ion prevent damage/impairment 
Hos i1aliza1ion - rolon ed 01her: 

2. Reaction date {yyyy-mm-dd} 3. Report date (yyyy-mm-dd) 

2022- 2022 
4. Describe reaction or problem• 

May 31, 2021 - Pfizer COVID-19 Vaccine 
July 17, 2021 - Pzizer Vaccine 
Family staled he was ill right afler the third Modema vaccine o~ 

the physician and received beta· · Zofran on 
e had a witnessed cardiac arres He was 

resuscitated in hospital bu1 transferred lo another osp1 or coronary 
angiogram. His report was cardiac results were pristine. He was found to 
have an intracerebral hemorrage. He was declared brain dead 
Underwent organ donation - Post mortem examination ordered 
and found no anatomical cause of death. Family informed his manner of 
death is Undetermined. Family believes this was vaccine related. 

5. Relevant tests/laboratory data (including dates {yyyy-mm-dd}) 

Original blood samples were lost and could not be tested . However, hard 
copy results found from first day in hospital did not show 
thrombocytopenia. This did occur later in the admission. There were no 
thromoses compalivle with a vaccine reaction. 

6. Relevant history and pre-existing medical conditions 
(e.g. allergies, pregnancy, smoking/alcohol use, hepatic/renal dysfunction} 

Nil 

• • As ~er the Treasur/ Board of Canada Seaatarlat Govemmenl Securly Polley. 

A program of MedEffect"' Canada 

C. Suspected Health Product(s) 
1. Name•, strength and manufacturer Qr known) 
#1 Moderna C0VID-19 mRNA SPIKEVAX 

#2 

2. Dose, frequency and route used 
#'I #2 

0.2 mg/ml, 0.25 ml 

3. Therapy dates {or duration} 
#1 From(yyyy-mm-dd)-To{yyyy-mm-dd) #2 From(yyyy-mm-dd) -To(yyyy-mm-dd) 

2022 
4. Indication ror use 
#1 C0VID-19vaccine #2 
5. Reaction abated after use stopped or dose reduced 
#1 Dves O No li]Does not apply #2 Dves O No O Does not apply 
6. Lot# 7. Expiration 
#1 02510014 #1 (yyyy-mm-dd} 

#2 #2 (yyyy-mm-dd} 
8. Reaction reappeared after reintroduction 
#1 Dves ~ No O Does not apply #2 Dves O No O Does not apply 

9. Concomitant health products, excluding treatment of reaction 
(name, dose, frequency, route used and therapy dates (yyyy-mm-dd)} 

Betahistine and Zofran (information unavailable) 

10. Treatment of reaction, including dates (yyyy-rnm-dd) 

See #4: 2022-.ilto 20241111111 

2. Health professional? 
l!]ves O No 

3. Reported to manufacturer? 
[]Yes ~ No 

HC Pub.: 100251 (January 2011} Page 1 of 2 
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I ATIA-19(1) I 
Plouffe, Sandra-Ann (HC/SC) 

From: 
Sent: 
To: 
Cc: 
Subject: 

DearM-

Prime Minister I Premier Ministre <PM@pm.gc.ca> 
2023-01-04 3:25 PM 

hcmi n ister. m inistresc 
Office of the Prime Minister/ Cabinet du Premier ministre 

1 would like to acknowledge receipt of your most recent email sent to Prime Minister Justin Trudeau. 

At the outset, I wou ld like to express my heartfelt sympathies for the loss of your mother. My thoughts go out to you. 
Please be assured that your comments have been carefully reviewed. 

I have taken the liberty of forwarding your email to the Honourable Jean-Yves Duclos, Minister of Health, so that he may 
also be made aware of your most recent correspondence. 

Once again, thank you for writing. 

Executive Correspondence Officer/Agente de correspondance Executive Correspondence Services/ 
Services de la correspondance de la haute direction 

>>> From Received : 22 Dec 2022 11:48:33 AM »> 

»> Subject : Re: Office of the Prime Minister/ Cabinet du Premier ministre »» 

Was told that vaccine support programs are in place to help those t hat were affected. Would that not include my 
mother since she got the vaccine her blood pressure dropped until they induced coma then she Died. 

On Tue, Apr 26, 2022, 10:38 AM Prime Minister I Premier M inistre, <PM@pm.gc.ca<mailto:PM@pm.gc.ca» wrote: 

DearMr.-

On behalf of Prime Minister Justin Trudeau, I would like to acknowledge receipt of your further email. 

I would like to offer my heartfelt sympathy for the loss of your mother. Please allow me to also express my sincere 
regret for your father's health issues. You may be assured that your comments have been carefully reviewed. 

I note that your previous email was forwarded to the former Minister of Health, the Honourable Patricia A. Hajdu. I have 
taken the liberty of sharing your further email with her successor, the Honourable Jean-Yves Duclos, Minister of Health, 
so that he may be made aware of your correspondence. 

Once again, thank you for writing. 

-Executive Correspondence Officer/Agente de correspondance Executive Correspondence Services/ 
Services de la correspondance de la haute direction 
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I ATIA-19(1) I 

>>> From 
11:30:20 PM >» 

»> Subject : Re: Office of the Prime Minister/ Cabinet du Premier ministre »» 

Received : 20 Apr 2022 

According to the studies published on phizer vaccine myocarditis is a symptom .my mother was sent to hospital with 
symptoms the same as myocarditis. They induced coma and let her die .my father is left trying to survive with stage 4 
lung and adrenal cancer and would like a more in depth assessment pis. 

On Sun, Aug 15, 2021, 12:06 PM Prime M inister I Premier M inistre, 
<PM @pm.gc.ca<mailto:PM@pm.gc.ca><mailto:PM @pm.gc.ca»> wrote:<mailto:PM@pm.gc.ca<mailto:PM@pm.gc.ca> 

DearMr . • 

I would like to acknowledge receipt of your email sent to Prime Minister Justin Trudeau. 

At the outset, please allow me to express my heartfelt symp.athies for the loss of your mother. You may be assured that 
your comments have been carefully reviewed. 

I have taken the liberty of forwarding your email to the Honourable Patricia A. Hajdu, M inister of Health, so t hat she 
may be made aware of your correspondence. 

Thank you for taking the time to w rite. 

-Executive Correspondence Officer/Agente de correspondance Executive Correspondence Services/ 
Services de la correspondance de la haute direction 

>>> From: 
Received : 10 Aug 2021 09:35:51 PM 

>» Subject: PM Web Site Comments - Seniors »» 

Subject/Sujet : Seniors 
Date : 2021/08/11 1:35:44 AM 
First Name/Prenom 
Last Name/No 
E-Mail/Adresse e c ro 

Province: 
Postal Code/Code postal 
Telephone/Telephone 
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Do ument Ree s d U er the Ac es to 
I f m on A o He anada Do um 'lt 

I J I I I I 

Comments/Commentaires : My mom was pressured to take vaccines had 1st shot came home aK"ci blood pressure 
dropped bad she went to hospital they induced coma and she died. 
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ATIA- 19(1) I 
l♦I Health 

Canada 
Sante 
Canada 

111 ~ [ 1 
Canada Vigilance National Office 

Health Products Surveillance and Epidemiology Bureau 
Health Products and Food Branch 

Tunney's Pasture AL: 1908C 

Re: Adverse Reaction Number 001033681 

Dea 

Ottawa, (Ontario) K1A OK9 
Tel (toll-free): 1-866-234-2345 
Fax (toll-free): 1-866-678-6789 
canadavigilance@hc-sc.gc.ca 

2023-01-25 

Thank you for submitting an adverse reaction report to the Canada Vigilance Program on 2023-01-25, 
regarding the following health product(s): 

COVID-19 VACCINE 

The information that you included in your report has been recorded in the Canada Vigilance Program 
database and assigned the Adverse Reaction Number 001033681. Please reference this number should 
you wish to report additional information on this event. Please note that Health Canada will contact you 
about your report only if additional information is required for its surveillance activities. 

The Canada Vigilance Program is Health Canada's post-market surveillance program that collects and 
assesses reports of suspected adverse reactions to health products that have been submitted by 
manufacturers and by hospitals, or by health professionals and consumers either directly to Health 
Canada or via the manufacturers and/or hospitals. 

The information from adverse reaction reports as well as information from other sources of data is used 
to determine whether the benefits of a given health product continue to outweigh its risks and to take 
appropriate action to minimize any new risks. Such actions may include the update of the label of a 
health product in its authorized Canadian monograph, risk communication(s) to inform Canadians about 
possible new adverse reactions and/or a recall of the product. 

For information on health products authorized for sale in Canada, you may wish to consult the following: 

- Drug Product Database: 
https://health-products.canada.ca/dpd-bdpp/index-eng.jsp 

- Licensed Natural Health Products Database: 
https://health-products.canada.ca/lnhpd-bdpsnh/index-eng.jsp 

- Canada Vigilance Adverse Reaction Online Database: 
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/ 
adverse-reaction-database.html 

- Health Canada's advisories, recalls and other communication on health products; 
https://www.canada.ca/en/health-canada/services/drugs-health-products/advisories-warnings
recalls.html 

We would like to thank you once again for your report, as your contribution and commitment to 
health product safety monitoring are appreciated. 

Sincerely, 

Canada Vigilance Program 
Marketed Health Products Directorate 
Health Canada 
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I ATIA - 19(1) I 
l♦I Health 

Canada 

Cher I Chere 

Sante 
Canada 

I I 
Bureau nat onal de Canada Vigilance 

Bureau de la surveillance des produits de sante et de l'epidemiologie 
Direction des produits de sante commercialises 

Pre Tunney, I.A. : 1908C 
Ottawa (Ontario) K1A 0K9 

Tel. (sans frais): 1-866-234-2345 
Telec. (sans frais): 1-866-678-6789 

canadavigilance@hc-sc.gc.ca 

2023-01-25 

Objet: Declaration d'effet indesirable 001033681 

Nous vous remercions d'avoir communique des renseignements sur des effets indesirables a Sante 
Canada, le 2023-01-25, concernant le(s) produit(s) de sante suivant(s): 

COVID-19 VACCINE 

L'information que vous avez fournie dans votre declaration a ete enregistree dans la base de donnees 
du Programme Canada Vigilance sous le numero d'effet indesirable 001033681. Veuillez indiquer ce 
numero si vous voulez fournir des renseignements supplementaires au sujet de cet incident. Veuillez 
noter que Sante Canada ne vous contactera apropos de votre rapport que sides informations 
complementaires sont requises pour ses activites de surveillance. 

Le Programme Canada Vigilance est le programme de surveillance apres la mise en marche de Sante 
Canada qui recueille et e,value les declarations d'effets indesirables presumes associes aux produits de 
sante qui ont ete soumises directement a Sante Canada par !es professionnels de la sante et les 
consommateurs ou par l'entremise des detenteurs d'une autorisation de mise en marche ou des 
hopitaux. 

Les renseignements tires des declarations d'effets indesirables et d'autres sources de donnees servent 
a determiner si les avantages d'un produit de sante donne continuent de l'emporter sur ses risques et a 
prendre les mesures appropriees pour minimiser les nouveaux risques. Ces mesures peuvent 
comprendre la mise a jour de !'etiquette d'un produit de sante dans sa monographie canadienne 
autorisee, la communication des risques pour informer les Canadiens au sujet des nouveaux effets 
indesirab!es possibles eVou le retrait du produit. 

Pour obtenir des renseignements sur les produits de sante dont la vente est autorisee au Canada, vous 
pouvez consulter les pages Web suivantes : 

- Base de donnees sur les produits pharmaceutiques : 
https://produits-sante.canada.ca/dpd-bdpp/index-fra.jsp 

- Base de donnees sur les produits de sante naturels homologues : 
https://produits-sante.canada.ca/lnhpd-bdpsnh/index-fra.jsp 

- Base de donnees en ligne des effets indesirables de Canada Vigilance : 
https://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/medeffet
canada/base-donnees-effets-indesirables.html 

- Avis, mises en garde et retraits - Medicaments et produits de sante : 
https://www.canada.ca/fr/sante-canada/services/medicaments-produits-sante/avis-mise
garde-retrait. html 

Nous vous remercions a nouveau pour votre declaration. Votre contribution et votre participation a la 
surveillance de l'innocuite des produits de sante sont appreciees. 

Cordialement, 
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ATIA - 19(1) 

SUSPECTADVERSEREACTIONREPORT 

I. REACTION INFORMATION 
1. PATIENT INITIALS 

(first, last) 
l a. COUNTRY 3. SEX 3a. WEIGHT 4-6 REACTION ONSET 8-12 CHECK ALL 

CANADA Unk 
t-0--r--Mo_n_th_r-'(,-ea- ,--t APPROPRIATE TO 

ay Unk ADVERSE REACTION 

~:e~~ S!t~~~1CQ~tsf[ki~\.5}~~c~Jd/~~it:dv!;~~~~
1:?t ~~~!eparated by commas) 

Patient passed away (Death] 

Fell down / fell down again [Fall] 

Feeling unwell after Covid-19 vaccine [Feeling unwell] 

Dizzy [Dizzy) 

Male 

(Continued on Additional Information Page) 

II. SUSPECT DRUG(S) INFORMATION 
14. SUSPECT DRUG(S) (include generic name) 

#1 ) E ligard® (Leuprolide acetate) Subcutaneous injection, 30 mg {Lot# 11188A ; 11187A; UNK} 

#2) E ligard® Unspecified Device (Leuprolide acetate) Subcutaneous (Continued on Additional Information Page) 

15. DAILY DOSE(S) 16. ROUTE($) OF ADMINISTRATION 
#1 ) 30 mg, q 4 month #1 ) Subcutaneous 

#2) #2 ) Unknown 

17. INDICATION(S) FOR USE 

#1 ) P rostate cancer (P ro s tate cancer) 
#2) Unknown 

18. THERAPY DATES(fromlto) 19. THERAPY DURATION 

# 1 ) 14-NOV-2020 / Unknown #1 ) Unknown 

#2) Unkn own #2) Unknown 

Ill. CONCOMITANT DRUG(S) AND HISTORY 
22. CONCOMITANT DRUG(S)AND DATES OF ADMINISTRATION (exclude those used to lreat reaction) 

23. OTHER RELEVANT HISTORY. (e.g. diagnostics, allergies, pregnancy with last month of period, et,c.) 
From/To Dates Type of History / Notes Description 

Unknown to Ongoing Current Condition Prostate cancer (Prostate cancer) 

PharmD 
entre ve 

Fort Collins, CO 80526 UNITED S TATES 

24c, DATE RECEIVED 
BY MANUFACTURER 

24b. MFR CONTROL NO. 

21CA025930 

24(1. REPORT SOURCE 

□STUDY 

D ~~~l1s10 NAL 

25a, REPORT TYPE 

□INITIAL 

IV. MANUFACTURER INFORMATION 

□ LITERATURE 

181 OTHER: Study 

181 FOLLOWUP: 

26. REMARKS 

25b. NAME AND ADDRESS OF REPORTER 

NAME A ND ADDRESS WITHHELD. 

181 PATIENT DIED 

INVOLVED OR □ PROLONGED INPATIENT 
HOSPITALISATION 

□ INVOLVED PERSISTENT 
OR SIGNIFICANT 
DISABILITY OR 
INCAPACITY 

□ LIFE 
THREATENING 

□ CONGENITAL 
ANOMALY 

□ OTHER 

20. DID REACTION 
ABATE AFTER STOPPING 
DRUG? 

DYES O No 181NA 

21. DID REACTION 
REAPPEAR AFTER 
REINTRODUCTION? 

O vEs O No 181 NA 
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, Mfr. Control Number: 21,CA025930 

ATIA - 19(1) ADDITIONAL INFORMATION l • 

7+13. DESCRIBE REACTION(S) continued 

feeling unwell (Feeling unwell), was dizzy (Dizzy) and fell down and fell down again (Fall), during Eligard (leuprolide acetate) 30 mg 
treatment for prostate cancer. COVID vaccine for COVID prophylaxis was considered a co-suspect medication. This case concerned 
an 85 year-old male patient. The reports were sent to Tolmar ortl■■to21 and o~ 021 , respectively. The needle 
component of the constituent device was not identified in the report. 

The patient's medical history was not reported. Current condition included prostate cancer. 

Concomitant medications were not provided. 

On 07 Nov 2016, the patient began receiving Eligard 30 mg, every four months, subcutaneously, for the treatment of prostate cancer 
(Lot number and Expiration date not reported). On 14 Nov 2020, the patient received his latest Eligard 30 mg dose, every four 
months, subcutaneously (Lot number carton: not reported: Expiration date: not reported; Lot number Syringe A: 11188A: Expiration 
date: Dec 2021: Lot number Syringe B: 11187A; Expiration date: Jan 2022) for the treatment of prostate cancer. On an unknown date, 
the patient received the COVID vaccine (dose, frequency, route of administration not reported) for COVID prophylaxis. 

The patient's wife reported that on an unspedfied date, time to onset unknown after Eligard treatment, but described as after he "just 
got the COVID vaccine," the patient felt unwell, was dizzy and fell down. The patient's wife reported that the patient was still 
experiencing side effects from the COVID vaccine (it was not specified if they were the same side effects initially reported) and the 
patient fell down again. The patient's wife asked to postpone the patient's injection frorrl■■■l2021 ttl■■■J1021 so the 
patient could rest. No further details were provided. 

Action taken for COVID vaccine in response to the events was unknown and for Eligard treatment was dose not changed (ongoirng); 
de-challenge and re-challenge were not applicable. The outcome of the events was not recovered/not resolved. 

No laboratory data information was provided. 

The reporter did not assess seriousness of the evernts and assessed causality of the events with respect to El igard therapy as not 
related. 

On 111112021, follow-up information was received by Sanofi (Mfr no. : 2021 SA080066) from a consumer (Patient's Wife) and was 
sent to Tolmar 0~ 2021 . Added new serious event of "Patient passed away (Death)". Updated action taken, dechallenge and 
rechallenge and upon recipt of follow-up information. This case was upgraded to serious. 

Per the reporting patient's wife, the nurse performed a follow up call to see if the patient was feeling better and if ready for his next 
injection and the wife reported the patient passed away the other day (Date not specified). The cause of death was unknown. The 
patient was 85 years-old at the time of \he even\ and it was unknown whether if an a1,1topsy was performed. The action t.iken wi\h the 
suspect product, dechallenge and rechallenge were not applicable. The outcome of the event was fatal. 

The reporter assessed the event as serious (Death) and did not assess the causality of the event regarding Eligard therapy. 

Evaluator Comment (Tolmar): This elderly male patient passed away during Eligard therapy for prostate cancer (serious due to a fatal 
outcome (death)). Before his death, he fell (Fall) and experienced Feeling unwell and was Dizzy. COVID-19 vaccine is a co-suspect. 
Fall, Feeling unwell, and Dizzy are assessed as non-serious. The causal role of Eligard in the patient's death is considered not 
assessable due to lack of information regarding the cause of death, autopsy results, the clinical state of underlying prostate cancer, 
circumstances preceding patient's death, other relevant medical history, all concomitant medications received and supportive 
investigations and diagnosis relevant to cause of death. However, the underlying prostate cancer and the patient's age are 
pre-existing risk factors. The causal role of Eligard for Fall, Feeling unwell, and Dizzy is assessed as not related to Eligard therapy. As 
reported, co-suspect COVID-19 VACCINE can likely explain the Dizziness and Feeling unwell, which led to his Falls. The events are 
assessed as not related to the device component of Eligard. 

14-19. SUSPECT DRUG(S) continued 

14 . SUSPECT DRUG(S) (indude generic name) 

#1 ) Eligard® (Leuprolide acetate) 

Subcutaneous injection, 30 mg; Regimen #2 

#2 ) Eligard® Unspecified Device (Leuprolide 

30 mg, q 4 month; 

Subcutaneous 

: UnkiiOWt'I 

17. INOICATION(S) FOR USE 

Prostate cancer (Prostate 

cancer) 

UnkriOWri 

07-NOV-2016 / 

Unknown; 

Unknown 

Unknown: 

1 nt 
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ATIA - 19(1) 

14-19. SUSPECT DRUG(S) continued 

14. SUSPECT DRUG($) (include generic name) 

acetate) Subcutaneous injection {Lot # 

11188A; 11187A; UNK}; Regimen #1 

#3) COVID-19 VACCINE (COVID-19 

VACCINE) ; Regimen #1 

- 021 15:58 

ort A 

1 r , r 1 1 'lt 
, 1 Mfr. Control Number: i21,C.f\025930 

ADDITIONAL INFORMATION 

Unknown; Unknown 

17. INDICATION($ ) FOR USE 

COVID prophylaxis 

(COVID-19 prophylaxis) 

Unknown 

Unknown; 

Unknown 
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I ATIA-19(1) I 
Dawson, Dianne (HC/SC) 

From: Seguin, Michelle (HC/SC) on behalf of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 

Sent: 2021-03-23 10:09 AM 

To: ~ sanofi.com 
Cc: canada.pharmacovigilance@sanofi.com; Canada Vigilance COVID19 vaccine/ vaccin 

COVID19 (HC/SC) 
Subject: RE: Health Canada Follow-Up Clarification Request 

EXTERNAL 

Good morning, 
Re: Health Canada Follow-Up Clarification Request 

As a result of internal Health Canada assessment process, the Canada Vigi lance Assessment Team has 

identified individual case safety reports (ICSRs) where clarification is needed. Please investigate, clarify and 
resubmit case information for the following ICSRs that require clarification or have discrepancies which may 
impact case evaluation and/or signal detection: 

MAH Case Number Canada Vigilance Clarification Requested 

Case Number 

Safety report ID: 21CA025930 reported to 000943098 
HC on behalf of Tolmar, Inc Fort Collins, 
CO, USA concerning suspect drugs: 

ELIGARD (Sanofi-Aventis Canada Inc.) and 
co-suspect: "COVID-19 vaccine" 

(unspecified MAH) and stating the 
following in the case narrative: 

Initial report and one follow up report 

that were received by Sanofi (MFR No.: 
2021SA080066) via a Patient Support 
Program 
(PSP _LEUPROLIDE 

Received by Health Canada on: 
19/03/2021 

1 

Specifically, our evaluators wish to request 
the following information: 

• Please provide any information 
regarding the specific COVID-19 
vaccine administered, including type 
of vaccine, date of administration, lot 

#, first or second dose, etc. 
• Please provide any information 

pertaining to any medical diagnosis 
pertaining to the cause of death and 
any autopsy details, if available. 

• Please provide any information 
pertaining to the patient's general 
clinical state at the time of 
vaccination. Specifically, please 
provide any details regarding the 
status of the patient (e.g. bedridden, 
up w ith assistance, independent etc.), 
and laboratory testing (eg. Renal 
function, hematology, liver function). 

• Please provide any information 
pertaining to other medications, 
particularly sedatives and analgesics. 

• Please provide any symptoms 
associated with the vaccination (e.g. 
fever etc.). 
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• Please prfovide any information 
regarding any evaluation or 
treatment after the fal l. 

Please provide a response w ithin 15 days upon receipt of this correspondence, March 23 rd, 2021, in order to 
allow for sufficient time for case evaluation. Kindly send response to our generic Canada Vigilance COVID-19 
Vaccine account (hc.canada.vigilance.COVID19vaccine-vaccinCOVID19.sc@canada.ca ) with a cc to myself, 
Michelle Seguin: michelle.segufn@canada.ca . 

If you require further information within the scope of tlhis request, please do not hesitate to contact me. 

Thank you in advance for your much appreciated collaboration. 

Sincerely, 

Michelle Seguin on behalf of: 

The Canada Vigilance Program 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Infor mation Specialist/ Specialiste de !'information sur !es effets indesirablcs 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada I Sante Canada 
Jeanne Mance Building I Imrn.euble Jeanne Mance 8th floor, Room/ Piece 808D 
200 Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario KlA 0K9, A.L. 1908C 
Telephone I T6lcphone (613) 793-5750 
Facsimile I Tell>copieur (613) 957-0335 
michcllc.seguin@canada.ca 

2 
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I ATIA- 19(1) I 

Dawson, Dianne (HC/SC) 

From: Seguin, Michelle (HC/ SC) on behalf of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 

Sent: 2021-04-07 2:33 PM 
To: Seguin, Michelle (HC/SC) 
Subject: 000943098 Health Canada Follow-Up Clarification Request Sanofi 

From sanofi.com> 
Sent: 2021-04-07 10:41 AM 
To: Seguin, M ichelle (HC/SC) <michelle.seguin@canada.ca>; Canada Vigilance COVID19 vaccine / vaccin COVID19 
( HC/SC) <he. cainada. vigi la nee. COVI D19vacci ne-vacci nCOVI D19 .sc@ca nada. ca> 
Cc: Canada Pharmacovigilance /CA <canada.pharmacovigilance@sanofi.com>; 

~ sanofi.com> 
Subject: RE: Health Canada Follow-Up Clarification Request_Sanofi 2021SAO80066 (Tolmar 21CA025930) 

Dear Ms. Seguin, 

In an effort to gather additional information and answers to your questions below, Sanofi has actively attempted to 
reach the Healthcare professional involved in the care of this patient. 
To date, no additional information has been received by Sanofi relative to this report. Shall further information become 
available, Sanofi will ensure that this is submitted to HC via the standard expediting reporting procedure. 

Thank you, 
Kind regards, 

Leader, Pharmacovigilance 

- Laval (QC) - Canada - H7V 0A3 

SANOFlv 
www.sanofi.ca 

From-CA 
Sent:~ 202110:40 AM 
To: michelle.seguin@canada.ca; Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
<hc.canada.vigilance.COVID19vaccine-vaccinC0VID19.sc@canada.ca> 
Cc: Canada Pharmacovigilance /CA <canada.pharmacovigilance@sanofi.com> 

sanofi-aventis.com) sanofi.com> 
Subject: RE: Health Canada Follow-Up Clarification Request_Sanofi 2021SAO80066 (Tolmar 21CA025930) 

Dear Ms. Seguin, 

Thank you for your message, it has been well received. 
We will review the information requested and respond as required. 

Thank you, 
Kind regards, 

1 
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Country Safety Head (CSH) Back-up/ Pro1ect Leader, Pharmacov1g1iance 

(T} I I (F (M 1),;anofi.com 
SANOFI CANADA- 2905, Pl. Louis-R. Renaud - Laval (QC) - Canada - H7V 0A3 

SANOFI ~ 
www.sanofi.ca 

From: Seguin, Michelle (HC/SC) <michelle.seguin@canada.ca> On Behalf Of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
Se 

sanofi.com> 
Cc: Canada Pharmacovigilance /CA <canada.pharmacovigilance@sanofi.com>; Canada Vigilance COVID19 vaccine/ 
vaccin COVID19 (HC/SC) <hc.canada.vigilance.COV!D19vaccine-vaccinCOVID19.sc@canada.ca> 
Subject: RE: Health Canada Follow-Up Clarification Request 

EXTERNAL 

Good morning, 
Re: Health Canada Follow-Up Clarification Request 

As a result of internal Health Canada assessment process, the Canada Vigi lance Assessment Team has 

identified individual case safety reports (ICSRs) where clarification is needed. Please investigate, clarify and 
resubmit case information for t he following ICSRs that require clarification or have discrepancies which may 
impact case evaluation and/or signal detection: 

MAH Case Number Canada Vigilance Clarification Requested 
Case Number 

Safety report ID: 21CA025930 reported to 000943098 
HC on behalf of Tolmar, Inc Fort Collins, 
CO, USA concerning suspect drugs: 
ELIGARD (Sanofi-Aventis Canada Inc.) and 
co-suspect: "COVID-19 vaccine" 
(unspecified MAH) and stating the 
following in t he case narrative: 

Initial report and one follow up report 

that were received by Sanofi (MFR No.: 
2021SA080066) via a Patient Support 
Program 
(PSP _LEUPROLIDE 

Received by Health Canada on: 
19/03/2021 

2 

Specifically, our evaluators wish to request 
the following information: 

• Please provide any information 
regarding the specific COVID-19 
vaccine administered, including type 
of vaccine, date of administration, lot 
#, first or second dose, etc. 

• Please provide any information 
pertaining to any medica l diagnosis 
pertaining to the cause of death and 
any autopsy details, if available. 

• Please provide any information 
pertaining to the patient's general 
clinical state at the t ime of 
vaccination. Specifically, please 
provide any details regarding the 
status of the patient (e.g. bedridden, 
up w ith assistance, independent etc.), 
and laboratory testing (eg. Renal 
function, hematology, liver function). 

Page: 1.425 of/de 2,140 
A2023000085 

nt 



D um 
I f Ill 

J 

• Please prfovide any information 
pertaining to other medications, 
particularly sedatives and analgesics. 

• Please provide any symptoms 
associated with the vaccination (e.g. 
fever etc.) . 

• Please provide any information 
regarding any evaluation or 
treatment after the fall. 

Please provide a response within 15 days upon receipt of t his correspondence, March 23rd
, 2021, in order to 

allow for sufficient t ime for case evaluation. Kindly send response t o our generic Canada Vigilance COVID-19 
Vaccine account (hc.canada.vigi1ance.COVID19vaccine-vaccinCOVID19.sc@canada.ca ) w ith a cc t o myself, 
Michelle Seguin: michelle.seguin@canada.ca .. 

If you require further informat ion within the scope of this request, please do not hesitate to contact me. 

Thank you in advance for your much appreciated collaboration. 

Sincerely, 

Michelle Seguin on behalf of: 
The Canada Vigilance Program 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Specialiste de !'information sur Jes effets indesirables 
Marketed Health Products Directorate I Direction des produits de sante commercialises 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada I Santc Canada 
Jeanne Mance Building I lmmeuble Jeanne Mance 8th floor, Room/Piece 808D 
200 Eglantine Driveway, Pre Twmey's Pastme 
Ottawa, Ontario KlA 0K9, A.L. 1908C 
Telephone I Telephone (613) 793-5750 
Facsimile I Telecopieu.r (613) 957-0335 
michelle.seguin@canada.ca 

II 

Cette communication ainsi que tout document joint aux presentes peut contenir d-es renseignements proteges par des droits. confidentiels ou soustraits a la 
divulgation en vertu de la loi. Si vous n'~tes pas le destinataire prevu, veuillez prendre note que la revision, la divulgation, la distribution ou la reproduction de 
cette communicatio:n sont strictement interdites. Si vous avez ~u cette communication par erreur, veuillez immediatement en avertir l'expediteur par retour de ce 
courriel, et supprimer la communication de votre ordinateur. Pour retirer vos coordonnees de notre liste d'envoi electronique, cliguer ici. 

This communication and any attachments hereto may contain information that is confidential, proprietary or not intended for disclosure. If you are not the intended 
recipient, please note that any review, dissemination, use or copying of this communication is strictly prohibited. Anyone who receives this message in error 
should notify the sender immediately by return e-mail, and delete it from his or her computer. To unsubscribe from our electronic mailing list, click here. 

II 
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ATIA- 19(1) 

SUSPECTADVERSEREACTIONREPORT 

I. REACTION INFORMATION 
1. PATIENT INITIALS l a. COUNTRY 3. SEX 3a. WEIGHT 4-6 REACTION ONSET • CANADA 

Male 
Unk 

~:e~~ ~~~~1CQ~tsf[ki~t}~~c~Jd/~~it:dv! ;~~~~
1:?i ~~~!epara1ed by commas) 

Passed away due to natural prostate cancer progression [Progression of prostate cancer) 

Fell down/ fell down again [Fall) 

Feeling unwell after Covid-19 vaccine [Feeling unwell) 

Dizzy [Dizzy) 

Oay Month 

Unk 

Case Description: This solicited case from Canada includes the initial report and one follow up report that 

were received by Sa- 066) via a Patient Sup~ram 

(PSP _ LEUPROLIDE o 021 and 0~ 2021, from the patie nt's 

Year 

(Continued on Addit ional Information Page) 

II. SUSPECT DRUG(S) INFORMATION 
14. SUSPECT DRUG(S) (include generic name) 

#1 ) E ligard® (Leuprolide acetate) Subcutaneous injection, 30 mg {Lot# 11188A; 11187A; UNK} 

#2) E ligard® Unspecified Device (Leuprolide acetate) Subcutaneous (Continued on Additional Information Page) 

15. DAILY DOSE($) 16. ROUTE($) OF AOMINISTRATION 
#1 ) 30 mg, q 4 month #1 ) Subcutaneous 
#2) #2) Unknown 

17. INDICATION(S) FOR USE 

#1 ) Prostate cancer (Prostate cancer) 
#2) Unknown 

18. THERAPY DA.TES(fromlto) 19. lliERAPY DURATION 

# 1 ) 14-NOV-2020 / Unknown #1 ) Unknown 

#2) U nknown #2) Unknown 

Ill. CONCOMITANT DRUG(S) AND HISTORY 
22. CONCOMITANT DRUG(S)AND DATES OF ADMINISTRATION (exclude those used to !real reaction) 

23. OTHER RELEVANT HISTORY. (e.g. diagnostics, allergies, pregnancy with last month of period, et,c.) 
From/To Dates Type of History / Notes Description 

Unknown to Ongoing Current Condition Prostate cancer (Prostate cancer) 

24c, DATE RECEIVED 
BY MANUFACTURER 

26-MAY-2021 

DATE OF THIS REPORT 

01 -JUN-2021 

01-Jun-2021 18:52 

24b. MFR CONTROL NO. 

21CA025930 

24d. REPORT SOURCE 
□STUDY 

181 ~~~l1s1or.1AL 

25a. REPORT TYPE 

□INITIAL 

IV. MANUFACTURER INFORMATION 

□ LITERATURE 

181 OTHER: Study 

181 FOLLOWUP: 2 

26. REMARKS 

25b. NAME AND ADDRESS OF REPORTER 

NAME AND ADDRESS WITHHELD. 

NAME AND ADDRE SS WITHHELD. 

8-12 CHECK ALL 
APPROPRIATE TO 
ADVERSE REACTION 

PATIENT DIED 181 Date: 11-MAR-2021 

INVOLVED OR □ PROLONGED INPATIENT 
HOSPITALISATION 

□ INVOLVED PERSISTENT 
OR SIGNIFICANT 
DISABILITY OR 
INCAPACITY 

□ LIFE 
THREATENING 

□ CONGENITAL 
ANOMALY 

□ OTHER 

20. DID REACTION 
ABATE AFTER STOPPING 
DRUG? 

O vEs ONo 181NA 

21. DID REACTION 
REAPPEAR AFTER 
REINTRODUCTION? 

O vEs 0No 181NA 
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Page 2 of 3 
l I I 

, Mfr. Control Number: 21,CA025930 

ATIA - 19(1) ADDITIONAL INFORMATION l • 

7+13. DESCRIBE REACTION(S) continued 

wife, who reported that the patient just got the COVID vaccine and he was feeling unwell (Feeling unwell), was dizzy (Dizzy) and fell 
down and fell down again (Fall), during Eligard (leuprolide acetate) 30 mg treatment for prostate cancer. COVID vaccine for COVID 
prophylaxis was considered a ~ ct medication. This case concerned an 85 year-old male patient. The reports were sent to 
Tolmar o- 2021 and o~ 021. respectively. The needle component of the constituent device was not identified in the 
report. 

The patient's medical history was not reported. Current condition included prostate cancer. 

Concomitant medications were not provided. 

On 07 Nov 2016, the patient began receiving Eligard 30 mg, every four months, subcutaneously, for the treatment of prostate cancer 
(Lot number and Expiration date not reported). On 14 Nov 2020, the patient received his latest Eligard 30 mg dose, every four 
months, subcutaneously (Lot number carton: not reported; Expiration date: not reported; Lot number Syringe A : 11188A; Expiration 
date: Dec 2021; Lot number Syringe 8 : 11187A; Expiration date: Jan 2022) for the treatment of prostate cancer. On an unknown date, 
the patient received the COVID vaccine (dose, frequency, route of administration not reported) for COVID prophylaxis. 

The patient's wife reported that on an unspecified date, time to onset unknown after Eligard treatment, but described as after he "just 
got the COVID vaccine," the patient felt unwell, was dizzy and fell down. The patient's wife reported that the patient was still 
experiencing side effects from the COVID vaccine (it was not specified if they were the same side effects ~ orted) and the 
patient fell down again. The patient's wife asked to postpone the patient's injection fro~ 2021 t~ 2021 so the 
patient could rest. No further details were provided. 

Action taken for COVID vaccine in response to the events was unknown and for Eligard treatment was dose not changed (ongoing); 
de-challenge and re-challenge were not applicable. The outcome of the events was not recovered/not resolved. 

No laboratory data information was provided, 

The reporter did not assess seriousness of the events and assessed causality of the events with respect to Eligard therapy as not 
related. 

On 11112021- information was received by Sanofi (Mfr no. : 2021 SA080066) from a consumer (Patient's Wife) and was 
sent to Tolmar o 021. Added new serious event of "Patient passed away (Death)". Updated action taken, dechallenge and 
rechallenge and upon receipt of follow-up information. This case was upgraded to serious. 

Per the reporting patient's wife, the nurse performed a follow up call to see if the patient was feeling better and if ready for his next 
injection .ind the wife reported the p.itient p.issed .iway the other d.iy (D.ite not specified). The cause of de<1th was unknown. The 
patient was 85 years-old at the time of the event and it was unknown whether if an autopsy was performed. The action taken with the 
suspect product, dechallenge and rechallenge were not applicable. The outcome of the event was fatal. 

The reporter assessed the event as serious (Death) and did not assess the causality of the event regarding Eligard therapy. 

On 26 May 2021 , follow up information was received by Sanofi (Mfr. No.: 2021 SA080066) from a healthcare professional and was 
sent to Tolmar on 28 May 2021 . Added healthcare professional as new reporter and causality assessment from this new reporter. 
Added date and cause of death. Updated event description from passed away (Death) to passed away due to natural prostate cancer 
progression ( Progression of prostate cancer). Upon follow-up information was received the case met different re portability criteria. It 
was submitted as expedited report previously, but it does now meet criteria for periodic reporting. 

On - 021, patient passed away due to natural prostate cancer progression. 

The healthcare professional assessed the event passed away due to natural prostate cancer progression as serious (Death) and did 
not consider the patient's death was caused by Eligard therapy. Seriousness and causality assessment for the previously reported 
events was not provided. 

No additional details were provided. 

Evaluator Comment (Tolmar): This elderly male patient passed away due to natural prostate cancer progression during Eligard 
therapy for prostate cancer (serious due to a fatal outcome (death)). Before his death, he fell (Fall) and experienced Feeling unwell 
and was Dizzy. COVID-19 vaccine is a co-suspect. Fall, Feeling unwell, and Dizzy are assessed as non-serious. The causal role of 
Eligard in the natural prostate cancer progression is assessed as not related as the event can be explained by the inherent nature of 
malignancy to progress with time. The causal role of Eligard for Fall, Feeling unwell, and Dizzy is assessed as not related to Eligard 
therapy. As reported, co-suspect COVID-19 VACCINE can likely explain the Dizziness and Feeling unwell, which led to his Falls. The 
events are assessed as not related to the device component of Eligard. 

1 nt 
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1 r , r 1 1 'lt 
, 1 Mfr. C0ntrol Number: i21,C.f\O2593O 

ADDITIONAL INFORMATION 
14-19. SUSPECT DRUG(S) continued 

14. SUSPECT ORUG(S) 0"dude ge"eric oame) 

#1 ) Eligard® (Leuprolide acetate) 

Subcutaneous injection, 30 mg; Regimen #2 

15. DAILY DOSE(S): 
16. ROUTE(S) Oe AOMIN 

30 mg, q 4 month; 

Subcutaneous 

#2 ) Eligard® Unspecified Device (Leuprolide ; Unknown 

acetate) Subcutaneous injection {Lot# 

11188A; 11187A: UNK}; Regimen #1 

#3 ) COVID-19 VACCINE (COVID-19 

VACCINE); Regimen #1 

01-Jun-2021 18:52 

Unknown; Unknown 

IT INOICATION(S) FOR USE 

Prostate cancer (Prostate 

cancer) 

Unknown 

COVID prophylaxis 

(COVID-19 prophylaxis) 

07-NOV-2016 / 

Unknown; 

Unknown 

Unknown; 

Unknown 

Unknown; 

Unknown 
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lcanada Vigilance AER#: le2B 03730867 (3) 

Canada Vigilance HC Latest Received Date: 
202 10305 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210Hl220 (4 ) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'-'----~--'--'---------'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Olsabllngllncapacltating? No 

20210109 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210302 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER !NC- 2021 018220 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!Z'ERJNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~F!ZER tNC- 2021018220 

Reason for nullification (A.1.13.1) 

Onset Age 

90 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

SINGLE DOSE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202cllllll 
CCYYMMDO 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Drug end date (B.4.k.14) 

2020-
CCYYMMDD 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

COVID-19 

Method of assessment (B.4.k.18.3) I Result (B.4.k:.18.4) 
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Canada Vigilance AER#: I E2B 03730867 (3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 COVID-19 

Source of assessment (B.4,k,18.,2) Method of assessment (B,4,k, 18,3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18 .2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Drug Ineffective 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18,3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DIED OF COVID-19/DEVELOPING SYMPTOMS 18 DAYS AFTER HIS INOCULATION 
MedDRA version for 

(B.2.i.1.o) Reac1ion/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Dru g ineffective 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Drug ineffective 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) r eaction last time (B.2.i.7.2) 

!

Outcome 

Fata l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

DIED OF COVID-19/DEVELOPING SYMPTOMS 18 DAYS AFTER HIS INOCULATION 
MedDRA veri;ion for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 COVID- 1 9 - --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 COVID- 19 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

Reaction first time (B.2.1.7.1) t eaction last time (B.2.1.7.2) 

!

Outcome 

Fatal 

I Page*3 

N/A 

Result (FM,k,18,4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

I Duration (B.2.i.6) 

(8.2.i.8) 

I Duration (B.2.1.6) 

(B.2.1.8) 
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ATIA- 19(1) 

Case narrative (B.5.1) 

This is a epon taneoue report received front a contactab le consumer. A 90- yea r - ol d nta J e patient received first dose 
of BN'Tl62B2 (PFlZER- BIONTE:CH COVID- 19 VACCiNE., solut.i.on for injection), on - 020 a t age of 90 years old at 
single dose for COVID- 19 immun~ n . Medical history and concomitant medications were not reported . The patient 
died o f COVI0-19 on Wednesday ~ 021} at the Hospital . The patient was given the vaccine 01~ 020 and was 

due to be vaccinated 21 days later . His second dose was delayed because of provinci.al plan to vaccinate as many 
people as quickly as possible . The patient started developing symptoms 18 days after his inoculation so the second 
dose would not have helped him. No other details provided. 

Information on lot/batch number has been reque.9t.ed . 

Follow-up {26Jan2021} : New information received from a contactable consumer includes : reporter information . 

Follow up(28Jan202ll : No follow up attempts are nt'eded, No fmth,.r information is expected. 

Follo't1- up (02Mar2021, : "this follow-up .ls being submitted to notify that the lot/batch number is not available 
despite t:he follow-up attempts made . Follow-up attempts have been completed and no further information is 
expe,cted, 

BNT16282 approved under Tntecim Orde1 in Cdnadt1.. 

Reporter's comments (B.5.2) 

MedORA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 COVlO- B 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Drug inef!:ecti ve 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent condit ions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

I 
I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl End date (B.1.10.7.1!) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

-
Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indicat ion (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

!
Qualificati on (A.2.U) 

Consume 1 / o t her non he ~lth prof e ssional 

(A.2.3.3) 

Page: 1,434 of/de 2,140 
A2023000085 



Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA- 19(1) 

lcanada Vigilance AER#: le2B 03883198 (2) 

Canada Vigilance HC Latest Received Date: 
20210318 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 202125 267 9 (3 ) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1----~---'----'---------'----'---------'--------~--j 

Type of report 

eponla.ncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20 2~ 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

202 ia11111 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory: authority's number (A.1.10.1) 

'!:es 

Company number (A.1.10.2) 

CA-PFIZER INC-2021 252679 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CI\- Pf'IZl:R LNC- 202125267 9 

Reason for nullification (A.1.13.1) 

Onset Age 

83 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

SINGLE DOSE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021-
CCYYMMDO CCYYMMDD 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

6 Days 132 Hours 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Fall 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: IE2B 03883198 (2) I Page*3 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fall 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant LASIX [FUROSEMIDEJ 

Active Substance names (B.4.k.2.2) 

FUROSEMIDE 

country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

• Source of assessment (13.4.k.18 .. 2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b} 

Reaction assessed (B.4.k.18.1 b) 

Method of assessrnent (B'.4.k.18.l) Result (13.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant BISOPROLOL 

Active Substance names (B.4.k.2.2) 

bisoprolol 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,439 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 03883198 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NITROGLYCERIN 

Active Substance names (B.4.k.2.2) 

nitroglycerin 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 03883198 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CLOPIDOGREL BISULFATE 

Active Substance names (B.4.k.2.2) 

clopidogrel bisulfate 

country arug 01>tatnea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 
HAD PASSED A WAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

202~ 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

6 Days 132 Hours Fatal 

Reaction/event as reported by primary source 

FELL 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Fall 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Fall 

Start Date IB.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(e.2,;,5) 

This is a spontaneous report from a contactable consumer . An 83- yeur- old female patient received the Iirst dose of 
bntl62b2 (PFIZER-BIONTECH COVID-19 VACCINE , lot number unknown )_, via an unspecified route of administration in th@ 
right arm on - 021 12 : 00 at a single dose for COVID-19 immunisation . Medical history included congestive heart 
failure , cancer (Colon , liver & possibly bowel) , diabetes , dementia , fall on- 021 , fractured her skull on 

021 , and palliative therapy from Nov2020. Concomitant medication included furosemide (LASIX) ; bisoprolol ; 
glyceryl trinitrate (NITRODERM) , and clopidogrel bisulfate (PLAVIX) . The patient fell at home in her bedroom . She 
was conscious when speaking with her dau, hter, but th~ unresponsive when a fam.ily member came to help her up 
off the floor and had passed away on 2021 . As of - 021 , the doctor said that she was unaware that the 
patient had passed away . She said that it is unlikely tc be linked to the vaccine as this patient had a lot of 
d isea9es and tvas Laken a lot of medicat:ion . She cannot. p.rovide more l n forrnation as she was unaware of what 
happened , As of - 021 , the reporter could not provide a ny information pertaining to the c ause of death as 
indicated on the death certificate. The reporter could not provide any information regarding a ny concomitant 
medi cations . Specifi cal l y, any analgesi cs or s~datives , The reporte= could also not provi de any information 
r egar ding any r ecent laborator y results , any infor mation rega r ding clinical status p r ior to terminal event . She 
reported that the reasons for her prior falls would have been weakness and fatigue from her heart condition . The 
patient was oot diagnosed with COVID-19 before the vaccination . The patient was not tested positive to COVJD-19 
after: the vaccination . The outcome of event fell was unk.no1•m . 'I'he patient passed away on- 07t . An autopsy was 
not performed. 

I nfor mat ion about Lot /Batch n umber has been requested . 

Follow-up ~ 021) : New information reported from a contactable physician via safecy phone line included : new 
reporter , new causality asses s~ent provided, clinical course details.This follow- up report is also beiog submitted 
to amend p-c:-evj ousl y x-eported ioforrnation : event " fell" added . 

Information about Lot/Batch nurr~er has been requested . 

Follow-up ~ 021) : New information was received from the same contactable consumer includes : clinical course 
details. 

No follow-up attempts cequired. No furtheI infocmation expected 
BNT162B2 approved under Interim Order in Canada . 

Reporter's comments (B.S.2) 

MedDRA ver-sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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ATIA-19(1) 

Canada Vigilance AER#: E28_03883198 (2) 
The company cannot completely exclude a reasonable possibility that the administration of vaccine BNT162B2 cou ld 
have contributed to the patient•s demise . The company processes " death cause unknor.-.•n" cases as possibly related 
and documents them as related in the global safety database unless i nformation is p,:ovi ded that allo».s the 
Company to exclude that there is a reasonable possibility of relatedness to the suspect product. 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Piizer 
procedures for safety evaluacion, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part of this review, as well as any appropriate action in .::-esponse , will be J?IOmptly 
notified to Regulatory Au thorities, Ethics Committees and I nvestigators 1 as appropriate. 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Rosults of tosts and proceduros (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1o.1) Episode name (B.1.7.1o.2) 

26. 0 Conges t ive h e iltt failure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA ve·rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cancer 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Colon, liver & possibly bowel. 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Diabetes 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dementia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fall 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

202-
CCYYMM 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Skull fracture 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

2029 
CCY • 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Palliative care 

Normal high range 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

(B.3.1.2) (B.3.1.3) 
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Canada Vigilance AER#: IE2B 03883198 (2) 

Start date (B.1.7.1c) Continuing (8.1.7.1d) End date (B.1 .7.1f) 

20201 1 
CCYYMM 

Comments (B.1.7.1g) 

MedDRA ve·rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

2 6 . 0 oeath 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Be) 

Indication MedDRA version (B.1.81.1) Indication (B.1.Bf.2) 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.ag.2) 

Start date (B.1 .10.1.1e) Continuing (B.1.10.7.1dJ End date (B.1 .10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy {B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA ve·rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

I Page~9 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Cons umer/othe i: non health pr.of essiona l 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
PR1VACY 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.31 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.2.1.1d) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 03986299 (3) 

Canada Vigilance HC Latest Received Date: 
202 10521 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20213618 55 (4 l 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------'---------'""--'--------'-------~--j 

Type of report 

eponla.ncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

202-
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

2 0210518 
CCYY!<!.'1DD 

List of documents held by send!er (A.1.8.2) 

Fulfill e)(pedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202 1361855 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERrnC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

0 1- P!"lZER !ll'C- 2021361855 

Reason for nullification (A.1.13.1) 

Onset Age 

89 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

['c'aii"ada Vigilance AER#: I E2B 03986299 (3) Pagenl 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k .3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNKNOWN DOSE, SINGLE 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202111 
CCY 0 

Start period (B.4.k.13.1) 

3330 Minutes 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 
,., 

MedDRA version (B.4.k.18.1a) 

26.0 
~ ·-
Source of assessment (B.4.k.1S..2) 

PRIMARY SOURCE REPORTER 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date (B.4.k.14) 

2□2-
CC D 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

3330 Minutes 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event (s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebrovascular accident 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebrovascular accident 
-
Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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lcanada Vigilance AER#: I E2B 03986299 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FINASTERIDE 

Active Substance names (B.4.k.2.2) 

finasleride 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 

Page: 1,450 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: I E2B 03986299 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PANTOPRAZOLE 

Active Substance names (B.4.k.2.2) 

pantoprazol e 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 03986299 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant APO-LEVOCARB 

Active Substance names (B.4.k.2.2) 

carbldopa 
levodopa 

country arug obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

.Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminlstration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

.. 

Souree of assessment (B.4.k.1_8.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 03986299 (3) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TAMSULOSIN 

Active Substance names (B.4.k.2.2) 

tamsulosin hydrochloride 

Gountry drug 01>ta1nee1 (B.4.k.2.:J) Batc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Gestation period (B.4,k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 03986299 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant LOPERAMIDE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

loperamide hydrochloride 

country drug 01>ta1nee1 (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Diarrhea 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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ATIA - 19(1) 

['c'ail"ada Vigilance AER#: I E2B 03986299 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant MIRTAZAPINE 

Active Substance names (B.4.k.2.2) 

mirtazapine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

CEREBROVASCULAR ACCIDENT 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) 
reaction/event term LL T 

26 . 0 Cerebrovascul ar acci dent 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) 
reaction/event term PT 

26 .0 Cerebrovascul ar accident 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2H) IEnd Date 
202 illlll 

Reaction first t ime (B.2.1.7.1) 

!
Reaction last time (8.2.1.7.2) 

3330 Minutes 3330 Minutes 

(B.2.i.1.b) 

(B.2.1.2.b) 

(B.U5) 

!
Outcome 

Fat al 

!Duration 

(8.2.1.8) 

(B.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a epon taneoue report received f ron\ a contactable consumer (patient ' s daughter) . P..n 8 9- year - o ld ma 1 e 
patient received first dose of 8NT162B2 (PFIZtR- BroN'l'ECH COVlD- 19 VA.CClNE ) via an unspecified route o f 
admin istration, admi nistered in the left arm on 021 at 16 :3 0 (Let number : Not reported , E.-.:piration date: Not 
reported} <at the age of 89-,,.ear-old) as a s inc.,le dose for COVID-19 immunization . The pat i ent medical histo;;y 
included Parkinson ' s disease (slow type foi-: several years , difficult to cont.rel, difficulty walking, dressing, 
dizziness and was forgetting more frequently} from 1980 and ongoing , ongoing dys pepsia , ongoing depression (onset 
date, approximately 3 years ago) , diarrhoea from an unknown date and unknown if ongoing , ongoi ng dizziness and was 
forgetting moi:·e frequently and her father's health condition wa s deteriorating . Patient had no aller:gies to 
medications , food , or other pi.oducts . Patient had no serious heart conditi on or othei conditions . 1-Us last blood 
test was perfect . Concomitant rr.edications included finasteride taken for an unspecif i ed i ndication; pantoprazole 
taken for an unspecified indication; carbidopa/ levodopa (APO-LEVOCARB) taken for an unspecified indication; 
tamsu losin taken for a n unspecified indication; loperamide hydrochloride {LOPERJ\MIO) taken for d iari:-hoea; 
mirtazapine (MIRTAZA~IN) taken for an unspecified indication, for all concomitants start and stop date were not 
reported . 'fhe paUenL did not receive a ny other vaccines wilhin 1 ••eeks prior to the COVID-19 vaccine . The patient 
was not diagnosed with COVlD-19 pr~ cination . The reporter stated that her father received the vacclne <:ind 
felt well after administration . On- 021 , t he patient had cerebrovascular accid,en t. . It was report-ed that the 
patient was found unconscious and his wite callod the emergency line. The reporter stated that, when the ambulance 
arrived, the patient otill had a pulse, and they mentioned that the reaction was probably neurolo1ical. When the 
pdtient arrived at the ho•pltal , t hey called hls wife to intorn> her that he was not feeling well and when 
pc.1liE!nt.':3 wife atriverl ilt the liospita.l pat.tent h~d already pc1ssed. away . Cerebtovasculat accident.. Wt13 not 
confirmed, but daughter and wife thought what the patient experi~nced. The reporter stated that he.t: father ' s 
health condi tion was detei:-ior.ating for tho past few yea r s. The patient did not receive any treatment :for the 
event . Since the vaccination, the patient. has not been tested for COVID-19 . The patient died on ~ 021 . An 
autopsy was not pertorrned . 

Follow-up (09Apr2021) , The follo••ing information has been reported by the same contactable consumer (pati ent ' s 
daughter ) ,..,hich included significant informat.ion regarding patien t medical history and event information v,as 
added . 

Follow-up (12Apr2021} : New information i:-eportecl from the same con tac table consumer (patient• s daughter ) received 
v1a the Med1ca l ln:formation includes concomitant medicat1ons . 

Follow- up 08May2021) , This follow- up is being submitted to notify that the batch/lot number for all doses is not 
available despite the follow-up attempts made. F"ollow- up attempts have been completed and no furthe1. information 
is expected. 
BNT162B2 approved under Interim Order in Cana da . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Parkinson ' s disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

1980 
CCYY 

Yes 

Comments (B.1 .7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . D Dyspepsia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Yes 

Comments (B.1.7.1g) 

Normal high range (B.3.1.2) 

End date (B.1.7.11) 

End date (B.1.7.11} 

More info 

No 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 03986299 (3) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Depression 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Yes 

Comments (8,1.7.1g) 

onset date, approx imately 3 years ago 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dizzine ss 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Yee 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.1a,2) 

26 . 0 General physical health deterioration 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Yes 

Comments (B.1 .7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Diarrhoea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7,1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebrovascul ar accident 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

··- - - -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .sg.2) 

Weight (Kg) (8 .1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

I 

(B.1 .7.11) 

(B.1.7.1f) 

(B.1 .7.11) 

(B.1 .7.11) 

(B.1.7.11) 

PageUl 

I 
I 
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Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.Bf.1) Indication (B.1.10.a1.21 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2a) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.7.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2•) 

Reporter postcode (A.2.1.21) (A.2.1.3 ) 

(A.2.1.1dl 

!

Reporter country 

Canada 

!Qualification (A.2.1.4) 

lconsurne r / other non health pro fes3iona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) I Middle name 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.ld) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 03991991 (3) 

Canada Vigilance HC Latest Received Date: 
20210430 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2 0 21375885 (4 l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1----~---'---'------....._ ___________ '--_____ ~--j 

Type of report 

eponla.ncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

202:111111 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

202 -
CCYYJ1MDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A, 1.10.2) 

CA-PFIZER IJIC-20213758 85 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZEIUNC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A,1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH • PFIZER 

PRIVACY 

Date of birth (B .1.2.1) 

Gestation Period (B .1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomalyfbirth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

85 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada ER1742 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

SINGLE DOSE 

Pharmaceutrcal form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202- 202-
CCYYMMDD CCYYMMDD 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

14935 Minutes 14935 Minutes 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA verslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Explosive d iarrhea 

Method of assessment (B.4.k.18.3) 

Global lntrospestion 

Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: IE2B 03991991 (3) 

MedDRA version (B,4.k ,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Explosive diarrhea 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Heart attack 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Heart attack 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Nauseous 

Souree of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Nauseous 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Vomiting 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Vomiting 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k..18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Weakness generalized 

Source of assessment (B.4.k.18.2) Method of .assessment (8.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Weakness generalized 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 
~ 

Reaction (B.2) 
Reaction/event as reported by primary source (8.2.1.0) Current reaction 

HEART ATTACK 
MedDRA ve·rslon for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) 
reaction/event term LL T 

26 . 0 Hear t attack 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) reaction/event term PT 

26 . 0 Myoca t d i al i nf a r c tion 

(B.2.1.1.b) 

(B.2.L2.b) 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4,k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 
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ATIA-19(1) 

---
Canada Vigilance AER#: IE2B 03991991 (3) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration 

202 ~ 

Reaction first time (B.2.1.7.1) Reaction last time 1B,2.1.7.2) Outcome (B.2.i.8) 

14935 Minut es 14935 Minutes :Fatal 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

NAUSEOUS 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Nauseous 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

2 6.0 Nausea 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _tdDate /B.2.i.5) l uration 

- 202 \-

I 
--

Reaction flrs t time (B.2.1.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.81 

535 Minut..e.s 535 Minutes Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

EXPLOSIVE DIARRHEA 

MedDRA version for 
1B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Explosive diarrhea 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Diarrhoea 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

202.-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

535 Minutes 535 Mi nutes Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

GENERALIZED WEAKNESS 
MedDRA version for 

(B.2,1.1.a) Reaction/event MedDRA term(LL T) (B.2,1.1,b) 
reaction/event term LL T 

26 . 0 Weakness generalized 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Asthenia 

Term hightlighted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2.1.5) I Durat ion 

2021-

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

535 Minutes 535 Minutes Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

VOMITING 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Vomiting 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Vomiting 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.1.5) I Durat ion 

202 ... 

Reaction first time (B.2.1.7.1) Reaction last time iB.2.i.7.2) Outcome (B.2.i.81 

535 Minutes 535 Minute-s Unknown 

I Page* 4 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report from a contactable consumer (pati ent ' s son) , a contactable physician and Other Health 
Professional . An 85- year- old male patient ?:eceived the first dose of BN'rl62B2 (f'FIZER- B!ON'TECH COVID- 19 VACCINE; 
Lot Number : ~Rl742), intramuscular in l eft deltoid, on - 2021 at 15 : 05 PM, at a single dose, for COVID- 19 
immunization . The patient ' s medical history included severe ulcerative colitis and asthma since a long time; the 
patient used to practice yoga and weighcement bags every week for muscular fitness. There were no concomitant 
medications. Past drug history included budesonide/formoterol fumarate (SYMBICORT) for asthma . There were no other 
vaccinations within four weeks prior to the first administration date of the suspect vaccine . The patient ' s son 
was just calling to find out about the side effects i,.,•ith the COV!D- 19 vaccine . The patient got vaccinated and then 
3 weeks later - 021}, he was nauseous .a,nd had explosive diarrhea and generalized weakness . The patient had 
nausea and vomi ting on ~ l for- \\•hich the patient had ginger to chew as the:rapeutic mea.sures ~ atient 
died of a heart attack on- 2021 (passed away). The patient was found dead in his residence on....azo21 . 
According t.o the patient ' s sonr patient had his last health check-up 2 months ago ~ 021} and was in perfect 
condition, had no health issues, "'·as practicing yoga and weighing cement bags every week for muscular fitness . The 
patient's ~on and hi! family are shocked and wanted ~nswers . The doctor con firmed that the death is n~L a!soclated 
with an a naphylactlc shock. . He confirmed that heart attack {heart. stopped) is the c-au se of death . The doctor has 
not seen pat ient for the lase 16 months. The patient was suffering from a severe ulcerative colitis and a~thma 
since a l ong time and the doc tor ha d prescribe d budesonide/ f o rmoterol fumara te {SYMBICORT) to the patient in the 
past . Ho doesn ' t know it t he death is related to the vaccine b~sides the tact that it is close in time. The 
physician aaid t hdt the patiant Wtl B set!ing e)nother doctor 1.lt the medical clinic . Th-e ot1tcom1:1 of hec1rt attack was 
fatal. The out.come or t.hE> remr)intr1g events was unknoi.,m . 'rhe patiEtnt d J e d or, - 021. rt.. was no~- report..ed lf ean 
autopsy was performed. 
Conclusion: The complaint for '1 PFIZER-BIONTECH COVID-19 VACCINE" was investigated. The investigation .included 
reviewing the involved batch records, deviation investigation and an analysis of the complaint history for the 
reported lot and product type . The final scope was determined to be the associated lot(s) of the reported lot 
ER1742 . A complaint sample was not returned . No related quality issues were identified during the investigation . 
Tl1ere is no i mpact on product quality, regulatory, validation and stability. FGS Fuurs concl udes that the reported 
defect is not :representative of the quality of the batch and the batch :remains acceptable _ ·rhe NTM process 
determined that no regulatory notification was required . The reported defect could not be confirmed. No root cause 
or C.Z\ .. PA we~ tified .as the complaint was not confirmed 
Follow-up ~ 021} : New information r:eported from a contactable physician includes : additional reporter, 
physic1an 1 s causality assessment {death not associated with an anaphylactic shock and unknown if death has causal 
relationship with the vaccine besides the temporal relationship), patient ' s race, additional medical history 
(ulcerative colitis and asthma) and past drug h i story . 

Follow- up attempts a:re completed . Ne further information ts expected . 

Follow-up ~ 21} : New information r:eceived from a contactable healthcare professional (medical assistant) 
includes additional reporte~ . 

Follow-up ~ 021) : Ne ... t information has been reported as coticl usion follo.,Jing investigation by the Product 
Quality Gcoup included: investigation results . 

No follow-up at.tempts a re nee ded . No furt her i nformation is expected . 
BNT16282 app~oved under Interim Order in Canada . 

Reporter's comments (B.5.2) 

MedORA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

1he Company concur s wi th the HCP reporter that the fatal event heart attack represents an i ntetcur reot medi eal 
condition and unrelated to B~Tl62B2 . 

The impact of this report on the benefit/risk p=ofile of the Pfizer produ ct is evaluated as part of Piiz@r 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part of this review, as well as any appropriate action in .response, will be promptly 
notified to Regulatory Authorities , Ethics Committe es and Investigators , as appropriate . 

Physical exam1nation 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.1.1a.21 

26 . 0 Exercise adequate 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Normal high range 

I End date (B.1.7.11) 

condition 

(B.3.1.2) More info 

No 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 03991991 (3) 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Ul cerati ve col Jti s --
Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Asthma 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments 1B.1.7.1g) 

preacr i bed Symbicort 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Heart attack 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) I End date 

Comments 1B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name 

SYMBICORT 

(B.1.&a) 

Start date (B.1 .Bc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

Weight (Kg) 

Start date (B.1.10.1.1c) 

Comments (B.1.10.1.19) 

End date (B.1.Be) 

(B.1.81.1) Indication 1e.1.a1.21 

A.s thrna 

(B.1.8g.1) Reaction (B.1.Bg.2) 

Continuing (B.1.10.7.1d) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

I 

(B.1.7.11) 

(B.1 .7.11) 

(B.1.7.11) 

End date (B.1.10.7.11) 

Page~6 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

lather health professiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04034593 (3) 

Canada Vigilance HC Latest Received Date: 
20211126 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZi,neca- 2021A305379 (l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------~~'-----"--'------~'-------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20210413 
CCYYMMDD 

Additional documents? (A.1.8.1_) 

No 

20211121 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authotity's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A305379 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflADIAN aEAtTH AUTHORITY 
MC CANADA 
AZPROD000() 

Duplicate (D)/ Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - ASTRAZENECA 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1.2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(8.1.1.1a) 
Specialist 
record no. 

(8 .1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8 .1.1.1d) 
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Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Authorization/Application no.: 02512947 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Dose Unknown0.5mL ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Medicinal product name (B.4.k.2.1) 

COVISHIELD VIAL CONTAINS 10 DOSES OF 0.5ML 

Route of administration (B.4.k.8) 

Intramuscular 

MedDRA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of admin (B.4.k.9) 

Indication (B.4.k.11 b) 

Product used for unknown 
indication 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B,4.k.18.3) 

Reaction/event as reported by primary source 

VACCINE-INDUCED PROTHROMBOTIC IMMUNE THROMBOCYTOPENIA (VIPIT) 

Result (B.4.k.18.4) 
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Canada Vigilance AER#: I E2B 04034593 (3) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Immune thrombocytopenia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Inunune th ronlbocytopeni a 

Term hlghtlighted by the reporter ? (B.2.i.3) Start Date 18.2.i.4) !End Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

Un known 

Reaction/event as reported by primary source (8 ,2.i.O) C1,.1rrent reaction 

THROMBOSIS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26. 0 'l'hrombos l s --
Med0RA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26 . 0 Thrombosi s 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

CEREBRAL BLOOD CLOT 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Clot blood 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Thrombosis 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

THROMBOCYTOPENIA WITH THROMBOSIS 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Thrombosis with thrombocytopenia syndrome 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Thrombo.sis wit h thrombocycopenia syndrome 

Term hightlighted by the reporter? (8 .2.i.3) Start Date (8 .2.i.4) IEnd Date (B.2.i.51 

No 

Reaction first time (B.2.1.7.1) Reaction last time 18.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.1.0 ) Current reaction 

THROMBOCYTOPENIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Thrombocytopen i a 

MedDRA ve.rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) 1B.2.i.2.b) 

reaction/event term PT 

26 . 0 Throcnbocytopenia 

Term hightllghted by the reporter ? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) !Reaction last time 1B.2.i.7.2) !outcome 

I 

I
Duratlon 

7 Days 

(B.2.i.81 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

Page*3 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(8 .2.i.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

A spontaneous report has been received from the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via 
consumEH' conc@rning a f@malG patient (ag@ not. provided) of Un Known @thnic origin . 

The patient's past and current medical history included thromboembolectomy (dates not. reported) and angioplasty 
(dates not reported). No concomitant products were reported. 

The patient received Covishield Covid- l9 Vaccine Vial Conlains 10 Doses Of 0 . 5ml (c ovid- 19 vaccine nrvv ad 
(chadoxl ncov- 19)) o f dose unknown once/single administration , via intramuscular route , for product used for 
unknown indication on an unknown date . On an unknown date , the patient experienced vaccine-induc8d prothrombotic 
immune thrombocytopenia (vipit} (preferred term: Immune thrombocytopenia) . On an unknown date , the: patient 
experienced thrombosis (pref,.rred tetm : Thrombosis). On an unkno1<n dote, the patient exp.,rienced c"rebrd blood 
clot {preferred term : Throm.boei.s ). On an unknown date , the patient exper1.enced thrombocytopenia with thrombosis 
(preferred tercn : l'hLOmbosis with thrombocytoper,.ia syndrome) . On an unknown date, the patient expeL·ienced 
thrombocytopenia (preferred term: Thrombocyt.openja) . On an unknown d,:ite platelet count. \\'as conducted and found to 
be less than 150xl09 pet L. 

Action taken with Coviahield Covid·l9 Vaccine Vid Contains 10 Ooaes Oi 0.5ml wao Not Applic111.lle. Tha outcome of 
the eventts ) of va.ccine-induced prothrombotic immune th1ombocytopenle1 (vipit) , thrombosis , thrombocytopenia with 
thrombosis and thrombocytcpenia was unknown . The patient died from the. event of cer,ebral blood clot on an 
unspecified date . 

It was not known whether an autopsy •1,1as performed. The cause of death was cerebral blood clot . 

The event such as cerebral blood clot was considered serious by the r-eporter due to death. the event such as 
vaccine- induced px-othrombotic im.mune thi·ombocytopenia (vipit) to.•as considet:'ed serious by t.he reportei· due to 
hospitalisation. The events such as vaccine- induced prothrombotic immune thrombocytopenia (vipit ) , thrombosis , 
thrombocytopania with thrombosis and thrombocytopeniawere considered seriou s by the!: reporter due to important 
medical event . 

For regulatory reporting purposes , if an event is spontaneously reported, at least a reasonable possibility of a 
causal relationship is implied by the reporter, even if the relationship is unknown or unstated . 

The Astra- Zeneca COVID- 19 Vaccine is an AstraZeneca Canada Inc . product author ized under the Interim Order . 

Summary of follow up info:rmat:ion received by AstraZeneca/Medimrnune on 14- 04-2021 from consumer via spontaneous 
source: Ne·,.r serious event of induced prothrombotic immune thrombocytopenia was added as new event , reporter 
consumer added, narrative amended . 

Follow up of Insignificant information received by Astr-azeneca./l:'ledlmmune on 20- 04. - 2021 from consume!:' v i a 
spontaneous source : New serlousness crit.erla of hospitalised for the event of vacclne- induced prot..hrombot.ic: immune 
thrombocyt.openia (vipil . ) added . Reporter. other added , narratjve amended . 

Summary of follow-up informat:ion received by AstraZeneca on 21 - NOV-2021 . Regulatory authority wit;.h id was updated , 
Indication for suspect as product used for unknown indication was updated , frequency as once was updated and 
THROMBOCYTOPE:NIA 1•lITII THROMBOSIS was updat~d . Corrected Report 26-NOV-2021 : Lot number was removcd1 A9C! 9roup 

updated to NL lab as report platelet count was updated, and disease such as ANGIOPLASTY and THROMBOEMBOLECTOMY, 
Action taken was updated to ~ot Applicable and narrative updated . 
CAUSE Of DEATH : CEREBRAL BLOOD CLOT Lab Test tl : 10035525 
COV!SHlELD is a Verity Pharmaceuticals Inc . product authorized under the Interim Order. 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

Thrombosis (Prefer r·ed Term: Thrombosis ) in combination with thrornbocytopenia (Preferred Term: Thrombosis with 
thrombocytopenia syndrome, ece(erred Term: Th,ombocyt.openia and Pteferred Term: Immune thrombocytopenia ) is 
listed in the company core data sheet of AZD1222 . However , since the event Thrombosis was reported with .a fatal 
outcome, i t is considered unlisted. Patient ' s past and current medical history of thromboembolectomy and 
angioplasty may suggest. a prior coagulation disorder that could be considered as a conf ound ing factor fort.he 
event of Thrombosis . The cause of death was cerebral blood clot . Due to limited information on patient·s age , 
personal and family medical history, baseline health condition prior to vaccination , circumstances leading to the 
event , vaccination date and onset dates of the events , risk factors {malignancy, recent s urgery, arrhythmia, deep 
vein thrombosis and familjal blood clotting disorders) , etiological and diagnostic work up (physical and 
clinical evvaluation, blood chemistry panel and cell count , coagu lation panel with D dimer, imaging studies, 
autopsy report if performed), physician report/hospital discharge summary , the evaluation did not find evidence 
to suggest a causal relatlon3hip between the events and ~ZDl 222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 04034593 (3) 
Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.1.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thromboembolectomy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 
Unknown 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Angioplasty 

Start date (B.1.7.1c) Continuing (8.1.7.1d) _tddate 
Unknown 

Comments (B,1.7.1g) 

MedDRA version (8.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Clot blood 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1.8•) 

Indication MedDRA version (B.1 .81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .8g.2) 

Start date (B.1.10.1.1c) (B.1.10.7.1d) 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

I 

(B.1.7.11) 

(8.1.7 .11) 

(B.1.7.11) 

End date (B.1.10.1.11) 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.ac) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.a1.1) Indication (B.1.10.s1.2) 

MedDRA version for reaction (B.1.10.ag.1) Reactions (B.1.10.ag.2) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

PRIVACY 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

UNK1'O1RN 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

(A.2.1.1d) 

CANADIAN HEALTH AUTHORITY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.Ubl 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

IA,2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Confident i al 

(A.2.1.2bl 

Qualification (A.2.1.4) 

Consume r/other non health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04060632 (2) 

Canada Vigilance HC Latest Received Date: 
202 10507 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202f4l 1J 643 l 3J 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------'---------'-------------'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabllngllncapacltating? Yes 

202-
CCYYHMDD 

Additional documents? (A.1.8:1) 

No 

2 02.10504 
CCYYM,'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expediteil criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2 0 214186 43 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZElUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY 

Date of birth (8.1.2.1) 

Gestation Period (8.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (8.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically Important 
condition? 

Yes 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~f!ZER !NC- 20214186 43 

Reason for nullification (A.1.13.1) 

Onset Age 

7 3 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Aspi ration pneumoni a 

MedDRA ver sion for cause (B.1 .9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Ischem.ic stroke 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Pyrexia 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Seizure. 

MedDRA version for cause (B .1.9.2.a) Reported cause(s) (B.1.9.2.b) 

76 . 0 Sepst~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k..2.3) Batch/lot no. {B.4.k.3) 

Canada EN1196 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

SINGLE DOSE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

2021-
CCYYMMDO 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k..16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedORA version (B.4.k.17.2a) 

Route of administration (B.4.k.8) Parent route of ad min (8.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIDa19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Old reaction recur on readministraUon? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Page: 1,477 of/de 2,140 
A2023000085 



Canada Vigilance AER#: 
Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.U.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

I E2B 04060632 (2) 

Reaction assessed (B.4.k.18.1 b) 

Aspiration pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Aspiration pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Balance difficulty 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4 k.18.1 b) 

Balance difficulty 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebellar disorder NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebellar disorder NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Gait dislurbance 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Gait disturbance 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

lschemic stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

lschemic stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pyre><ia 

I Page*3 

Result (B.4,k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

Source of assessment (B.4.k ,18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (i3.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

I E2B 04060632 (2) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pyrexia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Seizure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Seizure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sepsis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18, 1 b) 

Sepsis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Swallowing difficult 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Swallowing difficult 

Method of assessment (B.4.k.18.3) 

Glooal lntro~pei;;lion 

Reaction assessed (B.4.k.18.1b) 

Unconscious 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Unconscious 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*4 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 
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lcanada Vigilance AER#: I E2B 04060632 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NABILONE 

Active Substance names (B.4.k.2.2) 

nabilone 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

.5 Milligram 1 (Days) 

Dosage text (8.4.k.6) 

0.5 mg, daily 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Dementia 
26.0 Agitation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 04060632 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RISPERDAL 

Active Substance names (B.4.k.2.2) 

risperidone 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

2.5 Milligram 1 (Days) 

Dosage text {B.4.k.6) 

2.5 mg, daily 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B-4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Dementia 
26.0 Agitation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstraHon? (B.4.k.17.1) 

Additional info (S.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 04060632 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TRAZODONE 

Active Substance names (B.4.k.2.2) 

trazodone 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

175 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

175 mg, daily {75mg morning, 50mg afternoon, 50mg evening) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Dementia 
26.0 Agitation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (BAk.13.2) 4.k.15) 

Actlon(s) taken with drug {B.4.k.16) Did reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.ic18.4) 
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lcanada Vigilance AER#: I E2B 04060632 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ENALAPRILAT 

Active Substance names (B.4.k.2.2) 

enalaprilat 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

10 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

10 mg, daily 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Blood pressure 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 04060632 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant HYDROCHLOROTHIAZIDE 

Active Substance names (B.4.k.2.2) 

hydrochlorothiazide 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

25 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

25 mg, daily 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Blood pressure 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.i.O) Current reaction 

ASPIRATION PNEUMONIA 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

2 6 . 0 Aspi ration p n e umonia 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Pneumo n i a a s p irati on 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2 .1.7.2) Outcome 

Fata l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PATIENT HAD SEPSIS 

Result (B.4.k,18.4) 

I Durat ion 

(B.2.i.8) 

(B.2.1.6) 
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Canada Vigilance AER#: I E2B 04060632 (2) 
I 

PageHO 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.V.1.b) 

reaction/event term LL T 

26 . 0 Sepsis 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Sepsis 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 18.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

Reaction first time (B.2.i.7 .1) Reaction last time 1B.2.i.7.2) Outcome (B.2.i.81 

21 Days Yatal 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

PATIENT WAS FEBRILE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Pyre•!& --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26 . 0 Pyrexia 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B,2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.1.7.2) Outcome (B.2.1.8) 

21 Oays Fatal 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

PRESUMED ISCHEMIC STROKE PROVOKING SEIZURE WITH SOME RESIDUAL CEREBELLAR DEFICITS 
INCLUDING DIFFICULTY WITH GAIT, BALANCE , AND SWALLOWING 

MedDRA version for (B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Seizure 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.i.2.b) 

reaction/event term PT 

26 . 0 Seizure -
IEnd Date !Duration Term hightlighted by the reporter? (B.2.1.3) Start Date !B.2.1.4) (B.2.1.5) (B.2.1.6) 

2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

194 Hours Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PRESUMED ISCHEMIC STROKE PROVOKING SEIZURE WITH SOME RESIDUAL CEREBELLAR DEFICITS 
INCLUDING DIFFICULTY WITH GAIT, BALANCE, AND SWALLOWING/POSSIBLE CVA 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Ischemic stroke 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Isch.aemic stroke-

Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2.1.4) IEnd Date (B.2.1.5) I Duration 
2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

194 Hours Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

UNCONSCIOUS 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Unconscious 

MedDRA version for 
(B,2,i,2,a) Reaction/event MedDRA term (PT) IB,2,i,2,b) 

reaction/event term PT 

26 . 0 Loss of consciousness 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date IB.2.i.4) !End Date (B.2.i.5) !Duration 

(B.2.1.6) 

(B.2.i.6) 
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Canada Vigilance AER#: IE2B 04060632 (2) I Page,ul 

2021 12021 
l20 CCYY 

.CCYY 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

195 Hours Recovered/resolved with sequelae 

Reaction/event as reported by primary source (B,2-1,11) Curr~nl 19~c!l9r, 

PRESUMED ISCHEMIC STROKE PROVOKING SEIZURE WITH SOME RESIDUAL CEREBELLAR DEFICITS 
INCLUDING DIFFICULTY WITH GAIT, BALANCE, ANO SWALLOWING 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1 .b) 
reaction/event term LL T 

26 . 0 Cerebellar disorder NOS 

MedDRA version for (B.2,1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 Nervous system d isorder 

Term hightllghted by the reporter? (B.2,1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.6) 

207 1 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

194 Hours Recovered/resolved wi r.h sequelae 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

PRESUMED ISCHEMIC STROKE PROVOKING SEIZURE WITH SOME RESIDUAL CEREBELLAR DEFICITS 
INCLUDING DIFFICULTY WITH GAIT, BALANCE, ANO SWALLOWING 
MedDRA version for 

(B.2.1.La) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 s ... iallm-iing d i fficult 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Dysphagia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (8.2.i.5) I Durat ion (B.2.i.6) 

2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

194 Hours Recovered/resolved h'ith sequelae 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

PRESUMED ISCHEMIC STROKE PROVOKING SEIZURE WITH SOME RESIDUAL CEREBELLAR DEFICITS 
INCLUDING DIFFICULTY WITH GAIT , BA.LANCE , AND SWALLOWING 
MedDRA version for 

(B .2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Gait dist urbance 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Gait disturbance 

Term hightllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

2021 

Reaction first t ime (B.2.i.7 .1) Reaction last time (8.2.i.7 .2) Outcome (8.2.i.8) 

194 Hours Recovered/resolved with sequelae 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

PRESUMED ISCHEMIC STROKE PROVOKING SEIZURE WITH SOME RESIDUAL CEREBELLAR DEFICITS 
INCLUDING DIFFICULTY WITH GAIT , BALANCE , ANO SWALLOWING 
MedDRA version for 

(B .2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Bal ance dif [ i culty 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Bal ance d i sorder 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.6) 

2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

194 Hours Recovered/resolved with sequelae 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report from a contactable physici.an {patient's daughter) and other healthcare p:rofessiona) . 
A 73- year- old male patient. received the second dose of bnt162b2 (Pt:"'IZ£R- BION'rECH COVl.D- 19 VACCINE, Lot number 
EN1196) , intramuscular in the left deltoid on - 021 as single dose for COVID- 19 immunization (Age at 
vaccination: 73 years) . Medical history included dementia mixed vascular and Alzheimer ' s both from 2016 and 

ongoing , and hypertension f=om 2011 and ongoing dislipidemia and prostate cancer. Family history includes dementia 
with s1blings ■■■■■but no seizures or strokes . Concomitant medications included nabilone, risperidone 
(RISPE.RDAL} , and trazodone all taken for agitation from an unspecified start date and ongoing . Patient also 
received enalapril tVASO'l'EC ) and hydrochlo:r:·othia:zide (HCT) all for hypertension The patient previously 
rece ived the first dose of brttl62b2 (Lot number : Lot E:P6017) on - 021 in t he le"ft deltoid as a single dose for 
COVID- 19 i~munization . Prior to the vaccination, the patient was not diagnosed with COVID- 19 . Since the 
vaccination, t.he patient had not been t ested fo~ COVID-19 . The patient did not have any known allergies. The 
patient had no other vaccine: within four weeks. On-◊21 02 : 00 , the patient had presumed ischernic stroke: 
provoking sei:rnre wich some cesidual cerebellar dt>~ including difficulty wi~h 'iJait , balance, and swallowing. 
on-.ill021 03:00, Lhe patient was found unconscious for 20 minutes until 021 03 : 20. The patient was •ent 
to ~ mergency coom. T1azodone was reduced . He was not febrile and was doing relatively ·o11ell . The patient was 
not a dmitted and was discharged from the hospit.al emergency room t.he same day ~she arrived, to get pall i ative 
care at home. Ischemic stroke and unconscious were considered as life threatening and all the events on - 2021 
had caused disability to the patient. The patient ' s outcome- was i:-ccover-ed with sequaJ.a. The patient underwent lab 
tests and proceclurtte which 1ncluded blood test: 11nkno1,:n result on an uns; ecitied dc:1te .. ,nd computerize(I tomogram 
(CA.T scdn} : no bleed, no mass on- 021. On the d,;1y or t.ha death on .021, the par,c1medics \\11H8 ccllled 
because the patient had sepsis, was febrile and as the patient wishes were to stay home , they gave him morphine 
and scopolamine a few times . Tho patient died at home . The:r• concluded that tho death was probably due to 
medication . The doctor was unsure if the vaccine had a role but wanted to report this event . She is still thankful 
to Pfizer because she ~eceived the vaccine and she feel safer when working . The patient died o ~ 021 . It was 
not reported if an autopsy was performed. According to the physician the patient ' s daughter cal~ tating he 
likely died of aspirntion pneumonia and became septic. 

Follow- up - 021) : New information received from the same contactable physician (patient ' s daughter ) includes : 
rr.edical history, concomitant medications , new events {sepsis, febrile . de ath} , event out come . 

1nformation on the lot/batch number has been requested . 

Follow- up ~ 021) : This is a follow- up :r:·eport from the same contactable healthciSl:re professional (physician, 
for the same patient . 
New information included: medical history updated, new fatal event pneumonia aspiration, concomitant medication 
updated , date of death changed, event death deieted. 

Follow-up attempts completed . No f urther 1nformation e xpected. 
BNT162B2 approved under Interim Order in Canada . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3o) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

The 73- year- old patient. had medical hi.story included dementi a mixed vascular-, Alzheimer's, and hypertension , and 
was on multiple concomitant rne.dication(s} . Based on information available , the ischemic stroke provoking seizure 
with some residual cerebellar deficits including difficulty with gait, balance, and swallowing were rcost likely 
an inc.ercurrent disease , and unlikely causally related to vaccine bnt162b2 . Pneumonia aspiration, Sepsis, 
Pyrexia , Unconscious are considered as intercurrent or underlying conditions which are not related to the 
suspected dr-ug .The impact of this report on the benefithisk profile of the Pfher product is evaluated M part 
of Pt:izer procedu.!"eS for sa fety evaluation, including the review and analysis of aggregate data for adverse 
events . Any safety concern identified as part c,f this review, as w~ll as any appropriate action in response , will 
be promptly notified to Regulato::y Authorities , Ethics committees and Investigators., as appropriate . 

Unit (B.3.1e) Normal low range (8.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

Blood test 

Unit (B.3.1e) Normal low range (B.3,1.1) 

Results of tests and procedures (B.3.2) 

26.0 Dementia vascular 

Normal high range (B.3.1.2) 

Test result 

unknown result 

Normal high range (B.3.1.2) 

More info 

No 

(B.3.1d) 

More info 

No 

(B.3.1.3) 

(B.3.1.3) 
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Canada Vigilance AER#: 

Start date (B.1.7.1c) 

2016 
CCYY 

Comments (B.1.7.1g) 

MedDRA ve·rsion (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

2016 
CCYY 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

2011 
CCYY 

Comments (B.1.7.1g) 

chronic 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

chr orl'ic 

MedORA version (B.1.7.1a.1) 

26. 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (S,1.7.1a,1) 

26.0 

Start date (B.1.7.1c) 

IE2B 04060632 (2) 

Continuing (B.1.7.1d) 

Yes 

Episode name (8.1.7.la.2) 

Dementia Alzheimer ' s t ype 

Continuing (B .1.7.1d) 

Yes 

Episode name (B.1.7.1a.2) 

Uypt?rtension 

Continuing (B.1.7.1d) 

Yes 

Episode name (B.1.7.1a.2) 

Dyslipid~mia 

Continuing (B.1.7.1d) 

Yes 

Episode name (B.1.7.1a.2) 

Prostate cancer 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Sepsis 

Continuing (B .1.7.1d) 

Episode name (B.1.7.1a.2) 

Pyrexia 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Seizure 

Continuing (B.1.7.1d) 

Episode name (S, 1,7 .1a.2) 

tschemi c stroke 

Continuing (B .1.7.1d) 

End date (B.1 .7.1f) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.1f) 

End date (B.1.7.1f) 

End date (B.1 .7.1f) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.1f) 

I PageU3 
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ATIA-19(1) 

~ 

Canada Vigilance AER#: I E2B 04060632 (2) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Aspi rati on pneumoni a --
Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy 
Drug name 

ANT 16282 

(B.1.8a) 

Start date (B.1.8c) 

2 02 -
CCHMMDD 

(B.1.8) 

E.nd date 

202. 
CCY : 

(B.1.81.1) Indication 

I End date 

(B.1.8t) 

(B.1.81.2) Indication MedDRA version 

26 . 0 COVID-19 immunisation 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .8g.2) 

Start date (B.1 .10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history / Concu rrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

(B.1.7.11) 

End date (B.1.10.1.11) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I PageU4 

-
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) Qualification (A.2.U) 

Physician 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

IMlddle name (A.3.1.3d) Family name (A.3.1.3o) 

State (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

_Lddlename (A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 

(A.2.1.1d) 
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lcanada Vigilance AER#: 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04106577 (1) 

Canada Vigilance HC Latest Received Date: 
20210512 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- 009507513 - 2104CAN005384 (2) 

Primary source country (A. f .1) Occur country (A.1.2) 

Canada 
1-------~--~--'--'--...,_-~--~-~-----~--j 

Type of report 

Stuc.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

2021-
CCYYMMDD 

Add!tlonal documents? (A.1.8.1 } 

Yes 

202 ... 
CCYY!1MDD 

List of documents held by sender (A.1.8.2} 

t>VJ Attachment 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-009507513•2104CAN005384 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Sourcl!(s) (A.1.11.1) 

0095075]3 

Duplicate {D} / Link (L} Report number(s) (A.1.12) 

() 

Report nullification? (A,1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

Source (A.1.4} 

MAH - MERCK CANADA INC 

Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

1975-
CCYYMMDD 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- 0095075l3- 2104CAN00S384 

Reason for nullification (A.1.13.1) 

Onset Age 

45 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect PEMBROLIZUMAB 

Active Substance names (B.4.k.2.2) 

1,;ountry drug obtained {B.4.k.2.31 t1atcn/lot no. (B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

400 Milligram, 1 every 6 (Weeks) 

Dosage text (8.4.k.6) 

400 milligram, every 6 weeks 

Pharmaceutical form (8.4.k.7) Route of administration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Head and neck cancer 
26.0 metastatic 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202 .. 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

27360 Minutes 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministratl-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26,0 

Source of assessment (B.4.k.18.2) 

Investigator 

MedDRA version (B.4.k.18.1 a) 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

EVCTM 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

Reasonable possibility 
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Canada Vigilance AER#: le2B 041oss11 (1) 

26.0 Death 
f-.-

Source of assessment (8.4.k.18.2) Method of assessment (B.4.k.18.3) 

Sponsor EVCTM 

MedORA version (S,4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lung infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Investigator EVCTM 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lung infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Sponsor EVCTM 

MedORA version (B.4.k.18.1a) Reaction assessed (BA.k.18.1b) 

26.0 Off label dosing 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Investigator EVCTM 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Off label dosing 

Source of assessment (BA.k.18.2) Method of assessment (B.4.k.18.3) 

Sponsor EVCTM 

Do ument R the o 
Inf A ana um 'lt 
d1vul v ur I 

anada I' f 

I Page«J 

Result (B.4.k.18.4) 

No reasonable possibility 

Result (8.4.k.18.4) 

Reasonable possibility 

Result (B.4.k.18.4) 

No reasonable possibility 

Result (B.4.k.18.4) 

No reasonable possibilfty 

Result (B.4.k.18.4) 

No reasonable possibility 
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lcanada Vigilance AER#: le2s 04106577 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosago text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

26,Q 

Source of assessment (B.4,k.18.2) 

Investigator 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Investigator 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4,k.18.2) 

Investigator 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26,0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

EVCTM 

Reaction assessed (B.4.k.18.1 b) 

Lung i nfeclion 

Method of assessment (B.4.k.18.3) 

EVCTM 

Reaction assessed (B.4.k.18.1b) 

Off label dosing 

Method of assessment (B.4.k.18.3) 

EVCTM 

Resu It (B.4.k.18.4) 

Reasonable possibility 

Result (B.4.k.18.4) 

Reasonable possibility 

Result (B.4.k.18.4) 

Reasonable possibility 
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ATIA - 19(1) 

Reaction/event as reported by primary source 

PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

Yes 202~ 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

27360 Minutes 

Reaction/event as reported by primary source 

LUNG INFECTION 

(B,2.1.0) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Yes 

(8.2.i.3) 

Lung infect ion 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

?neumonia 

Start Date IB.2H) End Date (B.2.i.5) 

2021-

Durat ion 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

12960 Minutes 

Reaction/event as reported by primary source 

OFF LABEL DOSING 

(B.2.i.O) 

Unknown 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghtlighted by the reporter? 

Yes 

(B.2.1.3) 

Off label dosi ng 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Off label use 

Start Date (B.2.1.4) End Date (B.2.1.5) 

202 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

B6400 Seconds Unknown 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

Thi s sol icited report was r eceived f r om a physic i an regardi ng t o a 45 yea r old rnal e patient enrol led .in a Patient 
Suppo ~t Pro g~am entit.led \ " Merc k Ca re Oncology (Bay.shore)\" c ondu c ted by Bayshor-e H,ealthcare Ltd . infor mation 
regarding che patient' s concomitant the :rapie s , med ical history and historical dl::ugs was not provided . 

0 021 , the patient atarted therapy with pembrolizumab (KEYTRUDA) 400 milli gram, every 6 weeks (t:"oute of 
adm1nistrat.1on, lot f and expiration date were not provided) for head and neck c ancer metastatic (off label use). 

Follo w-up informatio n was recei ved from the pati ent ' .3 c ommon l aw v i a Baysho re ori 021 . 
On an unkno wn da t e (repo r t ed as "p1.eviously"), the patient was tested for coronavin.1s disease 2019 (COVlD 19), 
however the r esult was no t provided, and he was vaccinated with an unspecified sars- c ov- 2 vacc ine (reported as 
COVID 19 vaccine) , (dose , fre-qucncl/, r oute of administration, indication, let numbe r and e xpiration date were not 
provided). Approximately on 2021 , the patient started experiencing severe shortness of breath clespite on 
oxyge n and medications . The physician wa s notified a nd t hought it was pleural effusion, and s aid t hat the patient 
needed to be drainPd . Th~y also recommended a chest X- ray which ~as done on on unspecif1ed date and conilrmed l ung 
infection. Sinc e - 2021 , t he patie n t was hospital ized wi th a l ung i nfection . The y we re not s ure if pa t i e n t 
would bo dis chat·ged home or ho spice, they we re w,;1.iting for a PICC l i ne and DNR to b-e s et up . At t he r--epo r t ing 
time , the ou t come of t he event •,,1as unknown. Therapy i.,.•it h pe mb r oli zumab (KEYTRUOAl was conti nued, The c ausality 
assessme nt between pombrolizumab (KEYTRUDA) , unapecitied sars-cov-2 vaccine and lunq infect.ion was not provided by 
the reporter . 

Upon inte rnal r evie w, pneumonia was considere d t o be me dically signific ant . 

Follow- up information was received from the physician ' s assistant v i - 2021. 
On ■ ' 0 2L the patient died. The cause of death was not provided . It was not r epo rted 1f an autopsy Tsas 
performed . The reporter informed health records and cancelled all appo intments . The caus ality assessment between 
the patient' s death, pembrolizumab (KF.YTROOA) a.nd tl1e unspecified sar s- cov- 2 vacc i ne was not provided . 
Company Causality Assessment : Bas ed on t he limi t ed info rmation current.ly available :fo r this case , a reasonable 
possibility to suggest a :relationship be tween the the rapy a nd the reported events o:f pne umonia and death canno t be 
e stablishe d . Additional infocmation r egarding concurrent conditions, medical history , diagnostic work ups , 
cli nical cour se, autopsy information (if done) , and outcome for pneumonia is essent.ial for f urther as5essment . 

Company Comment- No changes t o the KEYTRUDA prod uct safety information are warranted at this time . Merc k and Co . , 
lnc ., Kenilworth , N.J., USA, known as MSD outside of the us and Ca nada, continues t o monito r the sa f ety profile o f 
KE'lTRUDA . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e•) Normal low range (B.3.1.1I Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2I 

26 . 0 Head and neck cancer met astat i c 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 

Page: 1,497 of/de 2,140 
A2023000085 



Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.1.11) 
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ATIA-19(1) 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode IA,2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Me1 ck Care Oncology isayshoce) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA,2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Merck Care Oncology (Bayshore) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Bayshore Healthcare Ltd. 

Reporter str eet (A.2.1.2c) 

Reporter city IA-2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Merck Care Oncology (Bayshor@) 

Sponsor Study no. (A.2.3.2) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Other st.udies 

(A.2.1.2b) 

Qu.ilification (A.2.U) 

Other health professional 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Other s r.udi e-s 

Anonymize,d 

(A.2.Ub) 

Qualification (A.2.1.4) 

Other health professional 

(A.2.3.3) 

IA,2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qu.ilification (A.2.1.4) 

Canada 0Lher health professional 

Project No 

Observed study type (A.2.3.3) 

Other studi es 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1 ) 

lcanada Vigilance AER#: le2B 04111314 (2) 

Canada Vigilance HC Latest Received Date: 
20210908 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A38278l(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------'--'-'-----'----'-'----"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

202~ 
CCYH!MDD 

Additional documents? (A.1.8.1 ) 

No 

20210906 
CCYYM,'1D D 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2021A382781 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.f) 

C/\l;ADtAN ~EALTH AUTHORITY 
MC CANADA 
AZPROD000D 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

(l 

Report nulllflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Ml\H - l\STRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8 .1.1.1a) 

Specialist 
(8.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E2B 041iJ374 

~A-AstraZeneca-202JA382781 

Reason for nullification (A.1.13.1) 

Onset Age 

54 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8.1.1.1d) 
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ATIA-19(1) 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

Reported cause(s) (B.1.9.2.b) 

Cerebral thrombosis 

Reported cause(s) (B.1.9.2.b) 

Fati gue 

Reported cause(s) (8. 1 .9.2.b) 

Headache 

Reported cause(s) (B.1.9.2.b) 

Immune thrombocytopenia 

Reported cause(s) (B.1.9.2.b) 

'l'hrombocy topenla 

the o 
ana um 'lt 
ur I 

ada 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2s 04111374 (2) Pagen l 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

UNKNOWN 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose 1- FIRST DOSE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.1 O) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26,0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2021-
CCYYMMDO 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event (s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

CEREBRAL BLOOD CLOT / CEREBRAL THROMBOSIS 

MedDRA ve,rsion for 
(B ,2.i.1.a) Reaction/event MedDRA term(LL T) (8.2. i.1.b) 

reaction/event term LL T 

26 . 0 Cerebra l thrombos i s 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Cerebra l thrombos is 

Term hightlighted by the reporter? (B,Z,i,3) Start Date 1B,2,i.4) IEnd Date (B,2,i,5) 

No 

Reaction first t ime (B.2.1.7.1) I Reaction )ast time (B.2.1.7.2) !outcome 

Result (B.4.k.18.4) 

I Duration 

(8.2.1.8) 

(B,2,i,G) 
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Canada Vigilance AER#: E2B 04111374 (2) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Cu.rrent reaction 

THROMBOCYTOPENIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Thrornbocytopenia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Thrombocytopeni a 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) !End Date (8.2.i.S) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B,2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reacllon 

VACCINE- INDUCED IMMUNE THROMBOTIC THROMBOCYTOPENIA (VITT) 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Immune thrombocytopenia 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Immune thrombocytopenia 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

FATIGUE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Fatigue 

MedDRA version for (B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26.0 Fatigue 

Term hightli ghted by the reporter? (B.2.1.3) Start Dale (B.2.1.4) IEnd Dale (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.HO) Current reaction 

HEADACHE 
MedDRA version for (B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Headache 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Head.ache 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

I 

I Duration 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

Page*4 

(8.2.i.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

.; :;pontaneous report has been rece i ved from the regulatory author1 ty in Canada (CA.NAAT AN HEALTH AUTHORITY) via 
consumer concerning a 54 year old female patient . 

No medical history was repo=ted . No concomitant products were reported . 

The patient. received Astrazeneca Covid-19 Vaccine Vial Contains 10 Ooses Of 0.5ml . {covid-19 vaccine nrvv ad 
oxl ncov-19)) (batch number UNKNO\'l}N) 1 via intramuscular- route, for product used for unknown indication on■ 
021 . 

On an unkno•Nn date, the patient experienced cerebral blood clot/ cerebral thrombosis (prefe1·red term: Cerebral 
thrombosis} . On an unknown date , the patient experienced thrombocytopenia (preferred term: Thrombocytopenia) . On 
an unknown date, the patient experienced vaccine-induced immune thrombotic thrombocytopenia (Vitt ) (preferred 
term : Immune thrombocytopenia) . On an unknown date, the patient e--xperienced fatigue (preferred term : 'fatigue). On 
sn llt1known date , the patient experienced headache (preferred term: Headache ) . 

The family said the patient experienced severe headaches and fatigue in the days that followed after vaccination . 
She was hospitalized locally and then transferred co the another as her condition worsened, She died of cerobral 
thrombosis . 

The dct.Lon t.~ken tot Covid-19 V<1ccine AstrazE>neca was nol. t1ppli.cable wit.h tE!sµect to all the evanLs . 

The patient died from t he- event of cerebral blood clot/ cerebral thrombosis , thrcmbocytopenia , vaccine-induced 
immune thrombotic thrornbocytopenia (Vitt), fatigue and headache o 021 . 

An autopsy was not performed. The cause of death was cerebral blood clot/ cerebral thrombosis , thrombocytopenia , 
vaccine- induced immune thrombotic thrombocytopenia (vi tt) , fatigue and headache. 

The events were considered serious (death , hospitalised and important medical event) . 

For regulatory reporting purposes , if an event is spontaneously reported , at. least a reasonable possibility of a 
causal relationship is implied by the reporter, even if the relationship is unknown or unstated . 

The Astra-2eneca COVID- 19 Vaccine is an Astt·azeneca Canada Inc . product authorized under the r nterim Order . 

Summary of follow-up information received by AstraZeneca on 021 from consumer via spontaneous source : 
Vaccine Dose , informed as Fir.st Dose , vaccination date were added and Patients deat h date were confirmed . 

Follow-up of insignificant information received by AstraZeneca o n~ 021 from a consumer as spontaneous 
source: Additional 2 reporters were added . No other significant information was provided. 

Summary of follow- up informat:.ion received by AstraZeneca/Medlmmune 06- S.E:1?- 202l : Spontaneous report from canadian 
health authority via consumec : Reporter Regulatory Authority •Nas added, E'er suspect indication was added , Ever1ts 

CERBBRAL THROMBOSCS, THROMBOCYTOPENIA was added, For events fAT!GUE , H£ADACHF. seriousness criteria was 
u~dated . CAUSE OE' DEATH : CEREBRAC. BLOOD CLOT/ CE:REBRAL THROMBOSlS CAUSE OF' DEA\'H : THROMBOCYTOPENJA CAUSE OE' DEATH : 
VACCINE-INDUCED IMMUNE THROMBOTIC THROMBOCYTOPENIA (VITT) CAUSE OF DRATH : FATrGUE CAUSE 0!;' DEATH : HEADACHE 
The Astra-Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Inter im Order. 

Reporter's comments 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.S.3bl 

Sender's comments (B.5.4) 

Thrombosis (Cerebral thrombosis) i n combination Wi(:h thrombocytopenia (Thrombocyr.openi3 and Immune 
thrombocytopeni a) is listed in the company core date sheet of AZD1222 . However , since the events were ::-eport ed 
with a fatal out.come, they are consiclerect unlisted. Fat igue and Headache .are listed adverse events for F.ZD1222 . 
However, as the events are reported with the seriousness criteria of fatal, the events are considered unlisted . 
The patien t died 14 days afte~ vaccine administration . The cause of death was cerebral blood clot/ cerebral 
thrombosis, th:combocytopenia , vaccine- induced im.it1une thrombotic thrombocytopeoia (vitt) , fatigue and headache. 
Due to limited informc1tion on event onset. dates , the baseline health st.a.tus of the patient before vaccination , 
details of the events , medical history, concurrent diseases , concomitant medications, risk factors (infection 
with HIV, hepatitis or H. pylori , leukemia , chemotherapy drugs , radiation therapy, autoimmune diseases such as 
lupus and .r:heummatoid arthritis , treatment with heparin , quinine, sulfa-containing a n tibiotics and 
anticonvulsants} , diagnostic and etiological work-up (physical exam, complete blood profile , viral test , bone 
marrow biopsy, blood teats including anti - PF4 antibodies , thrombo~hilia screen, autoimmune screen, infection 
protile , last known platelet count before vaccine , haematologist review) , autopsy .:-eport , the evaluation did not 
find evidence to suggest a causal relationship between the events and AZ01222. 

Unit (B.3.1e) Normal low range (B.3.1 .1) Normal high range 

Results of tests and procedures (8.3.2) 

(B.3.1.2) More info (B.3.1.3) 
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MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Cerebral thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B .1.7.1a.2) 

26.0 Thrombocytopenia 

Start date (B.1.7.1c) Continuing (B.1,7.1<1) End date 

Comments (B.1.7.1g) 

MedDRA version (B.1,7.1a.1) Episode name (8,1.7,la,2) 

26 . 0 Immune thrombocytopenia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fatigue 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Headache 

Start date (B.1.7.1c) Continuing (8.1.7.1d) End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1.Sc) End date (B.1.Se) 

Indication MedORA version (B.1.81.1) Indication (B .1 .Bf.2) 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Weight (Kg) (B .1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

(B.1 .7.11) 

(B-1 .7.11) 

(B.1 .7.11} 

(B.1 .7.11) 

(B.1.7.11) 
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MedDRA version 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1,10.8C) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (8.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRI VACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1I 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

Literature reference(s) 

Study name (A.2.3.1) 

Sponsor Study no. 

(A.2.1.2f) 

(A.2.2) 

(A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN CANADIAN HEALTH AUTHOR!TY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

PR1VACY 

(A.2.Ub) 

Qualification (A.2.1.4) 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confident i al 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Canada Consumer/ot her non health professio nal 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021498390 (1) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 04124219 (O) 

HC Latest Received Date: 
20210507 
CCYYMMDD 

HC Initial Received Date: 20210507 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospita lization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210503 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20210503 
CCYYM.'1.DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021498390 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link(L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Oupllcate Case Identifiers (A.1.11.2) 

CA- Pf!ZER rnc- 2021498390 

Reason for nullification (A.1.13.1) 

Onset Age 

54 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

SINGLE DOSE 

Pharmaceutrcal form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202~ 2021-
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

7 Days 7 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Aneurysm 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: 

MedDRA version (B,4.k ,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1 a.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 
~ 

Reaction (B.2) 

IE2B 04124279 (0) 

Reaction assessed (B.4.k .18.1 b) 

Aneurysm 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Comatose 

Method ofassessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Comatose 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

fntracerebral bleed 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

lntracerebral bleed 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Unknown cause of death 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Vascular anasto-mosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Vascular anastomosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction/event as reported by primary source 

PASSED AWAY UNEXPECTEDLY 

(8.2.1.0) Current reaction 

MedDRA ve·rsfon for 
reaction/event term LL T 

26. 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

oealh 

(B.2.1.1.b) 

(B.2.L2.b) 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4,k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Page*3 
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ATIA - 19(1) 

---
Canada Vigilance AER#: IE2B 04124279 (0) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration 

202 ~ 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

7 Days 7 Days :Fatal 

Reaction/event as reported by primary source (B.2.i.O) CurTent reaction 

INTRACEREBRAL BLEED 
MedDRA version for 

(B.2.i.1 ,a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Intracerebral bleed 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Cerebral haemorrhage 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) t dDate /B.2.i.5) l uration 

2021-- r: --Reaction flrst time (B.2 .1.7.1) ctlon last time (B.2.1.7.2) Outcome (B.2.1.81 

6 Days ays Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

COMATOSE 

MedDRA version for 
iB.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Comatose 

Med0RA version for 
(B.2.1.2.a) Reaction/event Med0RA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Coma 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

202~ 

Reaction first time (B.2.i.7 .1) Reaction last time (B.2.i.7 .2) Outcome (B.2.i.81 

7 Days 7 Days Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

POTENTIAL ANEURISM 
MedDRA version for 

(B.2,1.1.a) Reaction/event Med ORA term(LL T) (B.2,1.1.b) 
reaction/event term LL T 

26 . 0 Aneurysm 

Med0RA version for 
(B .2.i.2.a) Reaction/event Med0RA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Aneurysm 

Term hightli ghted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2 .1.5) I Durat ion 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

AV ANASTOMOSIS 
Med0RA ve·rsion for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 vascular ana2tomo2is 

Med0RA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

26 . 0 Vascular anastomo.sis 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Durat ion 

Reaction first time (8.2.i.7.1) Reaction last time iB.2.i.7.2) Outcome (8.2.i.8) 

Unknown 

I Page*4 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report from a contactable consurC1er (report ing for husband} . A. 54 - year- old rnale pat i ent 
received BHT162B2 (eFIZER- E!ONTECH covrn- 19 VACCINEt solution for injection; Batch/.Lot number was not reported) , 
via an unspecified rout e of administrat i on on 021 as single dose for COVID- 19 i mmunization . The patient 1 s 
rr.cdical history and concomi tant medications were no reported . It was reported that the reporter ' s husband 
(patient) passed away uneY.pectedly on ~ 021 . The patient. had a catastrophic intracerebral bleed the morning of 

.021 . The patient was comatosed then lost all vital functions on - 021 . There wece no prodromes . The 
patient had no history of hypertension (HTN). There was no explanation. Not a thrombotic event though . There was 
nothing specific in the bloodwork ◊-021. The reporter stated potenti,:11 aneuri;;n1, AV ana;;tomosis or something 
third (AS REPORTED) . 'the outcome of the events was unknown . ·rhe patient died on ~ 021 . It was not reported if 
an autopsy was performed. 

No follow-up a ttempts are possible; information about lot/batch number: cannot be obtained . 
BNtl62B2 ap roved under Interim Order in Canada. 

Reporter's comments (B.5.2) 

MedDRA ver s ion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1 .11 Normal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26.0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1 .8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) E.nd date (B.1.B•) 

Indication MedDRA version (B.1.8!.1) Indication (e.1.st.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Bg.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

More Info 

No 

(B.3.1.3) 

I 
I 
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Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.Bf.1) Indication (B.1.10.a1.21 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2a) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.7.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2•) 

Reporter postcode (A.2.1.21) (A.2.1.3 ) 

(A.2.1.1dl 

!

Reporter country 

Canada 

!Qualification (A.2.1.4) 

lconsurne r / other non health pro fes3iona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) I Middle name 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.ld) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04124362 (1) 

Canada Vigilance HC Latest Received Date: 
20210617 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202149 3258 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------------'-...,_---'-'-----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

202104 26 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

2 0210610 
CCYYMMDD 

List of documents held by sencller (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A. 1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021493258 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERJNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- l'FrztR rnc- 20214 93258 

Reason for nullification (A.1.13.1) 

Onset Age 

91 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2s 04124362 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

1ST DOSE, SINGLE DOSE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202. 
cc 0 

202~ 
CC D 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

22 Days 22 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pulmonary embolism 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global lntrospectlon 
,., 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pulmonary embolism 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

. • 

Result (B.4.k.18.4) 

N/A .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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ATIA-19(1 ) 

Reaction/event as reported by primary sour ce 

PULMONARY EMBOLISM 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Pul monary embolism 

Reaction/event MedDRA term (PT) 

Pulmonary embolism 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202 

1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Thls is a spontaneous repo1t from a contactable consumer reporting on behiilf of the mother. 

Duration (B.2.1.6) 

(8.2.1.8) 

A 91-year- old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/Lot number was not 
reported) , vi a an unspecified rou te of admini stration on 19Feb2021 as the first sinqle dose f o r COVID-19 
immunisation. The patient ' s medica l history and concomitant rnedicatw.awere not reported . I t was unknown if the 
patient was pregnant . The patient experienced pulmonary embolism on - 2021 . The patient was hospitalized for 
the event on c:10 unspecified date . Clinical course was as follows ; Reporter ' s 91-year-old mothe r •.-Jas vaccinated on 

021 ,,.,i lh her fl:rst dose of the Pf i2.er- Blontech vacci ne with no ot.het i ssues . '=rwenLy- one (21) days later, on 
021 , the first symptoms that something was not r i ght. appeared . After being seen by nurses and a doc tor , she 

was admitted to hospital and was treated for a pulmonary embolism with heparin . The reporter was not saying that 
the vaccine caused the embolism, but the chronology of events left them questioning . The event was reported wi th 
fatal outcome . The patient died on an unspecified date in 2021. It was unknown if an autopsy was performed. 

Follow-up <10Jun2021) : This f ollow-up is being sub~itted to notify that the lot /batch number is not available 
de.spi t e the tolloi.,.•- up attempts made. f oJ loi.,.•- up attempts have been completed and no further informatjoo is 
e~pected. 
BNT162B2 appr oved under Interim Order in Canada . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis IB,5.3a} 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pulmonary embolism 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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I ATIA- 19(1) I 
Dawson, Dianne (HC/SC) 

From: 

Sent: 
To: 
Cc: 
Subject: 

EXTERNAL 

Good afternoon Mr. 

Seguin, Michelle (HC/SC) on behalf of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
2021-04-06 2:52 PM 

Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
RE: Health Canada Follow-Up Clarification Request 

Re: Health Canada Follow-Up Clarification Request 

Please allow us first to convey our deepest regrets with the recent loss of your dear grand-mother. We offer 
you our most sincere condolences during this difficult time of grief. 

We are contacting you today to confirm receipt of the adverse event following immunization (AEFI) report 
submitted to the Canada Vigilance Program on April 2nd, 2021 regard ing your grand-mother and the use of 
the COVID-19 Vaccine. 

As the result of internal Health Canada assessment process, the Canada Vigilance Assessment Team has 
identified the present individual case safety reports (ICSRs) where clarification is needed in order to complete 
the case evaluation. 

We acknowledge that this is a challenging time to be requesting additional information from you. If it is easier, 
you may wish to request your grand-mother's physician or other health care provider to assist you, or to 
submit a reply on your behalf. Any information would be greatly appreciated. 

Canada Vigilance Case Clarification Requested 
Number 

Would you kindly have any information of the following: 

000944395 - Please provide any information regarding your grand-mother's age, 
medical history and any concomitant medications. 

- Please provide any information regarding the COVID-19 vaccine 
administered. Specifically the trade name, date, and route of 
administration. 

- Please provide any information regarding the description of the 
adverse events. Specifically any investigations, and treatments. 

- Please provide any information regarding medical confirmation of the 

cause of death, and any autopsy results if available 

May you please kindly respond to both myself, Michelle Seguin: michelle.seguin@canada.ca in addition to the 
Canada Vigilance COVID-19 Vaccine generic account (hc.canada.vigilance.COVID19vaccine
vaccinCOVID19.sc@canada.ca ). 

1 
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Do ument Re eased U the o 
Inf m A o ana um 'lt 
d1vul u v u d ur I 

I I I r 

Or, if you prefer, you may fax the requested information to the Canada Vigilance Program fax at 1-866-678-6789; 
please cite case number 000944395 if replying by this means. 

If you require further information within the scope of this request, please do not hesitate to contact me. 

We thank you for your time and much appreciated collaboration. 

Sincerely, 

Michelle Seguin on behalf of: 
The Canada Vigilance Program 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Specialiste de l'infonnation sur les effets indesirables 
Marketed Health Products Directora te [ Direction des produits de sante commercialises 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada I Santc Canada 
Jeanne Mance Building I lmmeuble Jeanne Mance 8th floor, Room/Pic-ce 808D 
200 Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario K1A OK9, AL. 1908C 
Telephone I Te.lephone (613) 793-5750 
Facsimile I Tclccopieu.r (613) 957-0335 
michelle.se[;Uin@canada.ca 

2 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04133082 (8) 

Canada Vigilance HC Latest Received Date: 
20220216 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A4071S3fl 

Primary source country (A.1. f ) Occur country (A.1.2) 

Canada 
1--------~-'-----'-'-----------~'-------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210505 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

20220201 
CCYYMMDD 

List of documents held by sender·(A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory au·thorlty•s number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca-2021A407153 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAD[Afl !IEALT~ AUTHORtT"t 
MC CANADA 
MC CANADA 
AZPRODODOO 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

(2) , (2) , (2) , (2) , (2) 

Report nullification? (A.1.13) 

IJo 

Medically confirmed orfrom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

PRIVACY Female 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

E:2!! 04133082 -CA-AstraZeneca-2021A407153 

Reason for nullification (A.1.13.1) 

Onset Age 

52 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

76 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2..a) 

26 . 0 

Rep1>rted cau$e($) (B.1.9.2.b) 

Chills 

Reported cause(s) (B.1.9.2.b) 

Clot blood 

Reported cause(s) (8.1.9.2.b) 

Fat i gue 

Reported cause(s) (B.1.9.2.b) 

Fever 

Reported cause(s) (B.1.9.2.b) 

Haeno1 rhage br:aln 

Reported cause(s) (B.1.9 .2.b) 

Headache 

Reported cause(s) (B.1.9.2.b) 

Nausea 

Reported cause(s) (B.1.9.2.b) 

Pain in extremity 

Reported cause(s) (B.1.9.2.b) 

Sei 2ure 

Reported cause(s) (B.1.9.2.b) 

Thrombosis 

Reported cause(s) (B.1.9.2.b) 

Thrombosi s with thrombocytopenia syndrome 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2s 04133082 (8) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

UNKNOWN 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose 1-Firsl dose 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.1 O) Medt>RA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CCYYMMDO 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SEIZURE 
MedDRA ve.rsion for 

(B .2.i.1.a) Reaction/event MedDRA term(LL T) 
reaction/event terrn LL T 

26 . 0 Seizure 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA terrn (PT) reaction/event term PT 

26.0 Se i zure 

Term hightlighted by the reporter? (B,Z.i,3) Start Date (B,2,i.4) IEnd Date 

No 

Reaction first t ime (B.2.1.7.1) I Reaction )ast time (B.2.1.7.2) 

(8.2.i.1.b) 

(B.2.1.2.b) 

(B,2,i,5) 

!outcome 

I Duration 

(8.2.1.8) 

(B,2,i,G) 
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Canada Vigilance AER#: E2B 04133082 (8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

VACCINE INDUCED IMMUNE THROMBOTIC THROMBOCYTOPENIA (VITT) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Thrombosis with t h combocycopenia syndrome 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Thrombosis with thrombocycopenia syndrome 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) IEnd Date (8.2.i.S) 

No 

Reaction first time (B.2.1.7.1) Reaction last time 1B,2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (B.2.1.0 ) Current reacllon 

PAIN IN EXTREMITY 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Pain in extremi ty 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Pain in extremity 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7 .1) Reaction last time (B.2.i.7 .2) Outcome 

fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

THROMBOSIS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Thrombosis 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 
reaction/event term PT 

26.0 Thrombosis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

THROMBOSIS. 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Clot bJood 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Thrombosis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2 .1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

CHILLS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Chills 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Chills 

I 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

Page*4 

(8.2.i.6) 

(B.2.i.6) 

(B.2.1.6) 

(B.2 .1.6) 
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---
Canada Vigilance AER#: IE2B 04133082 (8) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

:Fatal 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

FATIGUE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Fatigue 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

2 6.0 E'atigue 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _td Date ie.2.i.S) l uration 

NO 

I 
--

Reaction flrst time (B.2.1.7.1) Reaction last time (B.2.1.7.2) l=ome (B.2.1.81 

l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HEADACHE 
MedDRA version for 

iB.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Headache 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Headache 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

No 

Reaction first time (B.2.i.7.1) Reaction last time 1B,2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

NAUSEA 
MedDRA version for 

(B.2,1.1.a) Reaction/event MedDRA term(LL T) 1B,2.1.1,b) 
reaction/event term LL T 

26 . 0 Nausea 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Nausea 

Term hightlighted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2.1.5) I Duration 
No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

FATAL BLEED IN HER BRAIN 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Haemorrha.ge brain 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

26 . 0 Cerebral haemorrh~ge 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.1.5) I Durat ion 

No 

Reaction first time (8.2.i.7.1) Reaction last time 18,2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source 1B,2.i.O) Current reaction 

FEVER 
MedDRA ve·rsion for 

(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

I Page*5 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1) 

Canada Vlglla_n_c_e_A_E_R_#_: ___ ~ E_2_B~- ~0_41_3~3_0_8_2~ (~8)~---------------~-----Page*6 
26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.2.a) 

Term hightllghted by the reporter? 

No 

(B.2.1.3) 

Fever 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Pyrexia 

Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source 

PAINS 

IB.2.l.01 Current reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.n) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (8.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Pain 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Pain 

(B.2.1.3) Start Date (B.2.U) End Date (B.2.1.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

(B.2.1.61 

A spontaneous r eport has beQ'n rE:ceivcd from th!?: regulatory authority in Canada {CANADIAN HEALTH AUTllORrTY) . The 
report. concerns a female patient of Unkno,,,,n et.t.anic origin {age 52 years) . 

No medical hLstory was reported. No concornLtant product5 were reported. 

The patient received Ast1azeneca Covid- 19 Vaccine Vial Conlains 10 Doses Of 0 . 5ml . {covid- 19 vaccine nrvv ad 
(chadoxl ncov- 19)) (batch number UNKNOWN) , via intramuscular route , for product used for unknown indication on -

021. 

On an unknown date , the patient experienced seizure (preferred term: Seizure) . On an unknown date , the patient 
experienced vaccine induced immune thrombotic thrombocytopenia (vitt) (preferred term: Thrombosis with 
thrombocytapenia syndrome} . On an unknown date , the patient experienced pain in extremity (preferred term: Pain in 
extremity) . On an unknown date, the patient experienced thrombosis (preferred term: Thrombosis} . On ail unknown 
date, the patient experienced throtnbosis . (preferred term: Thrombosis) . ()n an unknown date, the palient 
experienced chills (preferred. term: Chills) . On an unknown date , the patient experienced fatigue (preferred term: 
Fatigue). On on unknown date , the patient experienced headache {preferred te.rm: Headache) . On on unknown date , the 
patient experienced nausea (preferred term: Nausea) . On an unknown date , the patient experienced fataJ bleed in 
her brain ~preferred term : Cerebral haemorrhage). On an unknown date , the patient experienced fever (preferred 
term: Pyrexia) . On an unknown date , the patient experienced pains (preferred term: Pain). It was reported immune 
thrombocytopenia and Cerebral haemorrhage. Woman in her =,os was died from a rare blood clot condition after 
receiving the AstraZeneca-Oxford vaccine and reporter stated that woman was only the second confirmed case of 
vaccine- induced immune thrombotic thrombocytopenia (VIIT} in the province. Reporter confims first death linked to 
.b.straZeneca vacci ne. 'the Canadian province rep()rtet: reported its first death of a patient from a ra1~e blood clot 
condit.ion after receiving the AstraZeneca (AZN . L > COVID- 19 vaccine , its chief medical officer said . lt:. stated her 
mom was suffering from fatigue, strong nausea, headache, fever and chills . The symptoms were continuing to get 
worse a full week after she t::eccived her first shot . Patient was died from a rare blood clot condition aftc:
receiving ~he AstraZeneca-Oxford vaccine. rt stated her mother was turned away at the emergency room of Hospital 
last Thursday as her symptoms worsened . The nex.t day the otherwis e healthy woman suffered a fatal bleed in her 
brain . Patient had aches and pains after she received her first dose of the Oxford-AstraZeneca vaccine , but after 
about a week, things took a tu.rn . She developed a headache that quickly got worse , so bad that her 19 years old 
daughter insisted L.hey head t:.o t he emergency depart ment to get i l. checked out . They said the.re was ,,othing they 
can do for me. Take some Tylenol , and go to bed and by the ne xt morning , patient was in so much pain she could not 
get out o f bed, she was taken to another hospital, where a CT scan confirmed a blood clot , and she was rushed to 
the hospital but suffered a seizure on the way. She died three days lat.er , becoming one o f t.hree people in Canada 
who have died from extremely rare but serious blood clots linked to the AstraZeneca vaccine . Laboratory values are 

available . On an unknown date patient had CT Scan results confirmed blood clot . 

The outcome of t he event(s) of pains was unknown. The patient. died from the event of seizure1 vaccine i nduced 
i nunune t.h.ro mbotic Lhrombocytopenia (vi lt..) 1 pain in ext.rem! Ly, thrombosis , lhrombosi s . , chi) ls , fatigue , headache1 
nausea, fatal bleed in her brain a nd fever on an unspecified date . 

It is not known whether an autopsy was performed . The cause of death was seizure, vaccine induced imnn,.me 
thrombotic thrombocytopenia (vitt) , pain in extremity, thrombosis , thrombosis ., chills , fatigue., headache., nausea , 
fatal bleed in her brain and fever . 

The following events were considered serious due to death : se1zure 1 vaccine induced immune thrombotic 
thrombocytopenia (vitt) 1 pain in extremity, thrombosis , thrombosis ., chills, fatigue, headache, nausea , fatal 
bleed i n he.r brai n and fever . The following events were consideced serious due to iroportant medical event ; 
seizure, vaccine induced .immune thrombot.ic thrombocytopenia (vitt) , pain in extremity, thrombosis, thrombosis . 
chills, fatigue, headache, nausea , fatal bleed in her brain and fever . The following events were considered non
serious : pains . 
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causal relationship is implied by the reporter, even if the re lat ion ship is unknown or unstated . 

The AstraZeneca COVI0- 19 Vaccjoe is an AstraZeneca Canada Inc. Product authorized under the inte~im order . 

Summary of follow-up informat.ion received t::iy AstraZeneca on 14- MA.Y-2021 via consumer originating from spontaneous 
source: New=@port.er added . Pains and seizure were added as event . 

Summary of follow-up information received by AstraZeneca 18-MA'i-2021 : New reporter added . Events Pains and seizure 
were added,. CT SCAN confirmed a blood clot added from the narrative to the events tab . 

Summary of fol low- up information received b~1 AstraZeneca 21 - JUN- 2 021 : A spontaneous report had been received from 
a consumerr following information updated: New reporters were added . 

Summary of follow-up of insignificant information received by AstraZeneca on 06-JUL-2021 : A spontaneous report had 
been received from a consumer, follo•,,iing information updated : New reporters •,;ere added . 

Summary of follow-up in£otmation teceivect by AstraZeneca on 06-~e.e-2021 from the regulatory authorJ.ty i11 Canada 
(CANADIAN HEAL'I'H AUTHORITY) via consumer originating f1.om sponteineous source : Two r-eporle1.s were added included 
Regulatory authority and Reference reporter . The serious criteria of events fatal bleed i n her brain (PT: Cerebral 
haemorrhage) , chills , fatigue , headache , vaccine- induced immune thrombotic thrombocytopenia (VITT) {PT: Immune 
thrombocytoponi.a) dnd nduSea were updated. Outcome or the eventa chills , fatigue, headache and nausea we1e updated 
t.o !at.d-1 , t-.:vldnts of chllls , he•c.Ji.1che, naius~ci , and fatigue we,·e ad.ded JS c c.1usA of detJt.h. Narr"tlvfl was updctl.P-d 
accordingly . Corrected reporL on 09-SEP-2021: ~ab was recoded a~ CT scan , and result was corrected. Narrative was 
updatad accordingly . 

Corrected Reporc 13-SEP-2021 : Case opened for corrections in CCC . 

Sumtna~y of fol low up information ceceived by AstcaZeneca 06- SEP- 2021 received via a consumer : A. spor~taneous report 
has been received from the regulatory authority in Canada {CANADl.AN HEAt.TH AUTHORITY) via consumer, Events immune 
t:.hrombocyt.openia and cerebral hemorrhage •,.iere added, event:. facal .bleed in her brain was coded to hemorrhage brain, 
and pains was coded to pain as per company physician. 

Summary of follow up information received by AstraZeneca 21-NOV-2021 received via a consumer : A sponc.aneous report 
has been received from the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via consumer , added events 
'l'hrornboais,. pain in extremit1:. Changed event as reported from CT scan confirmed a blood clot to Thromloosis . 
Seriousness of the events was updated for events immune thrombotic thrombocytopenia (vitt) , seizure, .fatal bleed 
in her brain , fatigue , nausea, headache, chills: , thrombosis. and fever as death and important medical event. . 
Updated narrative . 

Summary of follow up information received by AstraZeneca Ol-FEB-2022 : A spontaneous report has been received from 
the regulatory· authority in Canada (CANADIAN HEALTH AUTHOfHTY) via consumer . The events immune thrombocytcpenia 
anc:l cerebral haemorrhage were deleted and ,·ecodec:l the eve<>t V/\CCHIE INDUCED lMMUNE THROMBO:rIC THROMBOCYTOPEN!A 
(VITT) to J..t't' : Thrombosis wit:h lhrombocytopenia syndrome . Narrative was updated. 

CAUSE OF DEATH : SEIZURE CAO$~ OF DEATH : VACCINE INDUCED IMMUNE THROMBOTIC THROMBOCYTOPENIA (VITT) CAUSE OF DEATH : 
PAIN JN EXTREMITY CAUSE 01" DEATH: THROMBOSIS CAUSE OF DEATH : THROMBOSIS . CAUSE OF DEATH : CHILLS CAUSE OF DEATH : 
FATIGUE CAUSE OF DEATH : HEADACHE CAUSE OF DEATH : NAUSEA CAUSE OF DEATH: FATAL BLEED IN HER BRAIN CAUSE OF DEATH : 
FEVER Lab Test 11 : 10011603 
The Astra-Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc. product authorized under the Interim Order . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis {B.5.3a) 

Sender's diagnosis (B.S.3bJ 

Sender's comments (B.S.4J 

Fatal cvent:s of Seizure and Cerebral hemor=hagB are not lisced int.he company core data sheet of AZD1222 . 
Headache , ~atigue , Chills , Pyrexia , Pain in extremity and Nausea is listed in company core data sheet of AZD1222. 
However 1 since the events were reported with a fatal o u tcome, it is considered unlisted. Thrombosis (preferred 
term : Thrombosis and preferred term: Thrombosis ) in combination with Thrombocytopenia (preferred term : Thrombosis 
\oiith thrombocytopen ia .syndrorn) is 1 :i sted in the company core data sheet of AZ01222 . However, as the events were 
reported wich the seriousness criteria of death, it is considered unlisted. Cerebral hemorrhage, Seizure and 
Headache could b~ in association with each other . Cerebral hemorrhage could furt.her be in association with the 
combination of thrombosis and thrombocytopenia . Due to limited information on baseline health condit.ion befoi:::e 
vaccination, relevant family and medical history (head trauma , stroke, cardiovascular disease , hypertension, 
bblood vessel abnormalities , brain tumor, deep venous thrombosis, neoplastic diseas~ , throwbophilia) , concurrent 
conditions (metabolic or infectious diseases , head trauma , atherosclerosis} , concomitant medications , further 
clarification of the events , clinical course, treatment and interventions, risk factor (smoking, alcohol or 
illicit drugs intake}, detailed etiological and diagnostic workup (physical e-xamination, neurological evaluation, 
complete blood profile including coagulation panel, complete report of computerized tomography performed, 
electroencephalogram, lumbar puncture with cerebrospinal fluid analysis, D dimer te$t, cardiac assessment, 
echocardiogram, oLher relevant i maging studies1 complete autopsy teport) , the evaluotion did not llod evidence to 

causal relationship between the events and JtZD1222 . 

CT scan 

Unit (B.3.1eJ Normal low range (B.3.1.1) Normal high range 

blood clot 

(B.3.1.2) More info {B.3.1.3) 
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Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .1.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Seizure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombosis wi th thrombocytopeni• syndrome 

Start date (B.1.7.1c) Continuing (B.1.7.1d) t ddate (B.1.7.11) 

Comments (B,1.7.1g) 

MedDRA version (8.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pai n in excremicy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cl ot b l ood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Chills 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fatigue 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11} 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Headache 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1 .7.1a.1) !Episode name (B.1.7.1a.2) 

I 
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26 . 0 Nau sea 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Haemorrhage brain 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

2& . 0 f,'ever 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Be) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy {B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1 .10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.Z) 

MedDRA ve·rslon for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 

I Page~9 

I 
I 
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Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.L2d) 

UNKNOWN 

Reporter postcode (A.2.1.2f) 

UNKNO\'m 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

-
Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.2f) 

UNKNO\-W 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

-
Reporter street (A.2.1.2c) 

PRI VACY 

Reporter city (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

PRIVl,CY PRIVACY 

Reporter department (A.2.1.2b) 

- - --
Reporter state (A.2.1.2e) 

UNKNOl,JN 

!
Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

Canada 

Project No 

-
Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN CANADIAN HBALTH AUTHORITY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) 

I

Qualiflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) !Qualification (A.2.1.4) 

Turkey 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN PRIVACY 

Reporter department (A.2.1.2b) 

(A.2.1.1d) 

(A.2.1.1d) 
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UNKNOWN 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

UNKNOWN UNKNOlvN 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1.3) IQualiflcatlon (A.2.1.4) 

UNl'>NOWN Canada 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

Reporter 
(A.2.1.1•) 

Reporter given 
(A.2.1.1b) 

Reporter mld<lle 
(A.2.1.1c) 

Reporter family 
title name name name 

PRIVACY UNKNOlvN PRIVACY 

Reporter organization (A,2.1.21) Reporter department (A,2,1,2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

UNKNOWN UNKNOWN 

Reporter postcode (A.2.1 .21) 

!
Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

UNKNOWN Bulgaria 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

Reporter 
(A.2.1.1a) 

Reporter g iven 
(A.2.1.1b) 

Reporter middle 
(A.2.1.1c) 

Reporter family 
title name name name 

PRIVACY UNKNOWN UNKNO~IN 

Reporter organization (A.2.1.2•) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

PRIVACY 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2o) 

UNKNOWN UNKNOWN 

Reporter postcode (A.2.1.21) 

!
Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

UNKNOWN Canada 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

Reporter 
(A.2.1.1•) 

Reporter given 
(A.2.1.1b) 

Reporter middle 
(A.2.1.1c ) 

Reporter family 
title name name name 

PRIV~.CY UNKNOWN UNKNOWN 

Reporter organization (A.2.1.Za) Reporter department (A.2.1.2b) 

Reporter street (A.2.1,2c) 

UNKNOWN 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e ) 

UNKNOWN ONI\NOWN 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

UNKNOWN Canada 

Literature reference(s) (A.2.2) 

I Page,ul 

(A.2.1.1d) 

(A.2.1.1d) 

(A.2.1.1d) 
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Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

UNKNOWN 

Reporter organization (A.2.1 .2a) 

Reporter street (A.2.1.2c) 

PRI VACY 

Reporter cit:y (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A,2,1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter g iven 
title name 

UNKNOWN 

Reporter organization (A.2.1,Za) 

-
Reporter street (A.2.1.2c) 

PRIVACY 

Reporter city (A.2.1.2d) 

UNRNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

Reporter organization (A.2.1.Za) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN UNKNOWN 

Reporter department {A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNQl;N 

!

Reporter country (A.2.1.31 IQuallflcatlon (A,2.1.4) 

Bulgaria 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN UNKNOWN 

Reporter department (A.2.1 .2b) 

--

Reporter state (A.2.1.2e) 

UNKNOWN 

!

Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

Canada 

Project No 

Observed study type (A,2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

Confi dent i al 

Reporter department (A.2.1 .2b) 

Reporter state (A.2.1.2o) 

(A.2.1.3) 

!

Reporter country 

Canada !:
Qualification (A.2.1.4) 

Consumer/other non health professional 

Project No 

Observed study type (A.2.3.3) 
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Canada Vigilance AER#: IE2B 04133082 (8) 
Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.L2d) 

Reporter postcode (A.2.1.2f) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) 

Reporter family 
name 

Confidential 

I Page, n l 

(A.2.1.1d) 

!

Reporter country 

Turkey 

!Qualification (A.2.1.4) 

konsumer/othez non he-alth professi onal 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

- -------- -
Sponsor Study no. (A.2.3.2) Observed study type (A.2.3,3) 

Sender (A.3.1) 
Type (A.3.1.1) Organization (A.3.1.2) 

Department (A.3.1.3a) Title (A.3.1.3b) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) State (A.3.1Ac) 

Postcode (A.3.1.4d) Country code (A.3. 1.4e) 

Tel No. (A.3.1.4f) Fax no. (A.3.1 .4i) 

Email Address (A.3.1.41) 

Receiver (A.3.2) 
Type (A.3.2 .1) Organization (A.3.2.2") 

Department (A.3.2.2b) Title (A.3.2.2c) 

Given name (A.3.2.Zd) !Middle name (A.3.2.2e) Family name (A.3.2.21) 

Street (A.3.2.Ja) 

City (A.3.2.3bl State (A.3.2.3c) 

Postcode (A.3.2.3d) Country (A.3.2.3e) 

Tel no. (A.3.2.31) Fax no. (A.3.2.3i) 

Email address (A.3.2.31) 
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D um r R d U 
lnforrnrrnon Act hv HP'111 CJOMS FORtl\11 
di ul LI u d I l I 

l'mfo maMn ar ante Cona r1 

SUSPECT ADVERSE REACTION REPORT 

I I I I I I I I I I I 
I.REACTION INFORMATION 

I . PATIENT INTTIA LS 
(first. last) 

la.COUNrRY 

Canada 

2.DATE OF BIRTH 2o.AGE 
1----,D,,_a-y--,I-~M~o-nt-.h- ,-l--,Y""c-ar--t

5 2 

Year.a 

7+13 DESCRIBE REACTION(S) (including relevant tests/lab data) 

Sei zu re 110039906) [v. 2 6.0 J - F'atal 
Protocol r e l atedness : 
As per ,ep o,;ter : 
As per compan;, : 

3. SEX 

F 

4-6 REACTION ONSET 8-12 CHECK ALL 
1----,?D=-,._-y--,lc-~M--o-n-.th- ,-l~y"'c--a-r --t APPROPRJ;Xffi 

TO ADVERSE 
?? ?? REACTION 

Ix) PATIENT DIED 

D INVOLVED OR 
PROLONGED INPATIENT 
HOSPITALIZATION 

Thrombosis with thrombocytopenia syndrome (10086158) [v . 26 . 0) - Fatal 
Protocol relatedness : 

0 JNVOLVED PERSISTENCE OR 
SIGNIFICANT DISABILITY OR 
fNCAl'ACITY 

As per l'ep orte r : 
As per company : □ LfFE THREATENING 

Po in i n extremity ( 10033425 ) [v . ?6 . 0 l - Fatal 
Protocol rola tedncss : □ CON<lENITALANOMALY 
As per reporter : 
As per compa.ny : 

Thrombosi.$ (10043607) [v . 26 . 0) - Fa t al 
Erotocol rela t edness : 

Cont . . . 

Ix) 011-lER MEDICALLY IMPORTANT 
CONDITION 

II.SUSPECT DRUG(S) INFORMATION 

J 4. SUSPECT ORUG(S) (illcludc generic name) 

VAXZEVRI A VIAL CONTAINS 10 DOSES OF 0 . 5ML (chadox1-s [ recombinant] ) ( SOLUTION 
INTRAJ\10SCULAR) (chad oxl - s [recombinant]) , UNKNOWN 

20.0TD REACTION ABATE 
AFTER STOPPfNG DRUG? 

□ YES □ No □ NA 

I 5. DAILY OOSE(S) 

Dose 1 -Fi rst dose 1

16. ROUTE(S) OF ADMINISTRATION 

I ntramuscuJ.ar 

21.DID REACTION 
REAPPEAR AFTER 
REINTRODUCTION? 

17. INDICATION(S) FOR USE 
Product u sed for u nknown indicat ion[10070592 ] ( v . 26 . 0] 

18. IBERAPY DATES(fi-onlito) 
21/APR/2021 -

119. THERAPY DURATION 

DvEs D NO DNA 

Ill.CONCOMITANT DRUG(S) AND HISTORY 

22.CONCOMJTANT DRUG(S) AND DATES OF ADMJNISTRATION (exclude those us,d to u~~t reaction) 

Concomitan t Dru g Not Reported 

23. OTHER RE.LEVANT HISTORY (e.g. diaguos1ic:;. allergic,. prognancywitlJ la& month of'{lCljQd, clc.) 

IY.MANUFAClURER INFORMATION 

24a. NAME AND ADDRESS OF MANUR~CTURER 
ASTRAZENECA 

Canada 

24b. MAt CONTIWL NO. 
CA-AstraZeneca-2021A407153 

Log No : 2021A407153 

ASTRAZENECA COVID-19 VACCINE VI AL CONTAINS 10 
DOSES OF O. SML . 
ASTRAZENECA COVID-19 VACCINE VI AL CONTAI NS 10 
DOSES OF 0 . 5ML . 
ASTRAZENECA COVID- 1 9 VACCINE VI AL CONTAINS 10 
DOSES OF 0 . 5ML . 

Company Remark s (Sender ' s comments) : 
Fatal events of Seizure and Cerebral hemorrhage 
a r e not l isted in the company core data sheet of 
AZD1222 . Headache , Fatigue , Chi l l s , Pyrex ia, Pain 

1-
2
-4c ___ D_ATE_·_R_EC_EJ_VE_·_D ____ ---.-

24
-d-_-RE_PO_RT_S_.O_U_R_C_E ____________ ----1 in extremity and Nausea is listed in company core 

data sheet of AZD122 2 . However , since t h e events 
BY MANUFACTURER □ STUDY □ LITERA:fURE □ AUTHORITY were rep orted with a fata l outcome , it is 

consider ed unlisted. Thrombosis (prefer r ed term : 
16/FEB/2022 IK] HEALTH PROIBSSIONAL □ OTHER Thrombos is and preferred term : Thrombos i s) i n 

1-D-AJ ___ c __ O- f--TI-U--S-R_EPO_ R_T----+-
25

-_a-. -RE-'PO-__ R_T __ 
1
-,

1
-,-E-----------------1 combination with Thrombocyt openia (preferred term: 

1 6/FEB/2022 !XI INrnAL □FOLLOWVP Cont . .. 

Cont ... = Continuati on attached sheet(s) 
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Ai"'fl.A.i,..19(1) 

Continuation Sheet for CIOMS report 

Describe Reaction(s)(Jnclude relevant test/lab data) ( Cont. .. ) 

As per reporter : 
As per company : 

Thrombosis {10043607) [v . 26.0J - Fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

Ch ills (10008531) [v . 26 . 0 J - Fat.a l 
Protocol relatedness : 
As per reporter : 
As per company : 

Fatigue {100162561 (v .26.0 J - Fata l 
Protocol relatedness: 
As per repocte.r : 
As per company : 

Headache (1001921.l) [v . 26 .0 J - Fatal 
Protocol relatedness : 
A$ per reporter : 
As per company : 

Nausea (100288 'L3.) [v . 26 . 0l - Fatal. 
Protocol relat'.edness : 
i\S -per repO.i;ter. : 
As per company : 

Cerebral haemorrhage (10008111) [v.26 . 0] - Fatal 
Protocol relatedness : 
As per reporter : 
As per company : 

Pyrex ia (10037660 ) (v . 26 . 0] - Fatal 
Pcotocol relatedness : 
As per reporter : 
As per company : 

Pain (10033371) [v.26 . 0J - Unknown 
Protocol relatedness : 
As per reportec : 
As per company : 

Case level outcome : Fatal 

JI 

11 

Mfr. Control No. :CA-AstraZeneca-202lA407153 

A spontaneous cepoct has been received from the regulatory aut.hor.ity in Canada (CANADIAN HEALTH AUTHORI TY) . The 
ceport concerns a female patient of Unkno wn ethnic origin (age 52 years) . 

No medical history was reported . No concomitant products were reported . 

The patient received Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of O. 5ml . (covid- 19- vaccine nrvv ad 
ncov- 19) I (batch number UNKNOWN), via intramuscular route, for product used for unknown indication on 

021 . 

On' .an unknown dat,e1 the patient experienced seizure (pre,ferrecl term, S1oi2ure) . On an unknown date, the patient 
experienced vaccine induced immune thrombotic thromboc_ytopenia (vitt) {p-referred term : Thrombosis with 
t h r,ombocytopeni,a -syndrome) . On an unknown date , the pat:ient experi enced pa i n i n extremity ()?refer.red term : ~ain 
i n extremity) . On an unknown da~e , the patient experience~ thrombosis (preferred term : Thrombosi s ) . On an 
unkhown date , the patient experi enced thrombo$is. (prefened term : ~hrombosis) . On an unknown date, the pat ient 
e xperienced chills (prefer red term : -Chills). On an unknown date , the pati ent experienced fatigue (preferred 
term: Fatigue) . On an unknown date, -the patient experienced headache (preferred term : Headache) . On an unknown 
dat·e , the patient experienced nausea (-preferred term : Nauseat . On an unknown date , the patient experienced 
fatal bleed in her brain (preferred term : Cerebral haemorrhage). On an unknown date, the patient experienced 
fever (preferred ter m: Pyrexia) . On an unknown date, the patient experienced pains (preferred term : Pain ) It 
was reported immune thrombocytopenia and Cerebral haemorrhage . Woman in her 50s was died from a rare blood clot 
condition after receiving the AstraZeneca- Oxford vaccine and report.er stated that woman was only the second 
confirmed case of vaccine- induced immune thrombotic thrombocytopenia IVIIT ) in the province . Reporter confirms 
fi rst dea t h linked to AstraZeneca vacc i ne . The Canadian province reporter reported its first death of a pat ient 
from a rare blood clot condition after receiving the AstraZeneca (AZN . L) COVID- 19 vacci ne , its chief medical 
officer said . It stated her mom was suffering from fatigue , strong nausea, headache, fever and chills . The 
symptoms we re continuing to get worse a full week a fter she received her first shot . Patient was died from a 
rare blood c lot condition after receiving the AstraZeneca- Oxford vaccine . It stated her mother was turned away 
at the emergency r oom of Hospital last Thur sday as her symptoms worsened . The next day the otherwise hea lthy 
woman suffered a fatal bleed in her brain . Patient had aches and pains after she r eceived her first dose of the 
Oxford-AstraZeneca vaccine , but after about a week, things took a turn . She developed a headache that quickly 
got worse, so bacl that her 19 years old daughter insisted they head to the emergency department to get it 
checked out. They said there was nothing t hey can do for me. Take some Tylenol , and go to bed and by the next 
mornjng, pati ent was in so much pain she could not get out of bed , she was taken to another hospital , where a 
CT scan confi rmed a blood clot , and she was rushed to the hospita l but suffered a seizure on the way. She d i ed 
three days lat.er, becoming one of three people in Canada who have died from extremely r are but serious blood 
c l ots linked to the AstraZeneca vaccine . Laboratory values are available . On an unknown date patient had CT 
Scan results confi rmed b l ood clot . 

The outcome of the event(s) of pains was unknown. The patient died from the event of seizure, vaccine induced 
immune thrombotic t.hrombocyt.openia (vitt) , pain in extremity, thrombosis , thrombosis ., chills , fatigue , 
headache , nausea, fatal bleed in her brain and fever on an unspecified date . Page: 1,541 of/de 2,140 
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ASTRA.ZENECA 
Canada 
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11 

Continuation Sheet for CIOMS report Mfr. Control No. :CA-AstraZeneca-202lA407153 

It i s not known whether an autopsy was performed. The cause of death was seizure , vacci ne induced immune 
thrombotic thrombocytopenia (vitt ) , pain in extremity, thrombosis , thrombosis ., chills , fatigue , headache, 
nausea, fatal bleed in her brain and fever . 

The following events were considered serious due to death : seizure, vaccine induced immune thrombotic 
throrn.bocytopenia (vitt) , pain in extremity , thrombosis, thrombosis . , chills , fatigue , headache, nausea , fatal 
bleed in her brain and fever . The following events were considered serious due to important medical event : 
seizure, vaccine induced immune thrombotic thrombocytopenia lvitt) , pain in extremity , thr ombosis , thrombosis . , 
chills , fatigue , headache, nausea , fatal bleed in her brain and fever . The following events were considered 
non- serious : pains . 

For regulatory reporting purposes , if an event is spontaneously reported, at least a reasonable possibility of 
a causal relationshi p is i mplied by the reporter , even if the relationship is unknown or unstated . 

The AstraZeneca COVID-19 Vaccine is an AstraZeneca Canada Inc . Product authorized under the interim order. 

Summary of foJlo~•-up info.rmation received by Astr.aZ,eneca on 14-MA'f-.2021 via consumer originating from 
spontaneous source : New reporter added . Pains and seizure wore added as event . 

Summary of follow-up information received by AstraZeneca 18-MA'f-2021 : New reporter added . Events Pains and 
sei zure were added , CT SCAN confirmed a blood cloL added from the narrative to the events tab. 

S\lmmary of follow-up intormatior, received by AstraZeneca 21-JUN-2021 : A spontaneous repott had been received 
f.rom a consumer , £allowing i nformation updated : New reporters we r e added . 

Summary of foll ow- up of insignifi cant information received by AstraZeneca on 06- JUL- 2021 : A spontaneous report 
l;i.ad been received from a consumer, fo,llowing information u_pdated: Ne;r,1 reporters were added. 

Summa ry of follow- up informa tion received by AstraZeneca on 06- SEP- 2021 from the regulatory authority in Canada 
(CANADIAN HEALTH AUTHORITY) via consumer originating from spontaneous s ource : Two reporters were added included 
Regulatory authority and Reference reporter . The serious criteria of events fatal bleed in her brain ( PT : 
Cerebral haemorrhage) , chills , fatigue , headache, vaccine-induced immune thrombotic thrombocytopenia (VITT) 
!PT : Immune thrombocytopeni a) and nausea were updated . Outcome of the events chiJ ls, fati gue, headache and 
nausea were updated to fatal . Events of chills , headache , nausea , and fatigue were added as cause of death . 
Narrative was updated accordingly . Corrected r1'port on 09-SEP-2021 : Lab was recoded as CT scan, and result was 
corrected . Narrative was updated accordingly . 

Corrected Report 13 - SEP- 2021 : Case opened for corrections in CCC . 

Summary of follow up information received by AstraZeneca 06- SEP- 2021 received via a consumer : A spontaneous 
report has been received from the r egulat ory authority in Canada (CANADIAN HEALTH AUTHORITY) via consumer , 
Events immune thrombocytopenia and cerebral hemorrhage were added, event fatal bleed in her brain was coded to 
hemorrhage brain, and pains was coded to pain as per company physician . 

Summary of follow up information received by AstraZeneca 21-NOV-2021 received v ia a consumer : A spontaneous 
report has been received from the regulatory authority ln Canada (CANADIAN HEALTH AUTHORITY) vla consumer, 
added events Thrombosis , pain in extremity . Changed event as reported from CT scan confirmed a blood clot to 
Thrombosis . Seriousness of t he events was updated for events immune thrombotic thrombocytopenia (vitt), 
seizure, fatal bleed in her brain , fatigue , nausea, headache, chills , thrombosis . and fever as death and 
important medical event . Updated narrative . 

Summary of follow up information received by AstraZeneca 01-FEB-2022 : A spontaneous report has been received 
from the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via consumer . The events i mmune 
thrombocytopenia and cerebral hae morrhage were de l eted and recoded the event VACCINE INDUCED IMMUNE THROMBOTIC 
Ta ROMBOCYTOPENIA (VITT) ~o LLT : Thrombos i s with thr~mbocytopenia syndrome . Narrative was updated . 

>' 

CAO'SE OF DEATH : SEIZURE CAUSE OF DEATH : VACCINE I NDUCED I MMUNE THROMBOTJC THROMBOCYTOPENlA (VITT) CAUSE OF 
DEATH : PAIN IN EX'£REMITY CAUSE OF' DEATH : THROMBOSIS C.blJSE OF DEATH c THROMBOSIS . CAUSE OF DEATH : CHILLS CAUSE OF 
DtA1H : FATIGUE CAUSE OF DEATH : HEADACHE CAUSE OF DEAT~c NAUSEA CAUSE ~t D'EATH : FATAL BLEED IN HER BRAIN CAUSE 
or DEATH : FEVER ~ab Test Wl : L001 1603 
Th e Astra- Zenec a COVID- 19 Vaccine is an AstraZceneca Canada Inc . product autho.rized under tj1.e Interim Order . 

Company Remarks (Sender's comments) (Cont ... ) 

Thrombosis with thrombocytopenia syndrom) is 1:i:sted in the c·ompany core da t a sheet of AZ012Z2 . However , as the 
events were reported with the seriousness criteria of death , it is considered unlisted . Cerebra l hemorrhage, 
Seizure and Heada che could be in association with each other . Cerebral hemorrhage could further be in 
association with the combination of thrombosis and thrombocytopenia . Due to limited information on baseline 
health condition before vaccination , relevant family and medical history (head trauma, stroke , cardiovascular 
disease, hypertension, blood vessel abnormalities , brain tumor , deep venous thrombosis , neoplastic disease , 
thrombophilia) , concurrent conditions (metabolic o r i nfectious diseases , head trauma , atherosclerosis ) , 
concomitant medications , further c l arification of the events , clinJcal course , treatment and interventions , 
risk factor (smoking, alcohol or i l licit drugs intake), detailed etiological and diagnostic workup !physical 
e x amination, neurological evaluation , complete blood profile including coagulation panel , complete report of 
computerized tomography performed, electroencephalogram, lumbar puncture with cerebrospinal fluid analysis, D 
dimer test , cardiac assessment , echocardiogram, other relevant imaging studies, complet e a utopsy report) , the 
evaluation did not find evidence to suggest a causal relationship between the events and AZD1222 . 

Suspect Drugs (Cont ... ) 

Product-Reaction level 

Seq.No. 
Drug 

Causality 

l J Seizure 110039906) [v . 26 . 0J 

1 
VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0 . 5ML ( chadoxl- s [recombinant]) (SOLUTION 
INTRAMUSCULAR) (chadox l - s [recombinant] l 
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Canada 

Continuation Sheet for ClOMS report 

Dom, 
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Page : 4 / 4 
UI u I I 

Mfr. Control No. :CA-AstraZeneca-2021A407153 

Acrion(s) taken with dmg Not Appl i cab l e 

Additional information (continuation) 

Lab Result : 

Test name Test date 

10011 603 

Initial Reporter ( Cont ... ) 

Test r e sult 

Confi rmed a b l ood 
clot 

PRJVACY UNKNOWN CANADIAN HEALTH AUTHORITY 
UNKNOWN 
UNKNOWN , ONKNO\m UNKNOWN 
C,,nada 

Normal value Classi f i c a tion 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04135542 (3) 

Canada Vigilance HC Latest Received Date: 
202 10706 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 2021523164 (4) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~-----_...__,_ _______ '--_____ ~--j 

Type of report 

eponla.ncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Olsabllngllncapacltating? No 

202:111111 
CCYYHHDD 

Additional documents? (A.1.8.1) 

No 

20210705 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER !NC-20215231 84 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Ffizer 
PFIZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAii - PFIZER 

Date of birth (8,1.2.1) 

Gestation Period (8.1.2.2.1) 

GP medical record 
(B,1,1,10) 

no. 

Age group (8.1.2.3) 

LMP date 

Specialist 
(B,1,1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~FTZER tNC- 2021573170 
CA- PFIZER I NC- 2021523184 

Reason fo·r nullification (A.1.13.1) 

Onset Age 

72 Years 

(B,1,1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1,1,1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.1 O) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021-
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13,2) 4.k.15) 

22336 Minutes 22336 Minutes 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: le2B 04135542 (3) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Headache 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Myocardial infarct 

Source of assessment (B.4.k.18.2) Method ohssessment (8.4.k.18.3) 

PHARMAC!::UTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Myocardial infarct 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Vaccination site pain 

Source of assessment (B.4.k.18-2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed {B.4.k.18.1b) 

26.0 Vaccination site pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k, 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18,4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

f'l/A 

Result (B.4.k.18.4) 

NIA 
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lcanada Vigilance AER#: le2s 04135542 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant SERTRALINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

sertraline hydrochloride 

country arug 01>tatnea (6.4.k.2.:J) 6atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Depression 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04135542 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ATORVASTATIN 

Active Substance names (B.4.k.2.2) 

atorvastatin 

country drug 01>ta1ne<1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Hypercholesterolemia 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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ATIA - 19(1) 

Reaction/event as reported by primary source 

MYOCARDIAL INFARCT 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Myocardi al infarct 

Reaction/event MedDRA term (PT) 

Myocardi al infarction 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

2021 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

22336 Minut e s 22336 Minutces Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PAIN AT INJECTION SITE AFTER RECEIVING THE VACCINE 
MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Vaccination 3ite pain 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Vaccinatio n site pain 

Start Date IB.2H) End Date (B.2.i.5) 

202 

Durat ion 

Reaction first time (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

BAD HEADACHE 

(8.2.i.O) 

Recovered/resolved 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term highllighted by the reporter? 

Reaction first time (B.2.i.7.1) 

14 Days 

Headache 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

Headache 

(B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

2021 -

Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

14 Days Unknown 

(B.2.1.6) 

(8.2.i.6) 

(8.2.1.6) 
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ATIA - 19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received fron\ a contactable physi dan through a Pfizer sales representati ve . A 72 -
year old female patient received the first dose of BNT162B2 (PFIZ.ER- BIONt'ECH COVlt>- 19 mRNA VACClNE , batch/lot 

number unknm .. rn} on an~ 021 as 1ST DOSE: , SINGLE for COVID- 19 immunizat i on {Age at vaccination : 72 years). 
Medical h i story included blood pressure (contr olled with medication ) , sleep apnea (compliant with her CPAP> , Renal 
Chronic Disease (Creatinine was well maintained at 135) , depression , hypercholesterolemia , high cholestet:"ol and 
Atherosclerosis . Concomitant medications includ ed sertraline hydrochloride (ZOLOFT ) taken for depress1on; 
atorvastatin (LIPITORJ taken for hf o] rcholeste rolemia . On - 021 , the reporter stated that the patient passe d 
away f.tom a Myocardial r n fa:-ct on 021 at. 12 : 16AM. She had been stable for a very long time . Her sugar blood 
leve l was perfect . Reporter c o nfirme tat on the morning of the - 2021 , patient h,:}d a bad headache but. nothing 
too worrying , with no other syrr.ptoms . Patient had pain at i njecti on s i te after receiving the vac.cine on- 021 , 
but had recover ed. CPR was don e on patien t but ~eporter did not know i f patient was already dead when t 

ambulance arrived. Outcome of the event myocardial infarction was fa t al while outcome of the event vaccination 
site pain was recoverPd on an unspecified date. Outcome of the event headache was unknown. The patient died on 

021 t'rom a Myocardi al Lntarct . rt wa3 not reported if an autopsy was performed . 

Information on the batch number hiis been requested. 

FoJ.low-up ~ 021) : New information f t'om lho same contactable physici.Jn aa part of follow- up activitie5 
perforn\ed by the nsu \.ncluded : pattent ' s age , a.ge at vaccination, sttlrt ct~1te 1 stop date , medical hieto1y, 
conf~omiL<'lnt medic,it .. J. ons , reaction dat.a (avents : myoc~rdial Infarct.ion, vt1ccinatlon 3 i t.e pain ¢1nd heactoche), event 
onset, laboratory data , outcome of the event and death details . 

No follow-up attempts are possible; information about lot/batch number cannot be obtained. 

Follow-up-◊21) : This is a follow-up report to notify that the case AER 2021523184 and AER 2021523170 are 
duplicates . All subsequent follow- up i nformation will be reported under manufacturer report number AER 2021523184 . 
'Phe ne•N inf"ormat.ion report.ed from a contactable physician included: added medical history . 

No follow-up attempts are possible; information about lot/bat.ch number cannot be obtained . 

Amendment : This follow-up report was submitted to amend previously reported information : patient gender was 
update d to female . 
BNT16282 approved under Interim Order in Canada . 

Reporter's comments (8.5,2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.4) 

Event myocardi al infarction cepresents an intercurrent medi cal condition a nd unrelated to bntl62b2 . The 
underlying disease may p r ovide an alternative cause . 

The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
pr.-ocedures for safety evaJ ua ti on , including the revie1.,. and anal ysis of aggregate data foe advecse events . Any 
safety concern identified as part of this review, as well as any a_ppropriate action in response, will be promptly 
notified to Regulato~y Authorities , Ethics Committees and I nvestigators , as appropriate . 

Blood glucose 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

Creatinine 

Unit (B.3.1•) Normal low range (B.3.1.1) 

I Results of tests and procedures (B.3.2) ___ _ 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1] Episode name (B.1.7.1a.2) 

26 . 0 Sleep apnea 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Comments (B.1.7.1g) 

compliant with her CPAe 

MedDRA ve·rslon (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Chronic renal impairment -

Normal high range (B.3.1.2) More info 

No 

Test result (B.3.1d) 

well maintained at 135 

Normal high range 

I End date (B.1 .7.11) 

(B.3.1.2) More Info 

No 

(8.3.1.3) 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 04135542 (3) 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Creatinine was well maintained at 1 35 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Blood pressure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

control l ed with medication 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7,1a.2) 

26 . 0 High cholesterol 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Atherosclerosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Depression 

Start date (B.1,7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Hypercholest erolemi.a 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) 

Comments (B.1.7.1g) 

MedDRA ve-rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 CPAP 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Myocardl a! infarct 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant med ical history/ Concurrent conditions text (B.1.7.2) 

I 
!End date (B.1 .7.1f) 

I End date (B.1.7.11) 

I End date (B.1.7,1f) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.1f) 

I End date (B.1.7.1f) 

Page*8 

I 
I 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1 .3) IQualification (A.2.1.4) 

Canada Physi c i an 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 0415451 2 (1) 

Canada Vigilance HC Latest Received Date: 
20210623 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021541037 12) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ~-'--~----'--------'-------~--j 

Type of report 

eponla.ncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Olsabllngllncapacltating? No 

2 0 210506 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20210616 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-2021 541 037 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

FF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY 

Date of birth (8.1.2.1) 

Gestation Period (8 .1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (8.1.2 .3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(8 .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case identifiers (A.1.11.2) 

C!\- PrIZER INC- 7,O21541037 

Reason for nullification (A.1.13.1) 

Onset Age 

SB Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2s 04154512 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. (B.4.k.3) 

Canada Unknown 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

1ST DOSE, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202- 2□2-
CCYYMMDO CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

6 Days 6 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sudden death, cause unknown 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

PHARMACEUTICAL COMPANY Global Introspection ... 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.A.k.18.1 b) 

26.0 Sudden death, cause unknown 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

NIA .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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lcanada Vigilance AER#: le2s 04154512 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ZOPICLONE 

Active Substance names (B.4.k.2.2) 

zopiclone 

country drug 01>ta1ne<1 (H.4.k.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04154512 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant JANUVIA 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k..16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k,18.1a) 

Source of assessment (B.4.k.18,.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04154512 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant B12 [CYANOCOBALAMINJ 

Active Substance names (B.4.k.2.2) 

CY ANOCOBALAMIN 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (8.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04154512 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METFORMIN 

Active Substance names (B.4.k.2.2) 

metformin 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04154512 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GLICLAZIDE 

Active Substance names (B.4.k.2.2) 

gliclazide 

country arug 01>ta1nea (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04154512 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ATORVASTATIN CALCIUM 

Active Substance names (B.4.k.2.2) 

atorvastatin 

country drug 01>ta1ne<1 (H.4.k.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,562 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04154512 (1) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACETYLSALICYLIC ACID 

Active Substance names (B.4.k.2.2) 

acetylsalicyl ic acid 

country drug 01>taInee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04154512 (1) Pa ge,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CALCIUM (CALCIUM CARBONATE] 

Active Substance names (B.4.k.2.2) 

CALCIUM CARBONATE 

country arug 01>talnea (1:1.4.k.2.:J) 1:1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,564 of/de 2,140 
A2023000085 



ATIA - 19(1) 

lcanada Vigilance AER#: 

Drug characterizat ion (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

vitamin d 

country arug 01>ta1nea (H.4.k.:l.:J) 

le2s 04154512 (1) 

Medicinal product name (B.4.k.2.1) 

VITAMIN D 

Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Start period (B.4.k.13.1) Last period (B.4.k.13.2) 

Pagen2I 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11 b) 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

t---------------
MedDRA version (B.4.l<.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (8.2) 
Reaction/event as reported by primary source 

FOUND DEAD IN HER BED 

(B.2.1.0 ) Cun·enl reaction 

MedDRA ve·rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hlghtlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

6 Days 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Sudden death , cause unknown 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Sudden death 

(B.2.1.3) Start Date (B.2.i.4) 

2021111111 

!End Date (B.2.i.5) 

Reaction last time (8.2.i.7.2) Outcome 

6 Days Fatal 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.i.8) 

(B.2.i.6) 
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ATIA- 19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received fron\ a contactable physi dan . 

A 58 - year- old female patient received bnt162b2 (PFIZER- BIONTECH COVID- 19 VACCINE) 1 inc.ramuscular (at the age of 
SB-years-old), administered in Arm Right on- 2021 (Lot Number : Unknown) as 1st dose, single for COVID-19 

immunization. Medical histor:,• included s / p ruptured aneurysm, vascular dementia, old MCJ\.S infarction (as 
reported), Heart failure (LVEF 23%) , atherosclerotic heart disease old infarction (subclavian and carotid), 
diffuse MVAS (subclavian and carotid, as reported) , and diabetes. Concomitant medications included zo19iclone , 
s i t~gliptin phosphate (JANUVIA [StTAGLIPTlN PHOSPHATE]}, cyanocobalamin, metfo~min , gliclazide, atorvastatin, 
aspirin, calcium ct:1-rbonate , vitamin D: all taken for an unspecified indication, start and stop dates were not 
reported . The 58- year- old patient ve r y ill (s / p ruptured aneurysm, vascular dementia, atherosclerotic heart 
disease old infarction, cardiac insufficiency (left ventricular Ejection Fraction LVEF 23%}, diffu se 
atherosclerotic vascular disease {subclavian and carotid} , diabetes} who received her 1st dose o~ 
was t ound ctead i n her bed on - 021. Her body was found in her bed, semi sittin~ on the edge o, .ne 
body thrown 1,ackward• , suggeeLing sudden death. The family kept the reportH snforroed l week later and 
was done . The patient died on~ 021. An autopsy was not performed . 

i~i anO md 

no autopsy 

Facility where the most r ecent COVID-19 vaccine was administe r ed was in a Nurs ing Home/Senior Living Facility. The 
patient did not receive a ny other vaccines wi thin 4 weeks prior to the COVID vaccin~ . Prior to vaccin4tion, the 
patient wae not di•gnosetl with COVTD-L9 . Since the vaccination, the patierit has not been tested for COVID-19 . 

Information on the lot/batch number has been requested . 

Follow-up (16Jun2021}: This follow .. up is being submitted to notify that the batch/lot number for all dose.sis not 
available despite the follow- up attempts made . Follow-up attempts have been completed and no further informat i on 
is e xpected. 
BNTJ62B2 app roved under Jntecim Order i n Canada . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

Death of unknown cause is assessed related as a cautionary measure and fot· reporting purposes . The unde.t"lying 
disease may provide an alternative cause . 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures [or safety evaluacion , including th~ review and analysis of aggregate data for adverse e ve nts. Any 
safety concern identified as part of this review, a s well as any appropriate action in response , will be promptly 
notified to Regulatory Authorities, Ethics Committees and I nvestigators, as appropriate. 
The tallow- up information received does not alter the previous company clinical evaluation. 

Unit (B.3.1e) Normal low range (8.3.1.1) Nonnal high range (B.3.1 .2) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Aneurysm ruptured 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Vascular dementia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Infarction 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 04154512 (1) 
Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hea r t fai lure wi. t h r educed eject~on f r acti on 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Ath~rosclQrotic cardiovusculur d istitase 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

di f fuse a theroscl erotic vascul ar dl !ease 1s ubcl avi an and carotid ) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Diabet es 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA ve·rslon (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause of deach 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant med ical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Sc) End date (B.1.Se) 

Indication MedDRA version (B.1.81.1) In dication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction 10 .1.sg.2) 

Weight (Kg) 

Start date (B.1.1O.1.1c) Continuing (B.1.1O.1.1d) End date (B.1.1O.1.11) 

Comments (B.1.1O.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.1O.7.2) 

I PageU4 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

PRIVACY 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

!

Reporter country 

Canada 

(A.2.1.3) IQualiflcatlon 

Physician 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

F ie name (A.3.1.3d) 
-
Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

(A.2.1.4) 

(A.2.1.1d) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04166359 (4) 

Canada Vigilance HC Latest Received Date: 
202 10823 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021547048 (S) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~-----~--'--'--------'-------~--j 

Type of report 

eponla.ncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? 

Yes 

No 

2 0 21-
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210816 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.'1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA~PFIZER INC-20215470 48 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH • P FIZER 

PRIVACY 

Date of birth (B .1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anoma1ylbirth 
defect? 

Other medically important 
condition? 

Yes 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- P!i"!ZE1\ !NC- 202154704 8 

Reason for nullification (A.1.13.1) 

Onset Age 

65 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B .1.9.2.a) 

?6 . 0 

MedDRA version for cause (B.1,9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

2 6 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

tozinameran 
l;Ountry arug oDtarnea (l:!.4.k.2.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202 ... 
CCYYMMDO 

Start period (B.4.k.13.1) 

Reported cause(s) (B.1.9.2.b) 

Atri al fibri llation 

Reported cause(s) (B.1.9.2.b) 

Blood pressure dropped 

Reported cause(s) (8.1.9.2.b) 

Cardiac valve d i sease 

Reported cause(s) (B.1.9.2.b) 

Heart attack 

Reported cause(s) (B.1.9.2.b) 

llemonh•gle $\ roke 

Reported cause(s) (B.1.9.2.b) 

Pulmonary e d @ma 

Reported cause(s) (B.1.9.2.b) 

Septic shock 

Reported cause(s) (B.1.9.2.b) 

Short o f breath 

Reported cause(s) (B.1.9.2.b) 

Vaccination sit e pain 

Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
6 DOSES OF 0.3 ML 

1:1atcnI1ot no. \ts.4.k.3) 

Route of administration (B.4.k.8) 

Intramuscular 

MedORA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

202-
CC D 

Last period (BA.k.13.2) 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11b) 

COVIO-19 immunization 

Durat ion of drug Adm in (B. 
4.k.15) 
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Canada Vigilance AER#: IE2B 

21 Days 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B,4,k,19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 - - - -- -
Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.1&.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k .. 18.1a) 

26.0 .. • 
Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1&.2) 

04166359 (4) I Page*3 

21 Days 1 Days 

Old reaction recur on readministratlon? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k.18.1b) 

Atrial fibrillation - - - - -
Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Atrial fibrillation 

Method of assessment (B.4.k..18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood pressure decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Blood pressure decreased 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cardiac valve disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cardiac valve disease 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hemorrhagic stmke 

Method of assessment (B.4.k.18.3) 

-----
Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

., 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4,k,18.,2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18 .2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04166359 (4) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hemorrhagic str-oke 

Method of assessment (EU,k, 18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pain in arm 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pain In arm 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pulmonary edema 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pulmonary edema 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (8.4.k.18.1b) 

Septic shock 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4 k.18.1 b) 

Septic shock 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (E!.4.k.18.1b) 

Short of breath 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Short of breath 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page~ 4 

N/A 

Result (f:U,k,18,4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACETYLSALICYLIC ACID 

Active Substance names (B.4.k.2.2) 

acetylsalicylic acid 

country drug 01>taInee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (B.4.k.6) 

81 daily, 1 X/day 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant BACLOFEN 

Active Substance names (B.4.k.2.2) 

baclofen 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

q.i.d 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant BISOPROLOL 

Active Substance names (B.4.k.2.2) 

bisoprolol 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

5 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

5 mg, daily 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CLONAZEPAM 

Active Substance names (B.4.k.2.2) 

clonazepam 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

0.25 At sleep time (h.s) 

Pharmaceutical form (B.4.k. 7) Route of administration (8.4.k.8) Parent route of ad min (B.4 .k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant COAL TAR/RESORCINOL MONOACETATE 

Active Substance names (B.4.k.2.2) 

coal tar 
resorcinol rnonoacetate 

Country drug Obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorlzation/appllcatlon no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK, daily 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4 .k.13.2) 4.k.15) 

Old reaction recur on readmlnlstratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FUROSEMIDE/POTASSIUM CHLORIDE 

Active Substance names (B.4.k.2.2) 

potassium chloride 
furosemide 

country drug obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

40 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

40 mg, daily 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstrati-on? (B.4.k.17.1} 

Which reaction(s)levent (s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METOCLOPRAMIDE 

Active Substance names (B.4.k.2.2) 

metoclopramide 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

10 Milllgram,3 every 1 (Days) 

Dosage text (B.4.k.6) 

10 mg, 3x/day and h.s 

Pharmaceutical form (8.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurret17 (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Pagen2I 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METRONIDAZOLE BENZOATE 

Active Substance names (B.4.k.2.2) 

metronidazole benzoate 

country drug 01>taInee1 (l:l.4.k.2.:J) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04166359 (4) Page,nl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant MORPHINE 

Active Substance names (B.4.k.2.2) 

morphine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

10 Milllgram,3 every 1 (Days) 

Dosage text (B.4.k.6) 

10 mg, 3x/day 

Pharmaceutical form (B,4,k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug R,ecur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Page,141 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NABILONE 

Active Substance names (B.4.k.2.2) 

nabilone 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

2 Milllgram,2 every 1 (Days) 

Dosage text (8 .4.k.6) 

2 mg. 2x/day 

Pharmaceutical form (B,4.k.7) Rou te of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B,4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event (s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TRANSDERMAL NICOTINE PATCH 

Active Substance names (B.4.k.2.2) 

nicotine 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4,k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant DILANTIN (PHENYTOIN) 

Active Substance names (B.4.k.2.2) 

PHENYTOIN 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

50 Milllgram,3 every 1 (Days) 

Dosage text (B.4.k.6) 

50 mg, 3x/d ay 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurret17 (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PRAMIPEXOLE DIHYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

pramipexole dihydrochloride 

country drug 01>ta1nee1 (l:!.4.k.2.:J) 1:!atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

.5 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

0.5 mg, daily 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B,4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREGABALIN 

Active Substance names (B.4.k.2.2) 

pregabalin 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

300 Milligram,2 every 1 (Days) 

Dosage text (B.4.k.6) 

300 mg, 2x/ day 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ALTACE 

Active Substance names (B.4.k.2.2) 

ramipril 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

2.5 UNK, daily 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Gestation period (B.4,k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1a.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ROSUVASTATIN CALCIUM 

Active Substance names (B.4.k.2.2) 

rosuvastatin calcium 

country arug 01>taInea (H.4.K.2.:J) Hatch/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

5 Milligram 1 (Days) 

Dosage text (B.4.k.6) 

5 mg, daily 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Page,211 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant SENOKOT 

Active Substance names (B.4.k.2.2) 

sennosides 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 00026158 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Page, 221 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TIOTROPIUM BROMIDE 

Active Substance names (B.4.k.2.2) 

tiotropium bromide 

country drug 01>ta1nee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

.Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) Page,231 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TRAZODONE H:YDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

trazodone hydrochloride 

country arug 01>talnea (B.4.k.2.:J) Batch/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

200 Milligram 

Dosage text (B.4.k.6) 

200 mg H.S 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant XARELTO 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchi lot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admln (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Siart period (8.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Aclion(s) taken with drug (B.4.k;.16) Did reaction recur on readminist ration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA ver!!ion (B.4.k.17.2ll) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which rHction(~)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B,4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s 04166359 (4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant LOVENOX [LEVOFLOXACINJ 

Active Substance names (B.4.k.2.2) 

LEVOFLOXACIN 

country drug 01>ta1ne<1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HEART ATTACK 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Heart attack 

MedDRA version for 
(B.2.i.2.a) Reactionlevent MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 .0 Myocardial infarction 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2H) IEnd Date (B.U5) 

202 -

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

21 Days 21 Days Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ISCHEMIC MITRAL VALVE -
MedDRA version for 

(B .2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Cardiac valve disease 

Result (B.4.k.18.4) 

!Duration 

(B.2.1.8) 

(B.2.1.6) 
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~ 

IE2B 04166359 Canada Vigilance AER#: (4) 
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.n2.b) 
reaction/event term PT 

26 . 0 Cardi ac valve disease 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date fB.2.i.5) 
_Lon 

2021-

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

21 Days 21 Days !Fatal 

Reaction/event as reported by primary source {B.2.i.O) Current reaction 

BLOOD PRESSURE STARTED TO DROP/BLOOD PRESSURE DROPPED (TO 60) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Blood pressure decreased 

MedDRA version for 
{B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Blood pr~•sure decreased 

Term hightllghted by the reporter? (B.2.1.3) Start Date (8.2H) IEnd Date (B.2.1.5) ·1Duratlon 

2021-

Reaction first time (B.2.i.7 .1) Reaction last time IB.2.i.7 .2) Outcome (B.2.i.8) 

21 Days 21 Days Fatal 

Reaction/event as reported by primary source IB.2.1.0) Curront reaction 

RUPTURED HEMORRHAGIC STROKE 

MedDRA version for (B.2.i.1.a) Reaction/event MedDRA torm(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Hemorrhagic strok@ 

MedDRA ve·rsion for 
{B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Haemorrh agic stroke 

Term hightllghted by the reporter? (B.2.1.3) Start Date (8 .2.i.4) IEnd Date fB.2.i.5) I Duration 

2021-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

21 Days 21 Days Fa Lal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ATRIAL FIBRILLATION 

MedDRA ve.rsion for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Atrial fibril lation 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Atrial fibril lation - -
IEnd Date F tion Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) (B.2.1.5) 

2021-

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.81 

21 Days 21 Days Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SEPTIC SHOCK 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 septic shock 

MedDRA version for 
(B.2.1.2.o) Reaction/event MedDRA term (PT) (B.2.12.b) 

reaction/event term PT 

26 . 0 Septic shock 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date fB.2.i.5) I Duration 

202 ~ 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.81 

21 Days 21 Days Fat.al 

Reaction/event as reported by primary source (8,2.i.O) Current reaction 

I Page,26 

(B.2.i.61 

(B.2.1.6) 

(B.2.i.6) 

(B.2.1.6) 

(B.2.i.6) 
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ACUTELY SHORT OF BREATH WITH PULMONARY EDEMA 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. 1.1.b) 
reaction/event term LL T 

26 . 0 Pu lmonary edema 

MedDRA version for 
(B,2.1.2"') Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pulmonary oedema -
IEnd Date Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2.U) (B.2.1.5) 

2021-

Reaction first time (B.2.1.7.1) Reaction last t ime (B.2.1.7.2) Outcome 

2 Days 2 Da ys Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HER ARM GOT SORE 
MedDR.A version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Pain in arm 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Pai n in extremjty 

Term hightlighted by the reporter? (B,Z,i.a) Start Date IB,Z,i,4) IEnd Date (B,Z,i,5) 

202-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!'atal 

Reaction/event as reported by p rimary source (8.2.i.O) Current reaction 

ACUTELY SHORT OF BREATH WITH PULMONARY EDEMA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26.0 Short of breath 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Dyspnoea 

Term hightllghted by the reporter? (B.2.1.3) Start Date (8.2.1.4) IEnd Date (B.2.1.5) 

2021-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

2 Days 2 Days Fatal 

I 

I Durat ion 

(B.2.i.8) 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

Page,2~ 

(B.2.1.6) 

(B,Z,i,6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

This is a spontaneous report from a contactable consumer (the son) and a contactable physician . A 65- ye.ar- old 
female patient received bntl62b2, dose 1 via an intramuscular route of ad~inistration on llllll202t (Batch/tot 
number '-''as not reported) as dose 1 , single for covid- 19 irn:nunization {at the age of 65- year- old) . Medical history 
included cerebrovascular accident <a few strokes in the past} , seizure, encephalomalacia from 2018 , chronic 
obstructive pulmonary disease from Dec2016 , postural hypotension (u5es Flor-ine! as needed) , fibromyalgia, 
neurogenic bladder , peripheral arter1al disease , left internal carotid stenosis from 2016 ( 50-69%), pulmonary 
fibrosis from 2016 {patient persistently Shortness of breath cough in late 2016} , peripheral neuropathy , post 
menopau.;al osteoporosis with high fracture risk {taking prilia & 200010 daily), coronary artery disease{CADl, 
glaucoma 1.ight eye !has had sur:-gery}, endometrial cancer (2 surgeries), bilateral c.ataract , blood clot (in the leg 
or lung? ) , allergy to antibiotics , is current smoker and handicapped (walker and wheel chair), onset was 10 years 
ago . Concomitant medications includ~d acetylsalicylic acid (ASPIRIN 81) ; baclofen; bisoprolol ; clonazapam; coal 
t a r , resorcinol rnonoace tate (BREA) ; furosemide , potassium chloride (LASIX +Kl ; metoclopramide; metronidazole 
b~n,oate (fLAGYL S); morphine; nabilone; nicotine (TRANSDERMAL SYSTEM); phenytoin (DILANTIN) , pramipexole 
dihydrochloride (MlRAPEX) , pcegabalin (LYIUCA CR), ramlpril IAL1'ACE) , rMuvastalin calcium ICRJ::STORl , sennoside ,, 
+b (SE:NOKOT) , tiotropium bromide {S PHUVA RESPIMAT), tLazodone hydrochloride ; rivaroxaban (XARE.l..'l'O), levofloxacin 
<LOVENOX) , all caken for an unspecified indication, start ~nd stop d~te were not reported . Right aftex she 
raceived her vaccine, her arm got sore on - 2021. The patient experienced acutely short of breath •,.iith 
pu.Lmonary edema on~ 02L- blood pressure dr-o~ heart attack., ischemic mitra.l valve on, ruptuJ·ed hcmorrhagi.c 
st,oke, atrial fib~ Jon ~nd septic shock on - 021. 6-7 1,ours later ~ 021) , her blood pre.ssu , e Slsrted 
to drop . lllll202l ha1 blood p1·essure dropped t.o 60 and she was rushed .into~ ospit.al where she !el L int.o ~ 
comma and passed away . The reporter mentioned that she was under a lot of medication but did not have the complete 
list at the time he reported . AE required visit to emergency room . Reporter said he will contact the pharmacy for 
the complete list for when we call back for E"/U. All the reported events were considered serious because caused 
the death, hospitalized and life-threatening . Course of the event . Myocardial infarction with ischemic mitral 
valve, ruptured hemorrhagic stroke, atrial fibrillation and septic shock. The patient is a 65-year- old woman 
admJ tted on..-io21 wj th a non- ST elevation m . She was seen by lnternal Medicine at 24 hour9 and tl1e plan was 
for angiogr~ ut she was too short of breach to lay flat. for this procedure in the first few days . Around day 
4, she became acutely short of breath with pulmonary edema and came to the ICO . She required BiPAP and then 
intubation . Echocardiogram =eve:aled significant mitral valve regu rgi tat ion with likely ischemic injury. The 
patient did have a somewhat poor baseline with previous strokes and residual deficits , decreaaed cognition with a 
MOCA of 12/30 and percutaneoua endoscopic gaatrostomy (PEG) tube requirement for eating at home with a question of 
possible pulmonary fibrosis . As such, her prognosis 1-,•as presented to her family as quite poor . It was not clear 
that her husband really understood most of what was going ori . He had asked for things like a heart transplant and 
blood transfusions to t.reat this . He seemed to think th-:1t all of this -..,as related to receiving a Pfizer vaccine , 
and in fact: , the physician thinks the family has reached out to report this to Pfizer. The physician did review 
the situation with the cardiologist reading her echo , who felt this was a very clearly ischemic problem and did 
not seem compatible~ a t least. for the echo findings , with rnyocarditis, which h.as been reported with that vaccine . 
The patient went on to have further compl1cations including atrial fibrillation and septic shock, growing bacillus 
1n sputum and urine . In the last 48 hours , the patient did deteriorate neurologically . There were significant 
changes t o her pupils despite the heavy sedation she was on. we were able to get a Computerized Tomo, .ra, hy (CT) 
scan showing a large hemorrhagic stroke. She continued to dete riorate and passed in the morning of 021 . Her 
husband was made i.,.•ell aware of all of these issues and ;,,Ja.S able to see her . The physician t.hought he simply had a 
he.rd time copJ ng i.,.•ith the loss of his wife , which i.s very much u~ ndable . The p atient. 1..rndei;went. lab tests and 
procedures whi ch included alanine aminot..ransferase normal : 46 on ~ 021 [ blood bi carbon. on - 021, 
blood creat.inine : 57 on ~ 021 and~ 02l, blood potas.,ium: 3.4 on 021, 3 . 4 on 021 and 0 . 9 on 

021 , blood pressure measurement : d.J:::oppe:d and 130/90 o n--021, blood sodium : 137 on 021 , blood 
urea : 4 o n ~ 021, electrocardiogram: no st elevation inferiorly on~ 21 and 021 . electrocardiogram : 
there is some inferior st elevation now on - 021 , haemoglobin : 156 on 021 and 021 , pu.lse : 140 (her 
pulse was sinus tachycacdic) , 120 (after a dose of me~or rolol) on - 02 an 140 and 70 on 021, gamma-
glutamyl transferase : 205 on - 021, MoCA : 12/30 o 021, Positive ~ iratory p ressure {PEEP) : 8 and 
J2 on 02], Mean cell volume : 100 Ofl 021 , platelet count : 403 on-◊:21 and 021, fever : 37.8 
on 021 , respiratory race : 30 on 021 (after a dose of metoprolol), SARS- CoV- 2 test : Negative on 

021 1 whit.e blood cell count : 403 on - 021 and 20 on - 021 and 
-rays : bilateral infiltrates on The patient died on-□21. It was u nknown if the: autopsy was 

performed . The clinica l outcome for the events was fatal. 

Follow-up -◊21 and ~ 021) : New information was received from the same contactable consuroeJ:" (patient ' s 
son) : event heart att.ack was aaded, event details and clinical course added . 

Follow- up - 021) : The fallowing information was received from a contactable physician via fax : new adverse 
events causing patient ' s death, medical history concomitant medications course of the event . 
The report is now medically confirmecl. 

Follow up information has been requested. Information about lot number has been requested . 

Follow- up (13- JUL- 2021 ): the Collowing informat.ion was received f ram the same contactable consumer (patient's 
husband ) that included: updat.ed death date , adverse event , route of administration , medical history arid clinical 
course. 

Follow-up ~16Aug2021}: This follow-up is being submitted to notify that the lot/batch number for all doses is not 
available despite the follow-up attempts made . Follow-up attempts have been completed and no further information 
is expected. 
BNT162B2 approved under Interim Order in Canada. 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B,5.3a) 

Sender's diagnosis (B.5.3b) 
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Canada Vigilance AER#: E28_04166359 (4) 
Sender's comments (B.5.4J 

Based on the informacion provided by the reporter , it appears unlikely that subject vaccine concribuced to the 
myocardial infarction and. other events . The r·eported events likely represent intercurrent medical conditions in 
this elderly patJ.ent . There is limited information provided in this report . This cose (,,•ill be reass essed upon 
receipt of follow-up information . 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
i,toceclutM for $afHy evaluaeiol\ , fncluclin<i the t,a,'1ie" aM Maly~\t ◊f aggNgat.:. data fot adv<1etM "'""'"ts. My 
safety concern identified as part of this review, as well as any appropriate 3Ction in response, will be promptly 
notified to Regulatory Authorities , Ethi cs Committees and I nvestigators , a s appropriate . 

Unit (B.3.1o) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202 1-
CCY'IMMDlJ 

~i Cdtbor,cH8 20 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3,1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

2021-
CGYYMMDI/ 

Blood pres:sure 130/90 

Unit (B .3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202-
CCYYMMDD 

BUN 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202~ Creatinine 57 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

2021-
CCYYMMDD 

ECG no ST elevation inferiorly 

Unit (B .3.1e•) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

NO 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202 ... 
Fever 37 . 8 

CCYYMMDD 

Unit (B.3.1e•) Nor mal low range (B,3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202~ Hemoglobin 156 
CCYYMMDD 

Unit (B.3.1<>) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

2021- Investigation NOS 205 
CCYYMMDD 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202 .. Mean cell volume 100 
CCYYMMDD 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202tlllll Platelet count 403 
CCYYMMDO 

Page,29 
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Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

20 21. 
CCYY• 

Pot.assiurn 

Unit (B.3.1e) Nor mal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 - Pulse rate 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021. 
CCYY 

P11J se r.r. LP.: 

Unit (B.3.1o) Normal low range (B.3.1,1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021-
Respi ra t ory rate 

CCYYMMDD 

Unit (a.a.11>J Normal low range (B,J.1,1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ Respira.Lory rate 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202tlll Sodium 
CCYYMMDD 

Unit (B.3.1e,) Normal low range (B,3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021. 
CCYYMM 

t roponin 

Unit (B.3.1e-) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

20211111 
CCYYMMDD 

NBC 

Unit (B.3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202. 
CCY 

COVlD- 19 virus test 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ Creatinine 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2 0 2 ~ 
ECG 

CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2 021- ECG 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

(4) I PageBO 

I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

No 

Test result (B.3.1d) 

3 , 4 

I Normal high range (B.3.1 .2) 

I
More Info (B.3.1.3) 

No 

Test result (B.3.1d) 

120 

I Norma) high range (B,3.1 .2) 

I
More info (B.3.1.3) 

Yes 

Test result (B.3.1d) 

l40 

I Normal high range (B.3,1,2) 

I

More Info (B,3,1.3) 

Ye s 

Test result (B.3.1d) 

30 

I Normal high range (ll,J,1,Z) 

I
More Info (ll,J,1,J) 

NO 

Test result (B.3.1d) 

30 

I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

Yes 

Test result (B.3.1d) 

137 

I Normal high range (B.3.1 .2) 

I
More info (B.3.1.3) 

NO 

Test result (B.3.1d) 

1. 8 

I Normal high range (B,3.1.2) 

I
More info (B.3.1.3) 

Ye s 

Test result (B.3.1d) 

403 

I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

No 

Test result (B.3.1d) 

negative 

I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

NO 

Test result (B.3.1d) 

57 

I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

No 

Test result (B.3.1d) 

non-ST elevation 

I Normal high range (B.3.1.2) 

I
More Info (B.3.1.3) 

No 

Test result (B.3.1d) 

There .is some i nt ed.or $1 e levation no.,, 

I Normal high range (B.3.1 .2) I More info (B.3.1.3) 
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Test date (B.3.1b) Test name (B.3.1c) 

20211111 
CCY, , 

Hemoglobin 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021- Investigation NOS 
CCYY~n~DD 

Unit (B.3.1<>) Normal low range (B.3.1.1) 

Test dale (B.3.1b) Test name (B.3.1c) 

202-
CCYYMMDD 

Inve stigation NOS 

Unit (B.3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021'11111 Investigation NOS 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 ~ Platele t count 
CCYYMMDIJ 

Unit (B.3.1<>) Normal low range (B.3.1.11 

Test date (B.3.1b) Test name (B.3.1c) 

202~ 
CCYYMMDD 

Potassium 

Unit (B.3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2◊2- Pot assium 
CCYYMMIJD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 ... Pulse rate 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2M.l - Pulse rate 
CCYYMMIJD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 l-
WBC 

CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021- X-ray 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1cJ 

Blo od pressure 

Unit (B.3.1eJ Normal low range (B.3.1.1) 

I Results of tests and procedures (B.3.2) 

(4) 

I INo 

Test result (B.3.1d) 

156 

INonnal high range (B.3.1.2) 

I

More info 

No 

Test result (B.3.1d) 

12 

I Nonna I high range (B.3.1 .2) 

I

More Info 

NO 

Test result (B.3.1d) 

12/30 

jNonnal high range 
-

(B.3. 1.2) 

1:
More Info 

No 

Test result (B.3.1d) 

8 

INonnal high range (B.3.1.2) 

I

More info 

No 

Test result (B.3.1d) 

403 

I Nonna I high range (B.3.1 .2) 

I

More info 

No 

Test result (B.3.1dl 

0 . 9 

INonnal high range (B.3.1 .2) 

I

More Info 

No 

Test result (B.3.1d) 

3 . 4 

INonnal high range (B.3.1.2) 

I

More info 

No 

Test result (B.3.1d) 

1.40 

I Nonna I high range (B.3.1.2) 

I

More info 

No 

Test result (B.3.1d) 

10 

I Nonna I high range (B.3.1.2) 

I

More Info 

No 

Test result (B.3.1d) 

20 

INonnal high range (B.3.1.2) 

I

More info 

No 

Test result (B.3.1d) 

bilatera l infiltra ces 

I Nonna I high range (B.3.1.2) 

I

More info 

Yes 

Test result (8.3.1d) 

dropped: 60 

I Normal high range (B.3.1.2) 

I

More Info 

No 

I PageOl -

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(8.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(8.3.1.3) 

(B.3.1.3) 
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ATIA - 19(1) 

Canada Vigilance AER#: E28_04166359 (4) 

Troponin 2021 ):peaked at 1 8 
Heart rat 
Heart rat 
Respiratog rate 
X-ra) i 

202f):her puls.e was sinus tachycardic 
1 : . After a dose of Metoprolol 

021 ): . After a dose of Metopr-olol 
, a era! infiltrates 

- - - ------ --- - - -- .. -- - - -- - - ---- - -- --- -- - - ---- - -

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Stroke 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Comments jB.1 .7.1g) 

a few strokes i 11 t he past 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 SeizurlflJs 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Comments jB.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1".2) 

26 . 0 Encephalomalacia 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

2018 
CCYY 

Comments (B.1.7.1g) 

MedDRA version (8.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 COPO 

Start date (B,1.7.1c) Continuing (B.1.7.1d) 

201612 
CCYYMM 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.ta.2) 

26 . 0 ~al hypotensi on 
---

Start date (B.1.7.1c) Continuing (B .1.7.1d) 

Comments (B.1.7.1g) 

uses Florine ! as needed (pm) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fibromyalgia 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Comments (8 .1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Neurogenic bladder 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (8 .1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.13.2) 

26 .0 Peripheral arterial disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

----- - - ------

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11} 

End date (B.1.7.11) 

- - -- ---- - -- - -- ---- ---- - -- --- - ---- -- --
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Canada Vigilance AER#: 
Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

2016 
CCYY 

Comments (B.1.7.1g) 

50-69% 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

2016 
ccn 
Comments (B.1.7.1g) 

patient persistently Shortness 

MedDRA ve:rsion (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

b ilateral lower limbs 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

taki ng p r il i a & 200010 daily 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

2020 
ccn 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

2 surgeries 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1,7.1c) 

Comments (B.1.7.1g) 

IE2B 04166359 (4) 

Episode name (B.1.7.1a.2) 

Car otid artery stenos i s 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Pu l mona ry f i bro sis 

Continuing (B.1.7.1d) 

o f breath (SOB) / cough in late 

Episode name (B.1.7.1a.2) 

Peripheral neuropathy 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Osteoporosis postmenopausal 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Coronary artery d i sease 

Continuing (B.1.7.1d) 

Episode name (8.1.7.1a.2) 

Glaucoma aurgery 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

E.ndomec.rial cancer 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Silater a l cataracts 

Continuing (B.1.7.1d) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

2016, 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

I Page03 
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Canada Vigilance AER#: 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

in the leg or lung? 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

to antibiotics 

MedORA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

2 pa cks/day I feb2021 l 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

-
Comments (B.1.7.1g) 

onset : 1 0 years 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.19) 

MedORA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

IE2B 04166359 (4) 

Episode name (B.1.7.1a.2) 

Clot blood 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Al l ergy to antibiotic 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Smoker 

Continuing (8.1.7.1d) 

Episode name (B, 1.7.1a.2) 

Handicap 

Continuing (B.1.7.1d) 

~ 

Episode name (B.1.7.1a.2) 

Short of breath 

Continuing (B .1.7.1d) 

Episode name (B.1.7.1a.2) 

Vacci oat i on site pain 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Cardiac valve disease 

Continuing (8.1.7.1d) 

Episode name (B.1.7.1a.2) 

Hemorrhagic stroke 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Atrial fibri l lation 

I 

I End date (B.1.7.11} 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

Page04 
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Canada Vigilance AER#: IE2B 04166359 (4) 

Start date (B.1.7.1c) Continuing (B.1.7.1d) !End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Sept·i c shock 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pulmonary edema 

Start date (B.1.7.1c) Continuing (B,1.7,1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Blood pres sure- dropped 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Heart attack 

Start date (B.1,7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.eg.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

I 
(B.1 .7.1f) 

(B.1.7.11) 

(B.1.7,1f) 

(B.1.7.11) 

(B.1.7.11) 

End date (B.1.10.7.11) 

Page05 

I 
I 
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Canada Vigilance AER#: IE2B 04166359 (4) I PageB6 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.8e) 

Med ORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA veerslon for reaction (B.1.10.8g.1) Reactions (B.1.10.Sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2a) Reporter dep.artment (A.2.1.2b) 

-
Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

!
Reporter country 

Canada l:Qualiflcatlon (A.2.1.4) 

Consumer/other non health professional 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

!
Reporter country (A.2.1.3) IQuallflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1 ) 

lcanada Vigilance AER#: le2B 04110000 (3) 

Canada Vigilance HC Latest Received Date: 
20211125 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A43168Sfl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~'--"---~--"-'------------'-------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210511 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211121 
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority·s number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A431685 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAD!l\N HEM.TH AUtHORlTY 
MC CANADA 
MC CANADA 
AZPRODOOOO 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) , (2) 

Report nullification? (A.1.13) 

N'o 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN Male 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medi<:ally Important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

40 Years 

(8.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (BA.k.17.1) 

Which reactlon(s)/event(s) recu1Ted? (B.4.k.17.2b) 

Reaction assessed (B.4.k,18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

CEREBRAL HAEMORRHAGE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Cerebral haemorrhage 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cerebral haemorrhage 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.L3) Start Date 

202 -

1B,2.1.4) End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

A spontaneous report has been received from the regulatory autho1. ity in C€l r1ada {CANADIAN HE.ALTH AUTHORITY) via 
consurr:e!' concerning a male patient of Un known ethnic origin {age 40 years ) . 

No medical history was repor:ted. No concomitant prod1.lcts were reported . 

The patient received AstraZeneca covid-19 vaccine Vial contains 10 Doses Of 0 . 5ml . ~ccvid-19 vaccine nrvv ad 
<chadoxl ncov - 19) ) 0 . 5 ml, via lntcall\uscular route, for covi.d- l9 ~m.rounisat.ion on an unknown dat.e . 

On 021 , the pat.ie.nt. exper ienced cerebral haemorrhage (preferred t.erm: Cerebral haemorrhage) . 

The action taken for AstraZeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0.5ml was not applicable . 

The patient died from the event of cerebral haemorrhage on an unspecified date . It i:S not known whether an autopsy 
was petfo1·med. The cause of death was cex-ebra 1 haemorrhage . 

The outcome of the event cerebral haemorrhage ,,,as died. 

The following event was considered serious due to death and important medical event : ce=ebral haemorrhage . 

For regulatory reporting purposes , if an event is spontaneously reported , at least a reasonable possibility of a 
causal relationship is implied by the reporter, even it the relationship is un)c:no•,m or unstated. 

The Astra - Zen:eca CCVID- 19 Vnc:cine Ls ,3n AstraZeneca Canada Inc . product t1uthorized under the rnterirn Order. 

Summary of Signi f icant follow- up information .received by ~st.raZe neca/Medimmune date- 25- MAY- 2021 vi,:1 Consumer from 
spontaneous : and in the fellow- up Seriousness criteria Dead was a dded. Age of the patient was ~dded . 

Follow-up of insignificant il'tforrnation rc,ccivecl by Astr aZcneca/Me., l irnrnur,e on 02-JUN-2021 ( r .eceived via database 
reconciliation) via consumer: A spontaneous report was received from a consumer . No new information was updated. 

Summary of follow~up information received by AstraZeneca on 11-0CT-2021 via consumer : New reporter regulatory 
aut.ho.i::it..y •;-1a.s added, Other- reporter is 1~eplaced with Re(erence reporte.t , Dose as used was added, Route of 
administrat:ion was updated, ! ndicett.ion was updated, Disease vias updated, ethnic origin ~•µs updated to unkno~•n, 
event verbatim BRAIN HEMORRHAGE was updated to CEREBRAL HAEMORRHA.GE , event onset date was removed . Corrected 
report 25-0CT-2021 : Bat.ch number captured as unknown was =-emoved and kept as blank. 

Summary of follow-up information received by AstraZeneca on 21-Nov-2021 : A spontaneous report has been received 
from the reg·ulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via consumer : additional reporter as other 
was added, event onset date as 10- MAX- 2021 was added for event cerebral haemorrhage and na.rrat i ve was 
updated . CAUSE 0~ DEA'rH : CEREBR.4L HAEMORRHAGE 
The A.stra- Zeneca COVID- 19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3al 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Fatal event of Cerebral hemorrhage is not listed in the company core sheet for AZD1222 . Due to limited 
informati on on baseline health condition before the vaccination, exact onset date of vaccination, clinical course 
of the event , concurrent diseases (such as hypertension, diabetes mellitus, infections, coagulation disorders) , 
relevant medical and family history, concomita nt medications (aspirin, anticoagulant, thrombolytic), risk factors 
(cocaine , amphetamine , smoking, alcohol abuse) , and details and diagnostic and etiological workup {brain magnetic 
resonance imaging, angiograrn and complete lallcratory workup including coagulation panels fron1 llasaline, c~rnplete 
autopsy report) , the evaluation did not find evidence to suggest a causal relationship between the event and 
AZD1222 . 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebral haemorrhage 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent condlUons text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1 .8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.191 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc] Drug end date (B.1.10.Se) 

MedDRA ve·rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1 .10.Sg.1) Reactions (B.1.10.Sg.2) 

(B.3.1.3) 

I 
I 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRI VACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

Literature reference(s) 

Study name (A.2.3.1) 

Sponsor Study no. 

(A.2.1.2f) 

(A.2.2) 

(A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN CANADIAN HEALTH AUTHOR!TY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Cana d a 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

PR1VACY 

(A.2.Ub) 

Qualification (A.2.1.4) 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confident i al 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Canada Consumer/ot her non health professio nal 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 

Page: 1,612 of/de 2,140 
A2023000085 



ATIA-19(1) 

lcanada Vigilance AER#: le2B 041s2s14 (2) 

Canada Vigilance HC Latest Received Date: 
20220104 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astraz~neca- 2021A441404fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~-----------'--~------'--------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20210514 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211121 
CCYYM.'1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A441404 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflll.D[J\N HEA.L't!I 1\UTHORITY 
MC CANADA 
AZPROD000I> 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) , (2) , (2) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(8.1.1.1a) 
Specialist 
record no. 

(8 .1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

EW 04 l B26H 

~A-AstraZeneca-102lA44lqQ4 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2i 

(8.1.1.1c) 
Investigation 
no. 

(8.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Act ive Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown-10 doses of 0.5ml 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (8.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction rocur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

THROMBOCYTOPENIA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Thrombocytopenia 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Thrombocytopenia 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

A spontaneous report had been received from the regulatory autho1.ity in Cirnada {CANADIAN HE.ALTH AUTHORITY) via 
consurr:e!' concerning a patient of unknown gender (age not provided) of Unknown ethnic origin . 

No medical history and no concomitant proclucts r,.,•ere reported . 

The patient received Astrazeneca covid-19 vaccine Vial contains 10 ooses Of 0 . 5ml (covid-19 v~ccine nrvv ad 
<chadoxl ncov- 19) ) tbat...ch number } r dose un)rno...,.n vla i nt.ramuscular: router for product used .Cor unkno•,-a) 1ndicati.on 
on ~n unknown date . On an unknown date , the patient experienced thrombocytopenia {preferred term: 
Thrombocytopenia) . 

Action taken with suspect product Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of 0 . 5ml was not applicable . 
Officials reported that person was being treated in hospital . The patient died from the event on an unspecified 
date . It was not known whether an autopsy r,..•as performed. The cause of death was thrombocytcpenia . 

The event thromoocytopenia was consldered serious due to seriousness criteria of death and important medical 
event. 

The Astra-Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc. product authorized under the Interim Order . 

for regulatory reporting purposes , if an event is spontaneously reported , at least a reasonable possibility of a 
causal relationship is implied by the reporter, even it the relationship is unkno,..m or unstated . 

Summary of in:si.gnificant follow- up informaLion received by AstraZeneca received on 25-MAY - 2021 : A spontaneous 
.report has received via consumer . New in focmation included t.he ,;iddition of another consumer . 

Summary of follow up information received by Astrazeneca on 21-NOV-2021 . A spontaneous report ha d been received 
from the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via consumer . Significant information included 
the Regulatory author ity repor ter type was added . Suspect product indi cation was added. Event verbatim updated. 
Narrative added and updated. Corrected report 24-NOV-2021 : Action taken was changed to not applicable . 

corrected report on 04 - Jan-2022 : The case was suppressed as No patient identifier were available (Non- Valid ) . CAUSE 
Of OEATH : THR0M60CY'T'OPENTA NtJLLlFICAT CON/ 1'MC:NO>lENT REMON : Amen<imenl : Non- Valid 
The Astra - Zeneco COVlD- 19 Vaccine is an AstraZeneca Canoda Inc . product authorizecl under the I nterim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis IB,5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Fatal event of ·rhromoocytopenia is not listed in the company core data sheet of AZD1222 . 'l'lle cause of death was 
thrombocytopenia . Due to limited information on the relevant medical history, concurrent diseases , concomitant 
medication r autopsy details , pre-disposing risk factors (smoking , alcohol use , immune-related conditions), 
exposure to specific factors , detailed diagnostic (computerized tomography scan, pulmonary angiography , complete 
blood count. , Bono marrow scan, p-rothrombin time , partial thromboplastin time , venous ultrasound, contrast 
venographyr and blood test , D- dimer test , ophthalmological work up ) and etiologic workup , the evaluation did 
not find evidence relationship between the events and AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

More info (B.3.1.3) 
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MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Thrombocytopenia 

Start date (B.1.1.1c) Continuing (B.1.1.1d) End date (B.1 .7.11) 

Comments (B.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8o) 

Start date (B.1.8c) End date (B.1.8•) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.8c) Drug end date (B.1.10.8<1) 

-
MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

Med ORA version for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRI VACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1I 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

PRI VACY 

Reporter city 

PRI VACY 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

Literature reference(s) 

Study name (A.2.3.1) 

Sponsor Study no. 

(A.2.1.2f) 

(A.2.2) 

(A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN CANADIAN HEALTH AUTHOR!TY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

PR1VACY 

(A.2.Ub) 

Qualification (A.2.1.4) 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confident i al 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Canada Consumer/ot her non health professio nal 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: I E2B 04216152 (3) 

Canada Vigilance HC Latest Received Date: 
20211201 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 
Safety report I.D. (Ver.) (A.1.0.1~ 

CA- BRISTOL-MYERS -SQUIBB COMPANY- BMS-2021.- 0 5084 2 ( 4) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canad~ 
1-----------~----'---"-------'~------'----'-------j 

Type of report 

epontancoue 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results in death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20210520 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

20211125 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

CA•BRISTOL·MYERS SQUIBB COMP.ANY- BMS-2021- 050842 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

HEALTHCANVIG 
HEALTHCANVIG 
01001<)2111<) 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(1) E2B_04149686, (1) E2B_04674509 

Report nullification? (A.1.13) 

N'o 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - BRISTOL- MYERS SQUIBB 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8 .1.2.2.11 LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Duplicate Case identifiers (A.1.11.2) 

CA- HEA.L'THC1'!W1G- 0 0 0 94 68 4 9 
CA- HEALTHCANVIG- E2B 04149686 
CA-BRISTOL-MYERS SQUIBB COMPANY
·sMs-2021~050 S42 

Reason for nullification (A.1.13.1) 

Onset Age 

91 Years 

(B.1.1.1c) 

(8.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA- 19(1) 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

?6 . 0 

MedDRA version for cause (B.1,9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

2 6 . 0 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

apixaban 

1,;ountry arug ootainea (1:1.4.K.Z . .ll 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosa9e info (B.4.k.5) 

5 Milligram.2 every 1 (Days) 

Dosage text (B.4.k.6) 

5 milligram, bid 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Reported cause(s) (B .1.9.2.b) 

Chills 

Reported cause(s) (B.1.9.2.b) 

Ci:aniocerebcal injury 

Reported cause(s) (8.1.9.2.b) 

Fall 

Reported cause(s) (B.1.9.2.b) 

He.morrhagic stroke 

Reported cause(s) (B.1.9.2.b) 

Pyrexia 

Reported cause(s) (B.1.9.2.b) 

Subarachnoid haemorrhage 

Reported cause(s) (B .1.9 .2.b) 

Subdural haemorrhage 

Reported cause(s) (B.1.9.2.b) 

Vomi ting 

Medicinal product name (8.4.k.2.1) 

ELIQUIS FILM COATED 

1:1atcnI1ot no. (ts.4.K.JJ 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Cerebrovascular accident 
26.0 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati•on? (B.4.k.17.1) 
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Canada Vigilance AER#: 

Unknown 

Additional Info (B.4.k.19} 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 
-- - - - - ---

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (6.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4. k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

IE2B 04216152 (3) I Page*3 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Chills 

Method of assessment (B.4.k.18.3) 

Global Introspection - - ---- - -
Reaction assessed (B.4.k.18.1b) 

Chills 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18.1b) 

Craniocerebral injury 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (6.4.k.18.1 b) 

Craniocerebral injury 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Fall 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Fall 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hemorrhagic str-oke 

Method of assessment (B.4.k.18.3) 

Global Introspection .. 
Reaction assessed (B.4.k.18.1b) 

Hemorrhagic stroke 

Method of assessment (B.4.k .18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pyrexia 

Method of assessment (B.4.k.18.3) 

Global 1nttospeclion 

Reaction assessed (B.4.k.18.1b) 

. 

Resu It (B.4.k.18.4) 

Related 
~ 

Result (B.4.k.18.4) 

No Information 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

No Information 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

No Information 

Result (B.4.k.18.4) 

Related . .. 

Result (B.4.k.18.4) 

No I ntormation 

Result (B.4.k.18.4) 

Related 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04216152 (3) 

Pyrexia 

Method of assessment fB.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18,1b) 

Subarachnoid haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Subarachnoid haemorrhage 

Method of assessment (B.4.k.18.3) 

Global lnlrospectlon 

Reaction assessed (B.4.k.18.1b) 

Subdural haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Subdural haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Vomiting 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Vomiting 

Method of assessment (B.4.k.18,3) 

Global Introspection 

I Pagd4 

Result (B.4.k.18.4) 

No lntormation 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

No Information 

Result (B.4.k.18-4) 

Related 

Result (B.4.k.18.4) 

No Information 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

No Information 
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lcanada Vigilance AER#: le2s 0421s1s2 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect BNT162B2 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorizat ion/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B,4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 0421s1s2 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ATENOLOL 

Active Substance names (B.4.k.2.2) 

atenolol 

country drug 01>taIne<1 (tl.4.k.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

t-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02255634 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

50 Milligram, 1 every 1 (Days) 

Dosage toic:t (8.4.k.6) 

50 milligram, qd 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

TABLET Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Atrial fibrillation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)levent(s) recurred? (B.4.k.11.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} Reaction assessed (B.4.l<.18.1 b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 

Reaction/event as reported by p r imary sour ce (B.2.i.O} Current reaction 

STROKE; CEREBRAL BLEEDING/HEMORRHAGIC CVA 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Hemorrhagic sLroke 

MedDRA version for 
(B.2,i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Haemorrhagic stro ke 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.i.5] 

Yes 

Reaction first t ime (8.2.1.7,1) Reaction last t ime (B.2.1.7.2) Outcome 

Fatal 

Reaction /even t as reported by p r imary sour ce (B.2.1.0} Current reaction 

Result (B.4.k.18.4) 

I Duration 

(8.2.1.8) 

(B.2.i.6) 
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Canada Vigilance AER#: ie2B 04216152 (3) 

CRANIOCEREBRAL INJURY 
MedDRA ve·rsion for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 craniocerebral injury 

MedDRA version for 
(B.2.1.2,i) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Craniocerebral inj ury -
IEnd Date Term hightli ghted by the reporter? (B.2.1.3) Start Date (8.2.U) (8.2.1.5) 

Yes 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

FALL 
MedDRA version for (B,2.1.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 Fall 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Fall 

Term hightlighted by the reporter? (a.z.1.a) Start Date (a,Z,i,4) IEnd Date (ll,Z,i,5) 

Yes 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!'atal 

Reaction/event as reported by primary source (8.2.i.()) Current reaction 

SUBARACHNOID HAEMORRHAGE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 S1..1barachnoid haemorrhage 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 subarachnoid haemorrhage 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

Yes 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

SUBDURAL HAEMORRHAGE 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

reaction/event term LL T 

26 . 0 Subdural haemorrhage 

MedDRA version for 
(B.2.i.2,a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Subdural haemorrhage 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5] 

Yes 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

CHILLS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26.0 Chills 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Chills 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) IEnd Date (B.2.i.5) 

Yes 

I 

I Duration 

(8.2.i.8) 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

I Duration 

Page~~ 

(8.2.1.6) 

(ll,Z,i,6) 

(B.2.1.6) 

(8.2.1.6) 

(B.2.i.6) 
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Canada Vigilance AER#: E2B 04216152 (3) 
Reaction first time {8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

Fatal 

React ion/event as reported by primary source (8.2.i.O) Current reaction 

PYREXIA 

MedDRA version for 
{8.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Pyrexia 

MedDRA version for 
(8.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Pyrex ia 

Term h ightllghted by the reporter? (B.2.i.J) Start Date (8.2.i.4) IEnd Date (B.Z.i.5) 

Yes 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.l.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

VOMITING 

MedDRA version for 
(8.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Vomi ting -
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) [B.2.1.2.b) 
reaction/event term PT 

26.0 Vomiting 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8.2.1.4) IEnd Date (8.2.1.5) 

Yes 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

I 
{8.2.1.8) 

I Duration 

(8.2.i.8) 

I Duration 

(B.2.1.8) 

{B.2.i.O) 

(8.2.1.6) 

the o 
ana um 'lt 
ur I 

anada 

Page«a 
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ATIA-19(1) 

Case narrative (B.5.1) 

This case ·...ras initially receJved via Pfizer Inc (Reference nu1n.ber : 2021498435) on 20 - May- 2021 . The rnost recent 
information was received on 25- Nov- 2021 and was forwarded to BM$ on 25- Nov- 2021 . 
This spontaneous case was reported by a physician and describes the occurrence of fatal HAEMORRHAGIC STROKE 
{Stroke; Cerebral bleeding/Hemorrhagic CVA) 1 fatal CRANIOCERE.BRAL INJURY, fatal FALL1 fatal SUBARACIINOID 

HAEMORRH~.GE, fatal SUBDURAL HAEMORRHAGE, fat al CHILLS, fatal PYREXlA and fatal VOMITING i n 91-year-old female 

patient who received api xaban (Eliqu1s) film-coated tablet for Cerebrovascular accident prophylaxis. 

CO- SUSPECT ?RODUC'i'S included Bntl62b2 f c 1 COVID- 19 immunization and Atenolo l tablet ! or Att:ial fibrillation . 

The patient ' s past medical history included CVA on 26-Apr-2017, TIA (Recurrent TIA in 2011} in 2011 and Coronary 
arter y disease in 2013. 
Concurrent medical condit i ons included Af1b. 

On an unknown dato , the patient started Eliquis: (Oral), S milligram twice a day, Bntl62b2 (unknown t::oute) at an 
unspecified dose Total ancl l\te no.Lol (Oral ) , 50 mill igram once a day . On an unknown date , the patient oxpet"'ienced 
HAE:HORRHIIGI C STROKE l ser i ousneas criteria death , hospitalization and medic8ll.y signiticant/, CRAN[OCEIRE:BRAL INJURY 
(ser·i ousness l~tiLerl a death ~nd medic,1lly signi flcanl) , 1:-'1".LL (setious ness criL.eticl death and medici:llly 
significanC) , SUEARACHNOID HAEMORRHAGE (ser iousness criteria deaLh and medically significant), SUBDURAL 
HAEMORRHAGE (seriousness criteria death and medically significant} , CHILLS (seri ousness criteria death , 
hospit.alization and medically significant) , PYREXIA (seriousness criteria death, hospitalization and medically 
significant:) and VOMITING (seriousness criteria death , hospitalization and medically significant). The patient was 
hospitalized on 25-Apr- 2021 due to Haemorrhagic stroke . The action taken with Eliquis(Oral) was unkno,;,,in. The 
patient died on 25- Apr- 2021. The reported cause of deatl, was t,emorrhagic cva , Crani ocerebral injury, Fall , 
Subarachnoid haemorrhage, Subdural haemorrhage , Chills , Pyrexia and Vomiting . 'It is unknown if an autopsy was 
performed . Apixaban was used for Afib . The patient received co- suspect drug BNT162B2 vial contains 6 doses of 
0 . 3 ml after d i lution in intramuscular suspension at a frequency of total with therapy duration of 1 day . The 
patient received atenolol in tablet dosage form. 

Patient was admitted and treated i n the hospital . Patient was adm.itted to hospital on ~ 021 and died of 
hemorrhagic CVA . 

Action taken wi th suspect therapies in t::esponse to events were not report.ed . 

For Eliqui s (Oral ) , the report.e r did not provide ar,y c au salit y assessments . 
Case rece ived from Canada he,.lth authority : CA-Hel',LTHCANVtG-00094 6649 
Cor r ection to this file was done on 28- May- 2021 , based on the information previously r eceived on 20-MAY-2021 
following change r...•c.s made : B~Tl 62B2 was coded as co-suspect product. in the product t.ab (pt::eviously coded as 
Covid- 19 Vaccine) . 

Most recent follow- up information received from consumer via Canada HA on 05-J ul- 2021 incorporated above includes : 
Added new events . 

Most r:ecent follot,,.•- up informati on received fron~ the other health pz-ofessi onal via Canada Health Autho:r-i ty (C~.
HEA.L'l'HCA.NVIG- E2B_O•H 49686) incorporated above includes : 07 - SEP- 2021 Suspect product , product ,::ittributes and New 
events added . Atenolol was considered as additional suspect . Even ts Chills , Pyrexia and Vomiti ng were added 
additiona lly . 

Most recent. follow-up information received from other health professional via Canada HA on 25-Nov-2021 
incorporated above includes : suspect product details , event attributes and narrative update d . 

Further company follow- up with the Physician is not possible . 

BMS medical evaluation comme nt : 
This 91-year- old patient died due to fall , craniocerebral injury, subarachnoid haemorrhage, subdural haemorrhage , 
hemorrhagic stroke, pyrexia , chills and vomiting after receiving api xaban therapy. Based on the elderly age and 
nature of the reported events fall leading to craniocerebral inju ry is considered not related to suspect therapy. 
Although fall conLributed, co nsidering t he anticoagulant nature o f suspect therapy , its causal role in the 
reported fatal bleeding events hemorrhagic s troke, subdural hemorrhage and subarachnoid hemorrhage i s considered 
possible. E?yrexia , chills and vomiting are likely manifestations secondary to f atal bleeding events . 

Reporter's comments (B.5.2) 

MedDRA ve~sion for sender's diagnosis (B.5.3a) 

Sender's diagnosls __ ,_s._s_.3_bl ___________________________________________ --l 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04216152 (3) 
BMS medical evaluation comment : 
This 91~year-old patient died due to fall, craniocerebral injury, subarachnoid haemorrhage, subdural haemorrhage , 
hemorrhagic stroke, pyre>. i a , chills and vomiUng after recejving apixaban therapy . Based on the elde.tly age and 
nature of the reported events fall leading to craniocerebral inj u ry is considered not related to suspect therapy . 
Although fall contributed, con sidering the anticoagulant nature of suspect therapy , its causal role in the 
r eported fatal blcedinq even-cs hemorrhagic stroke, .subdural hemorrhage and subarachnoid hemorrhage is con sidered 
possi ble . Pyrexia , chills and vomi ting are l i kely manifestations secondary to fata l bleedi ng events. 

Unit (B.3.1•l Normal low range (B.3.1 .1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

. . - -

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (S.1.7.1a.2) 

26 . 0 CVA -
Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

20170426 
CCYYMMDD 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 /\Fib 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Yes 

Comments (ll,1,7,1g) 

MedORA version (B.1.7.1a.1) Episode name (ll.1.7.1a.2) 

26 . 0 TIA 

Start date (B.1.7.1e) Continuing (B.1.7.1d) End date (B.1.7.11) 

2011 
CCYY 

Comments (B.1.7.1g) 

Recurrent T1A in 2011 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Coronary artery disease 

Start date (B.1.7.1e) Continuing (B.1.7.1d) End date (B.1 .7.11) 

2013 
CCYY 

Comments (B.1.7.1g) 

MedORA version (B.1 .7.1a.1) Episode name (B, 1.7. 1a.2) 

26 . 0 Hemotrha-gic sl. roke 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 cranioceL:"ebral injury 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . D Fall 

PageH0 
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Canada Vigilance AER#: IE2B 04216152 (3) 

Start date (B.1.7.1c) Continuing (B.1.7.1d) !End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Subarachnoid haemorrhage 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Subdural haemorrhage 

Start date (B.1.7.1c) Continuing (B,1.7,1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Chills 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Pyrexia 

Start date (B.1,7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 .0 Vomiting 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .Sc) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B .1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10 .5) Sex (B.1.10.6) 

I 
(B.1 .7.1f) 

(B.1.7.11) 

(B.1.7,1f) 

(B.1 .7.11) 

(B.1 .7.11) 

(B.1 .7.11) 

PageUl 
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Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.Bf.1) Indication (B.1.10.a1.21 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1dl 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2•) 

!

Reporter country 

Canada 

(A.2.1.3 ) !Qualification (A.2.1.4) 

lothor he alth p rofe ssional 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

I Middle name (A.3.1.ld) 
-
Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04220040 (0) 

Canada Vigilance HC Latest Received Date: 
20210528 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210528 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A402780/l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'---'"-~----'-~----~'-------~-----4 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210505 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210518 
CCYYMMDD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority•s number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A402780 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MC CANADA 

AZ-!>ROD00OO 

Duplicate {O) / Link {L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - ASTRAZENECA 

UNKNOWN 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Adult 

Gestation Period (B,1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenlial anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- Ascrazeneca-2021A402780 

Reason tot nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B .1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Lo.,1 platelets 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Thrombocytopenia 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26. 0 Thrombo s i s 

(B.1.9.2.b) 

(B.1.9.2.b) 

(B.1.9.2.b) 
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lcanada Vigilance AER#: I E2B 04220040 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIAVIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

UNKNOWN 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) Medt>RA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

VACCINE-INDUCED THROMBOTIC THROMBOCYTOPENI A/LOW PLATELETS 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Thrombocytopenia 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Thrombocytopenia 

(B.2.i.1.b) 

(B.2.I.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

VACCINE- INDUCED THROMBOTIC THROMBOCYTOPENIA 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.I.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2H) End Date (B.2.i.5) Durat ion (e.2.i.6) 

No 

Reaction first time (B.2.1.7.1) (B.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received from a consumer. The report concerns an adult of u nknown gender of Unknown 
ethnic origin. 

No medical history was reported. 

No concomitant products were reported. 

The patient received i\strazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0 . 5ml (covid-19 vaccine nrvv ad 
(chadoxl ncov-19) ) (batch number UNKNO\\JN) 0 .5 ml , via intra[nuscular route , on an un}c;nown date . 

On ~n unknown date, the patient experienced vaccine- induced thrombotic thrombocytopenia/low platelet.s (preferred 
term : Thrornbocytopenia) . On an unknown date , the patient experienced vaccine-induced thrombotic throre.bocytopenia 
{preferred term : Thrombosis). 

It is unknown if any action was taken with A.strazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0 . 5ml (covid-19 
vaccine nrvv ad (chadoxl ncov- 19) ). 

The patient died from the event of vaccine- induced thrombotic thrombocytopenia/low pl.aitelets eind v-a.ccine- induced 
thrombotic thrombocytopenia o n an unspecified date: . 

It is not known whether an autopsy was performed . The cause of death was low platelets, vaccine- induced thrombotic 
thrombocytopenia and vaccine-induced thrombotic thrombocytopenia . 

The events we i:e cons.lder.ed serious {death, hospitalised and important medical event) . 

Follow- up of insignificant information received by AstraZeneca on 18- MAY- 2021 via consumer . Two new reporters were 
added and Narrative was updated .CAUSE or DEATR ; LOW PLATELETS CAUSE or DEATt! ; VACCINE-INDUCED THROMBOTIC 
THROMBOCYTOPENIA CAUSE OE' DEkTH: VACCINE!- INDUCED THROMBOTIC THROMBOCYTOPENIA 
The Astra - Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order . 

Reporter's comments (8.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4J 
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Canada Vigilance AER#: E28_04220040 (0) 
Fatal Thrombocytopenia and Thrombosis are not listed in the company core data sheet of AZD1222 . Due to limited 
information on age , gender, health statu s and blood counts at baseline, circumstances leading to the events , date 
for vaccination, onset date , televant med i cal histoty including habi ts such as smok.1ng and alcohol consumption, 
concomitant medicati on, etiol ogic and diagnost.ic work up and autopsy report, if per.formed, the evaluation did not 
find evidence to suggest a causal relationship between the events and AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Low platelets 

Start date (B.1.7,1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26. 0 Thrombocytopenia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Indication MedDRA version (B.Uf.1) Indication (B.Uf.Z) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .8g.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

(B.3.1.3) 
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Canada Vigilance AER#: I E2B 04220040 (0) I 
Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.8e) 

Med ORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA veerslon for reaction (B.1.10.8g.1) Reactions (B.1.10.Sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIV/\CY UNKNOWN PRIV/\CY 

Reporter organization (A.2.1.2a) Reporter dep.artment (A.2.1.2b) 

-
Reporter street (A.2.1.2c) 

UNXNOWN 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

UNKNOWN UNKNOWN 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1.3) !Qualification (A.2.1.4) 

UNKNOWN Canada 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

Reporter 
(A.2.1.1a) 

Reporter given 
(A.2.1.1b) 

Reporter middle 
(A.2.1.1c) 

Reporter family 
(A.2.1.1d) 

title name name name 

Confidential 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

!

Reporter country 

Canada l:
Qualiflcatlon (A.2.1.4) 

Consumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04223862 (2) 

Canada Vigilance HC Latest Received Date: 
20211124 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A472858(l 

Primary source country (A.1 .1) Occur country (A.1.2) 

Canada 
1----------'-----~-'-------"----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? 

Yes 

No 

20210525 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211121 
CCYYMl1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca-2021A472858 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

H!:ALTH Cll!'Jl\D/\ 
MC CANADA 
AZP1'0D0000 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) , (2) 

Report nulllflcation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - l\STRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Conge11ital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

~2S 04223862 

CA-Astr<iZeneca-20:ZJA472858 

Reason for nullification (A.1.13.1) 

Onset Age 

60 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8.1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Chronic thrornbocytopenia 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Clot blood 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Th rombocytopen La 

MedDRA versioi'I for cause (B.1.9.2.a) Reported eause(s) (B.1.9.2.b) 

26 . 0 Thrombosis 
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ATIA-19(1) 

~ a Vigilance AER#: le2s 04223ss2 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (~.4.K.2.:J) ~atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Dose 1-1st dose 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202-
CCYYMMDO 

Start period (B.4.k.13.1) 

--
Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
260 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

--- --- --
Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k.18.1b) 

Method of assessment (6.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

DEVELOPED BLOOD CLOT SYMPTOMS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Clot i;,loo<i 

Reaction/event MedDRA term (PT) 

Thrombosis 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B,2.1.0 ) Current reaction 

DEATH CAUSED BY VACCINE I NDUCED IMMUNE THROMBOTIC THROMBOCYTOPENIA (VITT) 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Thrombos is ·,ii th thrombocytopenia syndrome 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis with thrombocytopenia syndrome 

Start Date IB.2H) End Date (B.2.i.5) Durat ion 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

THROMBOCYTOPENIA 

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.1.3) 

Thrombocytopenia 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Thrombocytopenia 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.8) 

Reaction/event as reported by primary source 

THROMBOSIS 

(B.2.i.O) 

!Fatal 

Current reaction 

MedDRA ve·rsion for 
reaction/event term LL T 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? 

No 

(B.2.i.3) 

Thrombosis 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Thrombos is 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time 1B,2.i.7.2) Outcome (B.2.i.8) 

Fata l 

(B.2.1.6) 

(e.2,;,5) 

(B.2.1.6) 

(B.2.i.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

.ZI,. spontaneous report had been rece i ved fro1n the regulatory authority in Canada (HEALTH C.ll.NADA) v i a consumer . The 
report concerned a patient of unkno-..m gender of Unknown ethnic origin o f age 6 decades . 

No medical history and no concomitant products r,,,•ere reported . 

The patient received Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0.5ml (cov1d - 19 ra2r1ne nrvv ad 
(chadoxl ncov-19)) , v ia intramuscular route , for product used for unknown indication on 1 II IIIJ021 . Seventeen 
days later, the patient e xperienced developed blood clot symptoms (preferced term: Thrombosis). On an unknown 
date , the pati e n t e xperienced. death caused by vaccine induced immune thrombotic thrombocytopenL;. (vitt ) (p:referred 
term : Thrombocytopenia ) . On a n unknown dat.e , the pat.lent experienced thrombocytopenia (preferred tet'm : 
Thrombocytopeni a) . On an unknown date , the patient experienced thrombosis (preferred term: Thrombosis) . The 
patient went to hospital li days later after receiving vaccine. They were previously reported as hospita lized , 

The action t aken ••ilh A•truenecs Covld-19 Vaccine V,al ConLains 10 Do•M Of 0 . 5ml was not applicdble . Treatment 
included hospitalization of patient. 'l'he patient died from the events of death caused by vaccin~ induced immune 
thromboti c t hrombocytopeni~ (vitt), developed blood clot symptoms , thrombocytopenia and t:hrombosis on an 
unspecified date. 

It wss not known whether an clutopsy was pertormed . The cause ot death .,,as deve l oped blood clot syn1ptom.s , d8:dLh 
caused by vaccine-induced lmmune t.hrombotic tln ombocyt.openi<l (vit t ), t lnombocytopenia and t.hrombosi3 . 

The events death cau sed by vaccine induce d immune thrombotic thrombocytopenia (vitt) , develope d blood clot 
symptoms , t:hrombocytopenia and thrombosis were considered serious clue to death . The events death caused by vaccine 
induced immune thrombotic throrr~ocytopenia (vitt), developed blood clot symptoms , thrombocytopenia and thrombosis 
were considered s erious due to hospitalised . The events death caused by vaccine induced immune thrombotic 
tt1rombocytopenia (v i ttl, tl1rombocytopenia and thrombosis were consj dered serious due to i mportant medi cal event . 

For regulac:ory reporting purposes , if an event is spontaneously reported , at least a reasonable possibili t y of a 
causal =elationship is implied by the r eport e r, e ven if the r e lationship is unknown or u nstated. 

The Astr-a - Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc. produc t authorized under the Interim Order . 

Summary of follow up inforl'nation rece ived by AstraZeneca on ll- OCT- 2021 ft"Otn the heiilth authori ty via consumer . 
New reporter o f regulato t y authority and regulatory identificatio n number weTe added . New events of 
thrombocytopenia and thrombosis were added . Death c ab was updated . Narrative r"•as updated . Minor correcti on 25-
0CT-2021 : Seriousness crite=ia of important me dical event for the even t developed blood c l ot symptoms was de leted 
and suspect indication was added. Associated c a se ID added. 

Summary of follow-up information received by AstraZeneca on 21-NOV-2021 . The following information was updated. 
Medd.ra version was updated for Thrombocytopenia and thrombosis . Dosage form was updated . As per the MA commen t the 
even t of 'IHROMBOCnOE'ENil\ was coded t o I..LT : Thrombocytopenia and DEATH CAUSED BY VACCINE lNDUCED I MMUc-JE THROMBOTIC 
THROMBOCtTOE'8NlA (VlTTI was coded to LLT: Thrombosis wich t h rombocytopenia syndrome . Minor correction 23- NOV- 202l : 
Last name o f AA wa$ corrected, Disease contj nues was changed c.o unknown for Product used for unknown 1ndLcatJon , 
age at o nset was added. narrative was corrected . 
CAUSE OF D8ATH : DEVELOPED BLOOD CLOT SYMPTOMS CAUSE OF DEATH, DEATH CAUSED BY VACCINE- INDUCED IMMUNE THROMBOTIC 
THROMBOCYTOE'ENIA (VITT I CAUSE OF DEATH, THROMBOCYTOE'ENIA CAUSE OF DEATH : THROMBOSIS 
The Astra- Zeneca COVID-19 Vaccine i s an As traZeneca Canada Inc . p r oduct authorize d undor the Interim Orde r . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.S.4t 

Thrombosis with thrombocytop@nia s yndrome is listed in c ompany core data sheet of AZD1222 . However , since the 
event was reported with a fatal outcome., it is cons idered unlisted. Due to limited .information regarding relevant 
medical history (deep venous thrombosis, traumatic 1nJury, neoplastic disease , thrombophilia , aplastic anemia, 
c irrhosis , leukemiar myelodysplasia, autoimmune d isorder) , family history o f venous thromboembolism, c oncurrent 
conditions (such as chron ic obstruc tive pulmonary disease, congestive heart failure , infections) , clinical 
course, etiological a nd diagno stic 'tJOtk up (complete physical e xa:min-ation , c omple te blood count with D d imer test 
and infectious p r ofile, electrocardiogram, chest x - ray, ultrasonography, echocardiography, o ther relevant imaging 
stud i es), treatment de tails , furthQr c larification o f the e vent , concomitant medicat i on , risk factors (prolonged 
immobilization1 s moking) , and complete autopsy report , the evaluation did not find evidence to suggest aa causal 
r elationship between the event and AZD 1222 . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (6,3.2) 

(B,3.1.2) More info (B.3,1.3) 
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Canada Vigilance AER#: I E2B 04223862 (2) 
26 . 0 Clot blood 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombocytopenia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

2& . 0 Chronic t hromboc yLopeni a 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

-- - - - --- - - -- - • - - -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End date (B.1.Be) 

(B.1.81.1) ll')dicatlon (B.1 .s1.2i 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date rs.1.10.1.1c) Continuing (B.1.10.1.1d) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1 .10.7.2) 

I 

(B.1.7.11) 

(B.1 .7.11) 

(B.1.7.11) 

(B.1.7.11) 

End date (B.1.10.7.1IJ 

Page~6 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVA.CY UNKNOl~N HEALTH CANADA 

Reporter organization (A.2.1.2a) Reporter dep.artment (A.2.1.2b) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

UNKNOWN UNKNOloJN 

Reporter postcode (A.2.1.21) 

!
Reporter country (A.2.1.3) IQualiflcatlon (A.2.1.4) 

UNKNOWN Canada Physician 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

Reporter 
(A.2.1.1a) 

Reporter given 
(A.2.1.1b) 

Reporter middle 
(A.2.1.1c) 

Reporter family 
(A.2.1.1d) 

title name name name 

Confidentia l 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2 .. 1.2d) Reporter state (A,2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

!
Reporter count ry 

Canada l:Quallflcatlon (A.2.1.4) 

Consumer/other- non health professional 

Literature reference(s) 

-
Study name (A.2.3.1) 

Sponsor Study no. 

(A.2.2) 

Project No 

(A.2.3.2) Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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I ATIA- 19(1) I 
Tropiano, Stephano (HC/SC} 

From: 
Sent: 
To: 
Cc: 
Subject: 

Categories: 

Hello, 

Saliba, Lee (HC/SC) 
2021 -04-09 10:11 AM 
HPFB MHPSEIB EFAX / BIIEPSC DGPSA (HC/SC) 
Canada Vigilance (HC/SC); Litowitz, Paul (HC/SC) 
FW: PUB-001093 FW: 

COVID 

Could you please enter the report below and notify me when the AER is created? 

Merci/ Thank you, 
Lee 

From: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Sent: 2021-04-07 3:09 PM 

To: Saliba, Lee (HC/SC) <lee.saliba@canada.ca> 
Subject: PUB-001093 FW: 

Hi Lee, 

Can I assign this French inquiry to you? I haven't sent this report to EFAX yet, but I think we should? 

Thanks, 
Chris 

\\Ncr-a-irbvls\lRBVl\HC\HPFB\MHPD\MHPSEIB-PROS\COMMUNICATIONS 

GC2\ENQUIRIES\Correspondence\Public\2021\PUB-001093 Carole Isabelle 

From: Info SC, HC Info (HC/SC) <hcinfo.infosc@canada.ca> 
Sent: 2021-04-07 2:50 PM 

To: 
Cc: Canada Vigilance (HC/SC) <hc.canada.vigilance.sc@canada.ca> 
Subject: RE: 

Bonjour, 

Nous vous remercions d'avoir communique avec Sante Canada. 

Votre demande a ete reacheminee au bureau approprie pour fin de reponse. 

Veuillez agreer, Madame, Monsieur, !'expression de nos sentiments les meilleurs. 

Sante Canada I Health Canada 
Ottawa, Canada KlA OK9 
info@hc-sc.gc.ca 

Telephone I Telephone 613-957-2991 / Sans frais I Toll free 1 866-225-0709 / 

1 
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Do ument R r the o 
IATIA - 19(1) 1 lnfom onA Cana um'lt 

1 J I sur I 
Telecopieur I Facsimile 613-941-5366 / Teleimprimeur I Teletypewriter 1800-267-1!245 anc1dc1 
Gouvernement du Canada I Government of Canada 

From: 
Sent: I I • I • • 'I: 

To: Info SC, HC Info (HC/SC) <hcinfo.infosc@canada.ca> 
Subject: 

Bonjour, 

J aimerais rappo1ter le deces demon pere vaccines avec Modema et mort dune infection pulmonaire severe. 

J aimerais etre sure que ces effets secondaires soit comptabilise dans les renseignement sur !es vaccins. 

2 
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I ATIA- 19(1) 

Dawson, Dianne (HC/SC) 

From: 
Sent: 
To: 
Subject: 

Follow Up Flag: 
Flag Status: 

Chere 

Canada Vigilance (HC/SC) 
- 4-1 

Correspondence from Marketed Health Products Directorate 

Follow up 
Completed 

Nous vous rernercions d'avoir communique des renseignements sur des effets indesirables a Sante Canada, le 5 Avril 
2021, concernant le produit de sante Vaccin Moderna. Nous desirons vous presenter nos plus profondes sympathies 
pour votre perte et comprenons que ceci doit etre une situation difficile pour vous. Nous sommes reconnaissants du 
temps que vous avez pris pour nous faire part de cette tragedie et esperons que nous saurons repondre a vos 
preoccupations. 

Le Programme Canada Vigilance est le programme de surveil lance apres la mise en marche de Sante Canada qui 
recueille et evalue les declarations d'effets in desirables soupr;onnes associes aux produits de sante qui ont ete soumises 
par des detenteurs d'une autorisation demise en marche (c.-a-d. des fabricants) et des hopitaux ou par des 
professionnels de la sante et des consommat eurs, soit directement a Sante Canada, soit par l'entremise des fabricants 
OU des hopitaux. 

L' information que vous avez fournie dans votre declaration a ete enregistree dans la base de donnees du Programme 
Canada Vigilance sous le numero d'effet inde·sirable 945271. En raison de ces activites de surveillance, Sante Canada 
souhaite obt enir des renseignements supplementaires au sujet de cet incident, particulierement les renseignements 
suivants s' ils vous sont disponibles et/ou accessibles: 

• Le numero de lot du vaccin 

• La date que le produit a ete adrninistre 
• Les dates en lien avec les effets secondaires 

• L'age de votre pere 
• Les antecedents medicaux de votre pere 
• Les medicaments pris par votre pere 

• Les resultats de laboratoires et/ou investigations en lien avec !' infection pulmonaire 
• Les traiitements rer;us 

Nous vous invitons done a fournir les renseignements supplementaires mentionnes ci-haut en utilisant !'application 
de declaration en ligne disponible pour declarer un effet secondaire. S'il vous plait, assurez-vous de selectionner 
« suivi » sous Type de declarat ion et d'indiquer votre numero d'effet indesirable (945271) sous le Numero de reference 
de Sonte Canada : 

• Typ!i de cMciafl'IMln 

lt11!1A1!! t'e31 

t>f t~ ref~lt(i d4l! ~nt4 C&nada WOUt ros ~1trnl~Oi!t WMt 
~6.~ ililn~Ma/ffflil,.t, ... ;tt!Jr"./~ 

c::: :: : ':: .:1 
1 
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I ATIA- 19(1) 

Toute personne qui est temoin d'une reaction possible a un vaccin ou qui a une telle reaction est invitee a la signaler a 
son fournisseur de soins de sante. Les fournisseurs de soins de sante declarent les effets secondaires possibles suivant 
!'immunisation au bureau local de sante publique qui, a son tour, les signale a I' Agence de la sante publique du Canada 
par l'intermediaire des autorites federales, provinciales ou territoriales en matiere d'immunisation. 

Pour votre information, la declaration en ligne au Programme Canada Vigilance de Sante Canada concernant les effets 
secondaires des vaccins a ete mise a jour. Les revisions clarifient les procedures etablies et facilitent la declaration des 
effets secondaires des vaccins, y compris ceux centre la COVID-19. 

D'autres renseignements concernant les lignes directrices sur la declaration des effets secondaires des vaccins pour les 
consommateurs sont disponibles a la page Web Declarer un effet secondaire a un vaccin : declarant en selectionnant « 
Consommateur » comme declarant. 

Si vous desirez etre tenue au courant des communications de Sante Canada au sujet des avis, retraits et autres 
communications sur les produits de sante, vous pouvez vous inscrire a MedEffet. 

Une fois de plus, nous aimerions vous exprimer nos sinceres condoleances et vous souhaitons le meilleur. N'hesitez pas 

a contacter le Programme Canada Vigilance si vous necessitez de plus amples informations. 

Sincerement, 

Canada Vigilance Program 
Health Canada, Government of Canada 
hc.canada.vigilance.sc@canada.ca / Tel: 1-866-234-2345/ TTY: 1-800-465-7735 

Programme Canada Vigilance 
Sante Canada, Gouvernement du Canada 
hc.canada.vigilance.sc@canada.ca/ Tel. : 1-866-234-2345/ ATS: 1-800-465-7735 

••• 
From: Info SC, HC Info (HC/SC} <hcinfo.infosc@canada.ca> 
Sent: 2021-04-07 2:50 PM 

To 
Cc: Canada Vigilance (HC/SC) <hc.canada.vigillance.sc@canada.ca> 
Subject: RE: 

Bonjour, 

Nous vous remercions d'avoir communique avec Sante Canada. 

Votre demande a ete reacheminee au bureau approprie pour fin de reponse. 

Veuillez agreer, Madame, Monsieur, !'expression de nos sentiments les meilleurs. 

Sante Canada I Health Canada 
Ottawa, Canada KlA 0K9 
info@hc-sc.gc.ca 

2 
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Do ument Re eased U er the Ac es to 
Info m on A o He Canada Do um 'lt I ATIA-19(1) I 

1 11 u ve u d I l 01 sur I 
Telephone I Telephone 613-957-2991 / Sans frais I Toll free 1 866-225-0709 / Canada 
Telecopieur I Facsimile 613-941-5366 / Teleimprimeur I Teletypewriter 1800-267-1245 
Gouvernement du Canada I Government of Canada 

From 
Sent: 
To: Info SC, HC Info (HC/SC) <hcinfo.infosc@canada.ca> 
Subject: 

Bonjour, 

J aimerais rapporter le deces demon pere vaccines avec Modema et mort dune infection pulmonaire severe. 

J aimerais etre sure que ces effets secondaires soit comptabilise dans Jes renseignement sur Jes vaccins. 

3 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04230131 (1) 

Canada Vigilance HC Latest Received Date: 
20211018 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A476550/) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------------~--'---------'--------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Oisabllngllncapacltating? No 

20210526 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211011 
CCYYMMDD 

List of documents held by sendler·(A.1.8.2) 

Fulfill e)(pedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2021A476550 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAD.LAN ~EM,Tll AUTHO~l TY 
MC CANADA 
MC CANADA 
AZPROD0000 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) 

Report nullification? (A.1.13) 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN Male 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomalyfbirth 
defect? 

Other medically Important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

50 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 
Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authori;;ation/application: Canada 

Structured dosage info (8.4.k.5) 

Dosage text (B.4.k.6) 

Dose 1 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

Source·of assessment (B.4.k.18..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

THROMBOCYTOPENIA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Thrombocytopenia 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Thrombocytopenia 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

THROMBOSIS 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2 .1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

A spontaneous report had been received from the regulatory authority in Canada (CANADIAN HEALTH AOTHORtTY) via 
consumer concerning a male patient. of Unknown 8t.hnic origin (age- 5 decades). 

No medical history and no concomitant products were reported . 

The patient received dose 1 Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0.5ml (covid-19 vaccine nrvv ad 
(chadoxl ncov-19) ) , via intramuscular route , on an unknown date. 
On an unknown date, the patient experienced thrombocytopenia (preferred term: Thrombocytopenia}. On an unknown 
date , the patient experienced thrombosis (preferred term: Thrombosis) . Patient reported its first death linked to 
a rate blood clot assoclat.ed wlth the ◊xiord-A.straZeneca vaccine as niany ivho received a !i.rst dose or Lhe vaccine 
faced chall.enges trying t.o schedule second shot.s . The reporter said that. there had been 13 cases of VJ:TT in the 
province so far . The patient death was the fifth fatal case of VITT in an AstraZeneca recipient in Canada . gxperts 
maintain the s yndrome was exceedingly rare and treatable in most cases. The government had reported the first 
fatal case of an extremely rare blood clot that had been detected in a small number of residents who received the 
AstraZeneca/COVISHEILD COVID-19 Vaccine . It was one of 41 deaths linked to COVID-19 . The health professional said 
that, a man in his 40s who :received a first dose of the AstraZeneca vaccine at the end of April passed away a fer...• 
weeks latet:' . The death i.,.as still being jnvestigated and it was said that the man had vaccirie induced immune 
thrombotic thromt:>ocytopenia , also known as Vl'I'T . "''hile the invest.igation was ongoing ~nd a final c;1use of dei:lth 
had yet. to be officially determined, it had been confirmed the first. death of a person with a rare blood clot who 
received a dose of the AstraZeneca COVID-19 vaccine in April was associated with VITT (vaccine induced immune 
thrombotic thrombocytopenia ) . The risks associated with this vaccine are rare, but they are real, she addecl . 
Reporter had total of 16 cases of thrombotic chrornbocytopenia, of whic h 13 cases now meet the criteria for VITT . 
No other details regarding the deceased person had been released . 

The ~ction taken for Astrazeneca Covid- 19 Vacci.ne Vial Contains 10 Doses Of 0 . 5ml \i\'o:I.S not applicable "--1ith respect 
to all the events . The patient died from the event of thrombocytop~nia and thrombosis on an unspecified date . 

The cause of death was thrombocytopenia and thrombosis . It was not known whether an autopsy was performed. 

The events of thrombocytopenia and thrombosis were considered as serious due to seriousness criteria death and 
important medical event . 

Summary of follow-up informdtion received by AstraZeneca on ll -Oct- 2021 . A spontaneous report had been received 
from the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY} via consumer,the reporter regulatory authority 
was added. The event vetbatirns ,,,as updated from vaccine- induced thromboti c thrombocytopenia (VT'tT ) to 
thrombocytopenia clnd thrombot:ic to thrombosis. New reference added. Minor correction 14- 0ct- 2021 : Age group Adult 
was removed and age at onset 5 decades added . 

For regulatory reporting purposes , if an event. is spontaneously reported, at. least a reasonable possibility of a 
causal relationship is implied by the reporter, even if the relationship i5 unknown or unstated, 

The Astra - Zeneca COVT0- 19 vaccine is an AstraZeneca Canada tnc . product author ized under the rnteijm Order . CAUSE 
OF Dll.ATH : •rHROMBOCYTOFENIA CAUSE OF DEATH : THROMBOSIS 

The Ast.ra- Zeneca COVID- 19 Vaccine is an AstraZeneca Canada Inc . p::r::oduct. aut.horized under the Int.erim Orde::r::. 
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Canada Vigilance AER#: E28_04230137 (1) 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB,S.3b) 

Sender's comments (8.5.4) 

Thrombosis~reported as Thrombosis) in combination with Thrombocytopeni a(~eported as Thrombccytopenia) is lis ted 
in the company core data sheet of AZD 1222. However since the events were reported with a fatal outcome it is 
considered unlisted. The cause of death was Thrombccytopenia and Thrombosis . However due to limited information 
on further clarification cf the event , details and c ircumstances surrounding the event , baseline health 
cond i tion before vacc!natlo11, medical history, specif i c risk factors <coagula~lon disorders, malnutrH1on, 
dehydration, electrolyte 1mb~lanc&, infectlons) , autopsy d&tails, etiologic and diagnosti c workup (complete blood 
panel including infection profile, coagulation profile, electrocardiogram, echocardiogram, serum electrolytes, 
coagulation profile, relevant imagi ng studies) , the evaluation d id not find evidenc€ to suggest a causal 
relationship between the events and vdccine . 

Unit (8.3.1e,J Normal low range (B.3.1.1) Normal high range (8,3.1.2) More info (B.3.1.3) 

Reirnlt,; of test,; anti procedures (8,3,2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1o.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombocyt.openia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (8.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7,1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- - . ' - - - - - -

Past dru therap (B.1.8 
Drug name (8.1.8a) 

Start date (B.1.8c) End date (8.1.8e) 

Indication MedORA version (8.1.81.1) Indication (B.1.81.2) 

Reaction MedORA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

Pagd4 

I 
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MedDRA version 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1,10.8C) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.81.1) Indication (8.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PR! VACY 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

(A.2.1.1d) 

CANADIAN HEALTH AUTHORITY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.Ubl 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Confident i al 

(A.2.1.2bl 

Qualification (A.2.1.4) 

Consume r/other non health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04248624 (2) 

Canada Vigilance HC Latest Received Date: 
20211201 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZi,neca- 2021A4 S2 961 O 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------------'---'----'-'----"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

20210531 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

20211121 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2021A492961 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Cl\tl/1.Dtl\l{ flEALTM I\UTMorun 
MC CANADA 
AZPRODOOOO 

Duplicate (D) I Link (L) Report n,umber(s) (A.1.12) 

(2) , (2) , (2) , 12) , 121 , (2) 

Report nulllflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - l\STRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(8.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

e:w 04218624 

jf_J siia l eneca-2021A492961 

Reason for nullification (A.1.13.1) 

Onset Age 

61 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8 .1.1.1d) 
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ATIA-19(1) 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B .1.9.2.a) 

?6 . 0 

MedDRA version for cause (B.1,9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

2 6 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a ) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

2 6 . 0 

MedDRA ver sion for cause (B. f.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedORA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedORA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26. 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1 .9.2.a) 

26. 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedORA version for cause (B.1.9.2.a) 

Reported cause(s) (B.1.9.2.b) 

Afebrile seizure 

Reported cause(s) (B.1.9.2.b) 

Apnea 

Reported cause(s) (8.1.9.2.b) 

Appeti t e l o st 

Reported cause(s) (B.1.9.2.b) 

Cerebellar ataxia 

Reported cause(s) (B.1 .9.2.b) 

CerAbe l Jar d1 $ 1}rdel NOS 

Reported cause(s) (B.1.9.2.b) 

Cerebral hemorrhage 

Reported cause(s) (B.1.9.2.b) 

Cerebral venous t hrombosis 

Reported cause(s) (B.1.9.2.b) 

Circulatory collapse 

Reported cause(s) (B.1.9.2.b) 

Fibrin D d imer inc reased 

Reported cause(s) (B.1.9.2.b) 

Fibrinogen 

Reported cause(s) (B.1.9.2.b) 

Flu- like symptoms 

Reported cause(s) (B.1.9.2.b) 

Heparin-pla t e let factor 4 antibody 

Reported cause(s) (B.1.9.2.b) 

Le Lha r g i c 

Reported cause(s) (B.1.9.2.b) 

Los s of consci ousness 

Reported cause(s) (B.1.9.2.b) 

Nausea 

Reported cause(s) (B.1.9.2.b) 

Neurological symptoms NOS 

Reported cause(s) (B.1.9.2.b) 

Numbness 

Reported cause(s) (B.1.9.2.b) 

Paresthesia 

Reported cause(s) (8.1.9.2.b) 

Persistent headac he 

Reported cause(s) (B.1.9.2.b) 

Personality cllang~ 

Reported cause(s) (B.1.9.2.b) 

Plate l e t count low 

Reported cause(s) (B.1.9.2.b) 

Pulmonary thrombosi s 

Reported cause(s) (B.1.9.2.b) 

St rengt h loss o f 

Reported cause(s) (B.1.9.2.b) 

Th romboc y t o pen ia 

Reported cause(s) (B.1.9.2.b) 

Trer.1.or 

Reported cause(s) (B.1.9.2.b) 

compleK test positi ve 
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ATIA-19(1) 

Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~ E_2_B~- ~0_42_4_8_6_2_4~ (2~)~ ---------------~-----P_a_ge_*--13 
26 . 0 

MedDRA ver sion for cause 

26 . 0 

MedDRA version for cause 

26 . 0 

Drug characterization (B.4.k.1) 

Suspect 

(B .1.9.2.a) 

(B.1.9.2.a) 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) 

Unable to walk 

Reported cause(s) (B.1.9.2.b) 

Unresponsive to stimuli 

Reported cause(s) (B.1.9.2.b) 

Weakne ss left or r i ght side 

Medicinal product name (B.4.k.2.1) 

VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.SML 

Batch/lot no. {B.4.k.3) 

41202029 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorizatio-n/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose 1 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021-
CCYYMMDD 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Reaction/event as reported by primary source 

THROMBOCYTOPENIA 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26,0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Canada Vigilance AER#: I E2B 04248624 (2) 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Thrombocyt.openia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 'l'ht ombocytopenia 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

~atal 

Reaction/event as reported by primary source (B,2.i.01 C1,.1rrent reaction 

UNABLE TO AMBULATE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Un• ble co w•l k --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26.0 Gait inability 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

2 ~IJeeks Fatal 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

WEAKNESS LEFT OR RIGHT SIDE 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Weakness left or right side 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26. 0 Herniparesis 

Term hightlighted by the reporter? (B.z.i.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

2 Weeks Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

UNRESPONSIVE TO STIMULI 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Unresponsive to stimuli 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Unresponsive to stimul i 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PARESTHESIA 
MedDRA ve.rslon for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Paraesth esia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Paraesth esia 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) !Reaction last time (B.2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

Page~4 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(B.2.i.6) 

(B.2.i.6) 

Page: 1,662 of/de 2,140 
A2023000085 



Canada Vigilance AER#: E2B 04248624 (2) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

NUMBNESS AND TINGLING 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Numbness 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Hypoaesthesia 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) !End Date (8.2.i.S) 

No 

Reaction first time (B.2.1.7,1) Reaction last time (B,2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (B.2.1.0 ) Current reacllon 

PULMONARY THROMBOSIS 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Pulmonary thrombosis 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Pul monary thrombo.sis 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

CE.REBRAL VENOUS THROMBOSIS 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Cerebral venous thrombosis 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 .0 Cerebra l venous thrombosis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

AFEBRILE SEIZURE 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Afebr i le seizure 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Seizure 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) IEnd Date (B.2.1.5) 

Na 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

7 Days Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

COLLAPSED AND BECAME APNEIC 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Circulatory collapse 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Circulatory collapse 

I 

I Durat ion 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

Page*S 
-

(8.2.i.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: E2B 04248624 (2) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

:Fatal 

Reaction/event as reported by primary source (8.2.i.O) CurTent reaction 

PLT: 25 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 ?latelet count lo~ 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Plate let count de creased 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) t d Date !B.2.i.5) l uration 

NO 

I 
--

Reaction flrs t time (B.2.1.7.1) Reaction last time (B.2.1.7.2) l=ome (B.2.1.81 

l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

APPETITE LOST 

MedDRA version for 
1B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Appetite lost 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.l.2.b) 

reaction/event term PT 

26 . 0 Decreased appetite 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

NAUSEA 
MedDRA version for 

(B.2,1.1.a) Reaction/event MedDRA term(LL T) 1B,2.1.1,b) 
reaction/event term LL T 

26 . 0 Nausea 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Nausea 

Term hightli ghted by the reporter? (B.2.1.3) Start Date iB.2.U) IEnd Date (B.2.1.5) I Duration 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

FLU LIKE SYMPTOMS 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Flu- like symptoms 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) 1B.2.1.2.b) 

reaction/event term PT 

26 . 0 Influenz.il like il l ness 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB.2.1.4) IEnd Date (B.2.1.5) I Duration 

No 

Reaction first time (8.2.i.7.1) Reaction last time 18,2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source 1B,2.i.O) Current reaction 

PERSISTENT HEADACHE 
MedDRA ve·rsion for 

(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

I Page~6 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 
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Canada Vigilance AER#: I E2B 04248624 (2) 
26 . 0 Persistent headache 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Headache 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7 .1) Reaction last time (B.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source IB.2.1.01 Current reaction 

CEREBELLAR ATAXIA 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Cerebel l ar ataxia 

MedDRA version for 
(B.2.1.2.n) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Cerebel l ar atax.ia -
IEnd Date Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

2 Weeks Fatal 

Reaction/event as reported by primary source (B.2.l.01 Current reaeUon 

LETHARGIC 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Lethargic 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Lethargy 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.21 Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.0) Current reaction 

TREMOR 
MedDRA ve·rsion for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Tremor 

MedDRA ve·rsion for 
(B.2.i.2.o) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 '1'.t~tl'l◊r 

Term hightlighted by the reporter? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.i.5) 

NO 

Reaction first time (8.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

7 Days !Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

SUDDEN LOSS OF CONSCIOUSNESS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Loss of consciousness 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Loss o f consciousness 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

7 oays Fatal 

I 

I Durat ion 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.81 

Page*7 

(B.2.1.6 ) 

(B.2.1.61 

-

(B.2.1.61 

(B.2.i.6) 

(B.2.1.6) 
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Canada Vigilance AER#: I E2B 04248624 (2) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

PERSONALITY CHANGE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Personal ity change 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Personality change 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

NO 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

FOCAL OR MULTIFOCAL NEUROLOGICAL SIGNS ----- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Neur ological symptoms NOS 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Neurological symptom 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

No 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome 

Fata l 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

LOW STRENGTH 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Strength l oss of 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26. 0 As the nia 

Term hlghtlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

2 Weeks Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

CEREBELLAR SYMPTOMS 
MedDRA ve.rsion for 

(B.2.1.1.a) Reaction/event MectDRA term(LL T) (B.2.1,1.b) 
reaction/event term LL T 

26 . 0 Cerebel l ar d i sorder NOS 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Nervo us system disorder 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.U) IEnd Date (8.2.i.5) 

Jfo 

Reaction first lime (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

2 Wee ks Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

MASSIVE LEFT HEMISPHERIC INTRAPARENCHYMAL HEMORRHAGE 
MedDRA ve·rsion for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 CQr@bra l hemorrhage 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Cerebra l haemorrhage 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (8.2.1.4) jEnd Date (B.2.i.5) 

I 

I Duration 

(8.2.i.8) 

I Duration 

(8.2.1.8) 

I Duration 

(8.2.1.8) 

I Duration 

(B.2.1.8) 

!Duration 

Page*8 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(8.2.i.6) 

(B.2.i.6) 
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Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~ E_2_B~ __ 0_42_4~8_6_2_4~ (2~)~ ----~------~---~-----Page~9 
No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.a1 

Fatal 

Reaction/event as reported by primary source 

APNEA 

(B.2.1.1)) Current reaction 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Apnea 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26. 0 Apnoea 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B,2,1,7,1) Reaction last time (B,2.1.7,2) Outcome (e.2.1.s1 

Fatal 

Reaction/event as reported by primary source 

D-DIMER: 21470 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

NO 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

F~brin D dimer increased 

Reaction/event MedDRA term (PT) [B.2.1.2.b) 

Fibrin D dimer increased 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

FIBRINOGEN: 2.54 

(B.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2,i.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.1.3) 

Fibri nogen 

Reaction/event MedDRA term (PT) 111,2,i.2.b) 

Blood f i brinogen 

Start Date 1s.2.1.4) End Date (B.2.1.51 Durat ion 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

Reaction/event as reported by primary source 
ANTI PF4 ELISA ANO SRA POSITIVE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Heparin- platelec Iaccor 4 antibody complex test positive 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Heparin- induced t h rombocytopenia test positive 

(B.2.1.3) Start Date 1B.2.1.4) End Date (B.2 .1.5) Durat ion 

(B.2.1.8) 

(B.2.1.61 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 

A spontaneous report has been received from the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via 
consumer concerning a 61 years old male pati ent of Unknown ethnic ori gin . 

The patients past and current medical history included skin cancer (metastatic malignant melanoma) excision and no 
concomi tant products were reported . 
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ATIA - 19(1) 

Canada Vlglla_n_c_e_A_E_R_#_: ___ ~IE_2_B~ 0_4_24_8_6_2_4~ (2~) _______________ ~1 _____ P_a_ge_, ___,10 

The patient rece i ved Dose 1 of" Astrazeneca Covid- 19 Vaccine Vi al Contains 10 Doses Of 0 . 5ml (covid- 19 vaccine nrvv 
ad (chadoxl nco v - 19) l (batch number 41202029) , via intramuscular::: route, for product used for unknown indication on 

021. -On an unknown date, 2 \\'eeks after starting treatment with Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 
0 . 5ml, the patient experienced unable to ambulate {preferred term: Gait inability), weakness left or right side 
(preferred term: Hemiparetis) , cerebellar ataxia (preferred term: Cerebellat ataxia) , low strength (preferred 
term : Astheni a) and cerebellar symptoms <ptefe.r-.ted tetm: Nervous system disorder) . On an unknown dat.e ;r J .,,eek 
after start.ing treatment YJith Astrazeneca Covid- 19 Vacc ine Vial Contains 10 Doses O.f 0 . 5ml , the patient 
e:xperienc:::e.d afe.brile seizure {preferred ter m: Seizure), t r emor {preferred term: Tremor) and sudden loss of 
consciou sness (preferred te::-rn : Loss of consci ousness). On an unknown date , the patien t experienced 
thrombocytopenia (preferred term: Thrombocytopenia) , unresponsive to stimuli (preferred term: Unresponsive to 
stimuli ) , pareschesia (preferred term: Paraesthesia) , numbness and tingling (preferred term: Hypoaesthesia} 1 

pulmonary thromboais (preferred term: Pulmonary thrombosis) , cerebral venous thrombosis {prefe rred term: Cerebral 
venous throm.bosis), collapsed and became apneic {preferred term: Circulato,·y collapse) , plt: 25 iprefened t erm: 
?latelat count dacreasedl, appetlte lost (preferred teu n: Decreased appetite), nausea (prefened tQLm : Nausea) , 
flu like symptoms (preterred term: Influenza like illness), pers i stent headache (preferred term: Headache) , 
lethargic (preferre d term: Lethargy), personality change (preferred term: Personality change ) , focal or multitocal 
neurological signs (preferred term: Neurological symptom), massive left hemispheric intraparenchymdl hemorrhag~ 
(pxefprred LPrm : Ce rebrd l 1,~e morrhage) , Apnea (preferted t e , m: ~pnoPd) , d-ctimAr: 21470 (p1 e!Pr t ed Lerm: Fibrln O 
climl'r lncreaard) , fibrlno9en: 2 . 54 (prrferrrd t~rm: Bl ood fibrlnc9rn l and anti pf4 Plisa and ora poeitiv• 
1p1eferred term : Heparin-induced thrombocytopenia test positive) , As per reporter 6l year• male patient with 
history of right chest skin cancer removed a month before the Covid vaccine . 7 days atter the vaccine developed 
seizure, witnessed by the health care provider, sudden loss of consciousness and tr€mor . He had lethaTgy and 
personality change for greater or e qual to 24 hrs had focal or multifocal neurological signs along with numbness 
and tingling . 2 weeks after the vacci ne, patient was admitted to the emergency room : very ataxic , unable t o 
ambulate , low strength, cerebellar symptoms and patient had right s ided weakness . On the f ollowing day patient 
experienced collapsed and becaree apn~ic , was intubated and stabilized. On an unkno~rn date , platelet count was 
measured and it was found to be 25 (units not specified) , D-dimer was measured and result was 21410 h .. rnits not 
specified) r fibrinogen was measured and it was found to be 2 . !:i4 (units not specified) , magnetic resonance imaging 
(MRI) venogram was performed and result was massive left hemispheric intraparenchymal hemorrhage, CT PE PROTOCOL 
•,;as performed and result was Pulmonary embolism {PE) in left lower lobe, Anti PF4 was found to be positive, ELISA 
Y1as performed and it was found t o be posjtive and Serotonin release assai' was pecformed and i t .,,as found to be 
positive . 

Action taken wi th Astrazeneca Cov-id- 19 Vaccine Vial Contains 10 Doses Of 0 . 5ml was not applicable. 

The patient died from the event of thrombocytopenia, unable to ambulate , weakness left or right side, unresponsive 
to stimulir paresthesia, numbness and tingling, pulmonary thrombosis , cerebral venous thrombosis, afebrile 
seizu~e, collapsed and became apneic , plt : 25, appeti t e l ost, nausea , f lu l ike symptoms, persistent headac he, 
cerebellar ataxia, lethargic , tremor, sudden loss of consciousness , personality change , f ocal or multifocal 
neurological signs , la~, strength, cerebellar symptoms , massive left hemispheric::: intraoarenchymal hemorr hage , 
apnea, ct- dimer : 2 1470, fibrinogen : 2 . 54 and anti pf4 elisa and sra positive on - 2021 . 

It was not known whether an autopsy was performed. The cause of death was thrombocytopenia , unable to ambulate , 
weakness left or right side, unresponsive to stimuli , paresthesia , numbness and tingling , pulmonary thrombosis , 
cerebral venous thrombosis , afebr ile seizure, collapsed and became apneic , plt : 25 , appetite lost , nausea , tlu
like symptoms , persistent headache, cerebellar ataxia , le thargic, tremor , sudden loss of consciousness , 
personality change , focal or multifocal neurological signs , low strength, c erebellar symptoms , massive left 

hemispheric intraparenchyrnal hemorrhage, apnea, ct-dimer: 21470, fibrinogen : 2 . 54 and anti pf1 elisa and sra 
positive . 

The events were considered serious {death, hospitalised and import.ant medical event) . 

For regulat.or y repox:t ing purposes , if an event i s spontaneous l y reportect, at least a reasonable possibility of a 
causal relationship is implied by the reporter, even if the relationship is unknown or unstated . 

The As tra - zeneca COVTD- l 9 vaccine is an Asttazeneca Canada Tnc . p toduct authorized under t he I nterim Order . 

Summary of follow-up information received by AstraZeneca/Med!rnmune ll-OCT-2021 A spontaneous r€port had been 
r ecei ved from t.he regulatory authority i n Canacla (CANADIAN HEALTII AUTHORrTY) v ia consumet: : Regulatory authority as 
a reporter was added. Suspect product indication was added , event verbatim for event became apneic and apnea was 
changed to apnea and verbatim for collapsed was changed to collapsed and became apneic . Lowest level tex:m of event 
ct-dimer: 21470 was c hanged from D-dimer high to O- dimer, anti pf4 elisa and sra positive was changed f r om ELISA t o 
Hepa rin- i nduce d thr:ornbocytopenia test positi ve as per coll\pany physician . Labot:atory data was update d . Corrected 
Report 19- 0 C1'- 2021 : Action taken was changed to not applicable . 

Minor correction 21 - 0ct- 2021 : corre ction t.o company clinical comment . 

Summary of follow-up information received by AstraZeneca on 21-NOV-2021 . A spontaneous report was received from 
the regulatory authority via cons umer: The Seriousness criteria as important medical event (IME) was added for 
a ll the events and naLrative updated accordingl y. 
CAUSE OF DEATH : THROMBOCYTOPENlA CAUSE OF DEATH: UNABLE TO AMBULATE CAUSE OF DEATH : WEAKNESS LEFT OR ~rGHT SlDE 
CAUSE OF DEATH : UNRESPONSIVE TO STIMULI CAUSE OF DEATH : PAREST~ESlA CAUSE OF DEATH : NUMBNESS AND TINGLING CAUSE OF 
DEATH: PULMONARY THROMBOSlS CAUSE OF DEATH : CEREBRAL VENOUS THROMBOSIS CAUSE OF DEATH : AFEBRILE SEIZURE CAUSE De 
DEATH: COLLAPSED AND BECAME APNE IC CAUSE OF DEATH : PLT: 25 CAUSE or OeATH: APPETITE LOST CAUSE or DeATH: NAUSEA 
CAUSE OF DEATH : FLU- LIKE SYMPTOMS CAUSE OF DEATH : PERSISTENT HEAD.ACHE CAUSE OF DEATH : CEREBELLAR ATAXIA CAUSE OF 
DEA.TH : LETHARGIC CJ!,.USE OF DEATH : TREMOR CAUSE QF DEATH: SUDDEN LOSS OF CONSCIOUSNESS CAUSE OF DEATH : PERSONALITY 
CHANGE ci.USE OF DEATH : FOCAL OR MULTI FOCAL NEUROLOGICAL SIGNS CAUSE OF DE~.TH : LOW STRENGTH CAUSE OF on.TH : 
CEREBELLAR SYMPTOMS CAUSE OF DEATH : MASSIVE LEFT HEMISPHERIC INTRAPARENCHYMAL HE.MORRHAGE CAUSE OF DEATH: APNEA 
CAUSE OF DEATH : D-DIMER : 21470 CAUSE OF DEATH : FIBRINOGEN : 2 .54 CAUSE OF DEATH : ANTI P,4 ELISA AND SRA POSITIVE 
Lab Test ff l : 10035525 Lab Test t2 : 10016577 Lab Tes t ¥3 : 10016595 unstructured Test Result (Test ¥4 ) : massive 
left hemisphetic i n t<apar enci\ymal hemorrhage Lab Test ft4 : t0028049 r,ab Test fi : 10078646 i:,ab rest 116 10060192 
Lab Test ti7 100 59717 Lab Test 18 10085478 kab Test #9 10035525 
The Astr a-Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc . product author ized under the I nter im Ord@r . 
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Canada Vigilance AER#: E28_04248624 (2) 
Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB,S.3b) 

Sender's comments (8.5.4) 

Thrombosi s (Pre ferred term: (lemiparesis & Preferred term: Pulmonary thrombosis & P?:"eferred term : Cer-eloral venous 
thrombosis ) in combination with thrombocytopenia (Preferred term : Throm.bocytopenia & Preferred term : Platelet 
count decreased) , Headache , Decreased appetite1 Lethargy, Tremor, Asthenia, Nausea and Influenza like illness 
are listed in the compa ny core data sheet of AZD1222 . However, since the events were reported with a fatal 
outcome it is considered unlisted. falal events of Gai t lnabtllty, vn,·esponslve to stimuli, raraesthesla , 
Hypoa~sthesia , Sai2ure , Cii:culatory collapSQ, Cerebellar ataxia , toss of consciousne!;:S, Personality change, 
Nourological symptom, Nervous system disorder, Cen~bral haemorrhage , Apnoea , Fibrin D dimer increased & 

Heparin- induced thrombocytopenia test positive are not listed in. company core data sheet of AZD1222 . 
Additionally, Blood fibrinogen was also reported with this case . The events could he in association with each 
othe t . lJnderly lng , mf!dlcaal history of ~kin cancer(mP.t.a ::.tr1t.lc ltlal lgna nt melan¢ma) could be contdbut.ory tlsk 
Facto,s t o the ~vents of Thtombosio . Due to limlt.ed lnforma Lion on basal tne health condHion befotf' v.acclnat lon, 
relevant family history , concurrent diseases (infections ) , concomitant medications (heparin) , all events onset 
dates, details and circumstances surrounding the events , genetic conditions predisposing to thrombosis (factor V 
Leiden, protein C or S deficiency) , other possible risk factors{smoking , obesity, prolonged bed rest)# lifestyle 
(alcohol) , autopsy report an<i det.ailed diagnostic and etiologic workup (clinical assessment , hematologic 
evaluationr rnedical not.es from a healt.h ca.re provider), the evaluatior) did ooL find evidence to suggest a causal 
relationship between the events and A2D1222 . 

CT pulmonary angiogram Pulmonary embolism (PE) in left. lower lobe 

Unit (8.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Test date (8.3.1b) Test name (8.3.1c) Test result (8.3.1d) 

ELISA 

Unit (8 .3.1e) Normal low range (B.3.1.1) Normal high range (8.3.1 .2) More Info (B.3.1.3) 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Fibrin D dimer 21470 

Unit (8 .3.1e) Normal low range (8,3.1.1) Normal high range (B.3.1.2) More info (8.3.1.3) 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Fibrinogen 2 . 54 

Unit (8.3.1e) Normal low range (B.3.1.1) Normal high range (8.3.1 .2) More info (B.3.1.3) 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

MRI 
massive left hemispheric intraparenchymal 
hemor . .. 

Unit (8.3.10,J Normal low range (8,3.1.1) Nonnal high range (B.3.1.2) More Info (8,3,1.3) 

Test date (8.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Platelet count 25 (units not specified) 

Unit (8.3.1e) Normal low range (B.3.1.1) Normal high range (8.3.1 .2) More info (B.3.1,3) 

Test date (8.3.1b) Test name (8.3.1c) Test result (B.3.1d) 

Platelet count. low 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1 .2) More info (B.3.1.3) 

Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

Platelet factor 4 

Normal low range (B.3.1.1) Normal high range (8,3.1.2) More info (B.3.1.3) 

Test date (ll,3.1b) Test name (11,3,1c) Test result (11,3,1d) 

Serotonin release assay 

Unit (B.3.1e) Normal low range (B,3.1.1) Normal high range (8,3,1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 04248624 (2) 
Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Skin cancer metast~tic 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

20210305 
Unknown 

CCHMHDO 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombocytopenia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

-

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B,1.7.1a.2) 

2 6 . 0 Unable to wal k 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Wea.k.ness left or right side 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unresponsive to stimuli 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

MedDRA ve-rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Paresthesia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Numbna.s.s 

Start date (B.1,7,1c) Continuing (B,1.7.1d) 

Comments (B.1 .7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pulmonary thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

End date (B.1 .7.11) 

End date (B.1 .7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

End date (B.1 .7.11) 
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Canada Vigilance AER#: 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7,1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (8.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) 

26 .0 

Start date (B.1.7.1c) 

IE2B 04248624 (2) 

Episode name (B.1.7.1a.2) 

Cerebral venous t hrombosis 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Afebrile seizure 

Continuing (B.1.7.1d) 

Episode name (B.1,7.1a.2) 

Circulatory collapse 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Platelet count low 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Appetite lost 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Nausea 

Continuing (8.1.7.1d) 

Episode name (B.1.7.1a.2) 

Flu-like symptoms 

Continuing (B.1.7.1d) 

Episode name (8.1.7.1a.2) 

Persistent headache 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Cerebellar ataxia 

Continuing (B.1.7.1d) 

I End date (B.1.7.11) 

I End date (B.1.7.1f) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11} 

IEnd date (B.1.7.11) 

I End date (B.1.7.11) 

!End date (B.1.7.1f) 
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Canada Vigilance AER#: 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 -
Start date (B.1.7.1c) 

-
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

IE2B 04248624 (2) 

Episode name (B.1.7.1a.2) 

Lethargic 

Continuing (8.1.7.1d) 

Episode name (B.1.7.1a.2) 

Tremor 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Loss of consciousness 

Continuing (B .1.7.1d) 

Episode name (B.1.7.1a.2) 

Personality change 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Neurological sympLoms t<OS 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Strongth loss of 

Continuing (8.1.7.1d) 

Episode name (B.1.7.1a.2) 

Cerebell ar disorder NOS 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Cerebral hemorrhage 

Continuing (B .1.7.1d) 

I 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 
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Canada Vigilance AER#: IE2B 04248624 (2) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Apnea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fibrin D dimer increased 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.11.2) 

26 . 0 1:'1brinogen 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hepatio- platelet (act or 4 antibody complex test positive 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7,1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1 .1a) 
Reporter given 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVA.C Y UNKNOl~N CANADIAN flEALrH A.UTHORITY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UN~NOWH 

Reporter city (A.2 .. 1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOh'N 

Reporter cit.y (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A..2.1.21) 

UNKNOh'N 

Literature reference(s) (A.2.2) 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) IQualiflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A,2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

Canada 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN UNKNOWN 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2&) 

UNKNOWN 

!

Reporter country (A..2.1.3) IQualiflcation (A.2.1.4) 

Canada 

(A.2.1.1d) 

(A..2.1.1d) 
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Canada Vigilance AER#: IE2B 04248624 (2) 
Study name (A.2.3.1J 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1 .1a) 

Reporter organization 

Reporter given 
name 

(A.2.1 .2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode IA,2.1.21) 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
name 

Reporter department (A.2.1 .2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) 

I 

Reporter family 
(A.2.1.1d) 

name 

Con£1dential - - - --

-

7-Reporter country 

lcanada 

!Qualification (A.2.1.4) 

!con3umer/0Lhel non he:alt.h pro!es_3_i_o_na_l __ _ 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1J 

-
Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.JcJ I Middle name 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Receiver (A.3.2) 
Type (A.3.2.1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) IMlddle name 

Street (A.3.2.Ja) 

City (A.3.2.31>) 

Postcode (A.3.2.3d) 

Tel no. (A.:J.2.31) 

Email address (A.3.2.Jt) 

Project No 

-
Observed study type (A.2.3.3) 

Organization (A.J.1.2) 

Title (A.3.1.3b) 

(A.3.1.3dJ Family name (A.3.1.38) 

State (A.3.1.4cJ 

Country code (A.3. 1.4eJ 

Fax no. (A.3.1.4i) 

Organization (A.3.2.2aJ 

Title (A.3.2.2cJ 

(A.3.2.2eJ F amity name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.3e) 

Fax no. (A.3.2.31) 
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lcanada Vigilance AER#: I E2B 04248624 (2) 

Do ument R the o 
Inf A ana um 'lt 
d1vul v ur I 
I' f anada 

Page!l81 
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ATIA -19(1) 

lcanada Vigilance AER#: le2B 04251222 (1) 

Canada Vigilance HC Latest Received Date: 
20211013 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A495054fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1------------""'-----'-----------'-------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210601 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

202110i1 
CCYYM.'1D0 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2021A49505/4 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflADCAN aEA.t.Tll AUTHO~ITY 
MC CANADA 
MC CANADA 
AZPRODO0OO 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

(2) 

Report nullification? (A.1.13) 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 
Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authori;;ation/application: Canada 

Structured dosage info (8.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

Source·of assessment (B.4.k.18..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

RARE BLOOD CLOTS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Clot i;,loo<i 

Reaction/event MedDRA term (PT) 

Thrombosis 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

THROMBOSIS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2 .1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

A spontaneous report has been received from the regulatory authority in Canada (CANADIAN HEALTH AOTHORtTY) via 
consume= concerning a patient . 

No medical history and no concomitant products were reported . 

The patient received Ast r azeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0 . 5ml (covid-19 vaccine nzvv ad 
(chadoxl ncov-19)) , via intramuscular route , on an unknown ddte. On cin unknown date , the patient experienced rare 
blood clots (preferred term: Thrombosis) , On an unknown date, the patient experienced thrombosis (preferred term: 
Thcombosis) . 

Action taken wit.h Ast.ra:zeneca Covid- 19 Vaccine Vial Contains 10 Doses Of 0 . 5ml was not. applicc:ible . The patient. 
d ied from che event of rare blood clots and thrombosis on a n unspecified date . 

The patient died on an unknown da te . The cause of death wa s rare blood clots and thrombos i s . It is not known 
whether an autopsy was performed. 

The events of rare blood clocs and thrombos i s ,.,,,er;e considered serious by reporter due to serious criteriofl of 
deat.h . 

For r egulatory r eporting purposes , if a n event is spontaneously reported , at least a reasonable possibili ty of a 
causal relationship is implied by the repo:-t er, even if the relationship is unknown or unstated . 

The Astra - Zeneca C0VID- 19 Vaccine is an AstraZeneca Ca nada Inc . product authorized under the I nterim Order. 

Summary of follow- up informat:ion received by AstraZeneca on ll - OC'f-2021 from consumer o.riginating from a 
spontaneous report : A new reporter of Reporter Regulatory authori t.y was added, a ne1v event of thrombosis was 
added. Conccted 1eport 13-OCT-2021 : Action tai<e for suspect drug was changed !tom unknown to not applicable, 
positive dechallenge •,1as upda ted accordingly , CAUSE OF DEATH : RARE BLOOD CLOTS CAUSE OF DEJ\TH : THROMBOSIS 
The Astra- Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc . product authorized under the I nterim Order . 

Reporter's comments (8.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bJ 

Sender's comments (B.5.4J 
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Canada Vigilance AER#: E28_04251222 (1) 
Fatal e vent of Thrombosis (reported as : RA.RE BLOOD CLOTS and T~ROMBOSIS) are not listed in the company core sheet 
for AZD1222 . Cause of death is reported as Rare blood clots and Thrombosis. ~~e to limited information on 
baseline health conditions before vaccination, date of vaccination and onset dates of events , pati e nt's 
deJ:'lographics, concomitant medications , relevant. med ical history ( deep venous thrombosis , traumatic injury, 
thrombophi1ia , arrythmia , neoplastic disease , venous insufficiency) , family history of throm.boembolism, 
concurrent conditions (such as chronic obstructive pulmonary disease , conqestive heart failure , autoimmune 
diseases , COVID-19 disease , p r evious surgery) , clinical course , further clarification of the events, specific 
risk factors {prolonged immobilization, smoking , obesity, recent su=gery , contraceptive pills or hormone 
replacement therapy!, etiological and d iagnostic work up (p neumonologist and cardiologist consulting, complete 
blood analysis with coagulation profile, electr-ocardiogram, echocardiography, antitt,rombin H!, protein C and 
l?rotein S count, lupus anticoagulant, fibrin degradation products , Dimer D test, COVlD- 19 test, pulmonary and 
brain images), autopsy report, the evaluation did not find evidence to suggest a causal relationship between the 
events and AZD1222 . 

Unit (B-3.1e) Normal low range (B.3.1.1) Nonnal high range (B.3.1.2) More info (B.3.1.3) 

Results of tosts and procodures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1.7.1a.1) Episode name (B, 1.7.1a.2) 

26 . 0 Clot blood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

- --- -
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Pagd4 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.ac) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.a1.1) Indication (B.1.10.s1.2) 

MedDRA version for reaction (B.1.10.ag.1) Reactions (B.1.10.ag.2) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

UNKNOWN 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter g iven 
name 

U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

Literature reference(s) 

Study name (A.2.3.1) 

Sponsor Study no. 

(A.2.1.2f) 

(A.2.2) 

(A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter g iven 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN CANADIAN HEALTH AUTHOR!TY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

UNKNOWN 

(A.2.Ub) 

Qualification (A.2.1.4) 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confident i al 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3 ) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

Canada Consumer/ot her non health professio nal 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04270655 (1) 

Canada Vigilance HC Latest Received Date: 
20210il9 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20216055 3 6 (2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------'-------'---'--------'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? 

Yes 

No 

20210526 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20210709 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Re9ulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021605536 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Ffizer 
PFIZERIJIC· 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomalyfbirth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF12ER !NC- 2021607041 
CA- PFI.Zf:R INC-2021605536 

Reason fot nullification (A.1.13.1) 

Onset Age 

72 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B .1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada EX0904 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.1 O) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202-
cc 

2021-
CCYYMMDD 

Duration of drug Adm in (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13,2) 4.k.15) 

156 Hours 156 Hours 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA verslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: I E2B 04270655 (1) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Headache 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lost consciousness 

Source of assessment (B.4.k.18.2) Method of assessment (8.4.k.18.3) 

PHARMAC!::UTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lost consciousness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Thromlfosis cerebral 

Source of assessment (8.4.k.18-2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global lntrosp~clion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Thrombosis cerebral 

Source of assessment (B.4.k.18.2) Method of assessment (8.4.k, 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18,4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

f'l/A 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

BLOOD CLOT IN THE RIGHT HEMISPHERE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Thrombosis cerebral 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cerebral thrombosi s 

(B.2.i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 10.2.1.4) End Date (B.2.1.5) 

202--

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

156 Hour s 156 Hours Fatal 

Reaction/event as reported by primary source 

MASSIVE HEADACHE/EXCRUCIATING HEAD PAIN 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? (8.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Headache 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Headache 

Start Date IB.2H) End Date (B.2.i.5) 

202 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

156 Hours 156 Hours Not recovered/ not resolved 

Reaction/event as reported by primary source 

LOST CONSCIOUSNESS 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Los t consciousness 

Reaction/event MedDRA term (PT) 

Loss o f consc iousn ess 

(B.2.1.1.b) 

(B.2.i.2.b) 

Term hlghllighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

202 -

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

(B.2.1.6 ) 

156 Hours 156 Hours Not recovered/not resolved 

Page: 1,687 of/de 2,140 
A2023000085 



ATIA - 19(1) 

Case narrative (B.5.1) 

This is a spontaneous report from a contactable consumer (patient ' s partner) . A 72- year- old male pat tent recelved 
first dose of BN'fl62B2 {FF1ZE::R- Bf0N"!ECH CO\/ID- 19 VACcnn: , formulation : Solution for injection , lot number EX0904 ; 
Expiration date : unknown} intramuscular, administered in deltoid left on - 2021 12 : 00 as dose l, single (at the 
age of 72-year-cld~ for covid-19 immunisation. Medical history included ongoing diabetic type 2 from 2006 (onset 
2006 until death), plugged arteries (not sure} onset unknown and heart surgery in Apr2020 . The patient's 
concomitant: medications were not reported . Facility i,,,•here the most recent COVID-19 vaccine was administered: 
Public Health Clinic/Veterans Administration facility . The patient did not receive any other vaccines within 
weeks prior to t.he COVID vaccine . Prior to vacci nationr the patient was not diagnosed with COVID- 19. Consumet: wa3 
writing this report on behalf of the deceased partner , (privacy) . On ~ 021 , (privacy) received his first 
PFIZER vaccine at (privacy) centre. ◊n-021, {privacy) cornplaine~ a massive headache for which he t.ook 2 
tablets of paracetamol {TYLENOL) . Ile t.hen lost consciousness . 911 was called and the Emergency Responders took 
(privacy) co the Hospital. CT Scan indicated that (privacy) had a large blood clot in his brain. An o~en-brain 
surgt'ry was conductt>d, bu t (pri vacy) had nevt>r his consciousness . He subsequently was transferred to the Hospice 
where (privocyl died al 5:10 p.m. on - !021 . (privacy) had no puor medical history of blood clot . PRIVACY 
called t o .report hls partne.r ~s death ~ he received the bntl62b2 vaccine 7 days prior . Blood clot. .in the right 
hemisphere leQding to deat.h onset- 021 wit.h seriousness reported as resulted in death . Re quired visit to 
emerqency r oom. Outcome f atal. Treatment with brain surgery. Consumer calle d to report the de ath of his partner 
(repo r ter ins l sted on giving h is partner ' s tull name ) atter receiving the tirst dose of the bntl62b2. He cal le d 
and lett a voice niesaage at 8 : 29•rn - 02 l and was called back at 11 : 20,,m. He confirmed that his 1>ortner 
r eceived bnt.L62b2 on - 2021 . On 021 , hls pa.rt.ne t woke up with ex.e:ruclat ing head paln , He t.ook 2 
paracetamol and laid down on the couc . t that point he was unconscious . Reported called 911 and his partner was 
taken to tho hospital . During brain surgery they found a blood clot in his right hemisphere . Apparently the clot 
was so big that it crushed the left hemisphere. Reporter does not think there was an autopsy done but w.as not 
sure . His partner has type 2 diabetes since 2006 and had a heart surgery in Apr2010 due to plugged arteries bu~ 
the reporter is not sure. He said he did not have any history of blood clots . The reporter says he knew he was 
taking medications but did not know o,hich ones exactly. The adverse event result i r, emergency room/department ot 
urgent care . The treatment was received for the adverse event included (privacy} received an open- brain surgery. 
The patienc was hos; i;alized for 11 days . Sine~ the vaccination, the patient had not been tested for COVID- 19. The 
patie nt d i ed on 021 . It was unknown if an autopsy was performed . 

Follow-up ~06Jul2021} : Follow-up attempts are completed. No further information is e xpected. 

Follow Up (09Jul202l) The follorr , information was received via fax from a contactable ~ealth Care professional 
(Physician) includes : Oece,3.sed 021 . I t ig unknown if autopsy was performed . 
BNT162B2 approved under Intei::im r er in Canada. . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

There is reasonable posaibility of causal association between the events of cerebral thrombosis , headache and 
loss of consciousness and the drug as {BNT162B2: l is kno.,,m to increase the C"isk of thromboen:iliolic events. The 
patient ' s medical history of Di abetes Mel litus and plugged arteries are confounding facto1:s fot the events . 

The impact of this report on the benefit/risk p r ofile oft.he Pfizer product is ~valuated as part. of Piizer . 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified a s part of this review, as well as any appropriate action in response, will be promptly 
notified to regulatory a uthorities , Ethics Committees , and Investigators , as appropriate . 

Unit (B.3.1eJ Normal low range (B.3.1.11 Nonna! high range 

Results of tests and procedures (B.3.2) 

Computerised tomogram():indicated that (privacy) had a large blood clot in his brain 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.la.1) Episode name (B.1.7.1a.2) 

26.0 Diabetes mell i tus 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

2006 Yes 
CCYY 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.la.1) Episode name (8.1.7.1a.2) 

26 . 0 Arteria l obstruction NOS 

(B.3.1.2) More Info 

Yes 

(B.3.1.3) 
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Canada Vigilance AER#: I E2B 04270655 (1) 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1 .7.1f) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Surgery 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

20100 4 201004 
CCYYMM CCYYMM 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombosis cerebral 

Start date (8.1.7.1c) Continuing (B.1.7.1d) End date (8.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version 1s .1.s1.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.sg.2) 

Weight (Kg) 

Start date re.1.10.1.1c) Continuing (B.1.10.1.1dJ End date (B.1 .10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Sc) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

-
Med ORA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I Page~6 

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Cons umer/othe i: non health pr.of essiona l 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
PR1VACY 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.31 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.2.1.1d) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
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lcanada Vigilance AER#: le2B 042a22s4 (1) 

Canada Vigilance HC Latest Received Date: 
20210il9 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202161"9262 (2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~ ....... -"---"--"'---...,__--'-'-----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210527 
CCYYHMDD 

Additional documents? (A.1.8.1 ) 

No 

20210707 
CCYY!<!.'1DD 

List of documents held by sender (A.1.8.2) 

Fulfill e-xpedited criteria? (A.1.9) 

Yes 

Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

CA-nIZER I!IC-2021619262 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERfNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- PITZER !NC- 2021619262 

{2) E2B_01253369, (2) E2B_04253369, (2 ) E2B_04253369, (2 ) E2B_01253369, 121 E2B_04253369, {2) E2B_04253369 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Reason for nullification (A.1.13.1) 

Onset Age (B.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1.,;ountry arug ootarnea (B.4.K.2.3) t1atcn11ot no. \1:$.4.K..3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 0250921 O 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

2B.O COVID-19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

COVID-19 virus test positive 

Method of assessment (8.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

COVID-19 virus test positive 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: I E2B 04282284 (1) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 GI bleed 

Sourcf! of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4 .k.18.1b) 

26.0 GI bleed 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 
Result (8.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source 

GI BLEED 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

GI bleed 

Reaction/event MedDRA term (PT) 

Gastrointestinal h aemorrhage 

(B.2.i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

1 RESIDENT WHO TESTED POSITIVE DIED- ALSO FULLY VACCINATED 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Drug ineffective 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Drug ineffective 

Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

1 RESIDENT WHO TESTED POSITIVE DIED-ALSO FULLY VACCINATED 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hlghllighted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

COVID-19 virus t e st positive 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

SARS-CoV-2 test positive 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

(B.2.i.8) 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

This is a spontaneous report from a contactable nurse and physician via a Pfi~er sales representative . This nurse 
and physician r:epoi:ted si.milar events for: 17 patients including 13 resi dents (12 we re fully vaccinated in which L 
died, a.nd l received the first dose} and 4 staffs (3 were fully vaccinated and 1 received the first dose} . This is 
the 12th o f 17 reports correspondi ng to the resident who was f ully vaccinated and died . 

A patient of unspecified age and gencler received the second dose and first dose of BNT162B2 (PfIZER-BlONTECH 
COVID-19 VACCINE, Solution for injection, lot number a nd expiration date were not provided) , both via an 
unspecified route of administration on an unspecified date as a single dose for COVID-19 immunization . The 
patient's medical history and concomitant medications were not reported. One I I J resident who tested E'OSJtive died 
was also fully vaccinated on an unspecified dat.e . The resident who died did not die from COVtD though . Gl bleed 
was put as cause . The course of events was as follows : .li... COVJD- 19 outbreak was reported post vaccination with 
patient ' s experiencing mild t.o moderate sympt.oms . So far, they have 7 positive staff in which 3 were fully 
vaccinatedr 3 were not vaccinated, and l received the first dose 4 days prior t o testing positive . They also have 
15 positive re~idents, 2 were not vaccinated, 1 received the first dose, and 12 were fully vaccinated. 1 resident 
who was fully vaccinated and tested positive, died and 1 person required high dose dexamethasone . All positive 
staffs and residents were vaccinated wi th Pfi ze.:- . It was not reported if a n autopsy was pe r formed . The outcome of 
the other events was 1mkn own. 

Information on the lot/batch number has been requested . 

Follov,- up ~07Jul2021) : This follow- up is being submitted to notify that the batch/lot number for all doses is not 

availabl<> d@spit@ th<> follow- up att<>mpts mad<>. Follow-up atrnmpts hav<> b@<>n compl~ted and no furth<>r information 
is expect ed. 
BNT162B2 approved under Interim Order in Canada. 

Reporter's comments (8.~.2) 
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Canada Vigilance AER#: le2B 042822_8_4~ (~1~) ---------------~-----Page*S 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

The patient received full dose of BNT162B2 (PFlZER-BIONTECH COVID-19 VACCINE} on unspecified dates and tested 
positi ve , and d i ed from gastroint esti na l (GI} b l e e d i ng. Based on t he i nformation current l y available ~ a lack o f 
efficacy with the suspected vaccine BNT162B2 in this patient was possible . However , t.he fatal event (GI} 
bleeding was unlikely causalLy related to the vaccine o f BNT162B2 . Further information like vaccination/COVID 
infection date , medical history and clinical course needed for a :meaningful medical assessment . The impact of 
this report on the benefit/risk profile of the Pfizer product. is evaluated as part of Pfizer procedures for 
~a ret.y eva l uation , i ncluding t he re-v.1ew and analysis ot a.gg1egate data for adver!!e -event! . Any safely concern 
i dentified as pa r t of t hi s review, as well as a ny appropriate cJ e t ion in responae, will be- promptly not1f i ed to 
Regulatory Author-! Lies , Et.hies committees and lrwesti.ga t:.or s, as a ppr opri ate . 

Unit (B.3.1el Normal low range (8.3.1.1) 

Results of tests and procedures (B.3.2) 

Nonnal high range (B.3. 1.2) More info 

No 

(B.3.1.3) 

----------------------~--------------------~--------------------------
Patient Medical History (B.1.7) 
MedDRA ve'rslon (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 GI bleed 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.Be) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (8.1.Bg.1) Reaction (B.1 .Bg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.1D.7.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

(B.1 .7.11) 

End date (B.1.10.7.11) 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

lather health professiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1 ) 

lcanada Vigilance AER#: le2B 042a4001 (1) 

Canada Vigilance HC Latest Received Date: 
20211028 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2021- 1996~1 12) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------~-------'---'--------"-------~--j 

Type of report 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6} 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

202-
CCYYMMDD 

Additional documents? (A.1.8.1) 

Yes 

2021-
CCYYl1MDD 

List of documents held by sender (A.1.8.2) 

~2b bifferences ~eport 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-MODERNATX, INC. - MOD-2021•199641 

other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

irrns 
QMODERllll.!' 

Duplfcate (0) / Link (L) Report number(s) (A.1.12) 

(1) 000960069 , (1) 000980575 

Report riullifieation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH " MODERNA BIOPHARMA CANJ\DA CORPORATION 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B,1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Duplicate CaM Identifiers (A.1.11.2) 

Cl\- l rms- ~DCA2l- 01515 
CJ\- MOOERNATX, INC.-MQD- 2021 - 19%4 1 

Reason fot nullification (A.1.13.1) 

Onset Age 

71 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \ts.4.K.3) 

Canada Unknown 

Holder and authorization/application no. of drug (B.4 .k.4) 

Authorizatto-n/Application no.: 02510014 
Country of authorizatJon/application: Canada 

Structured dosage Info (B.4.k.S) 

1 Dosage forms 

Dosage tex:t (B.4.k.6) 

1 dosage form 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI D-19 vaccination 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202-
cc 0 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministratl-on? (B.4.k.17.1) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

Health Care professional 

MedDRA version {B.4.k.18.1 a) 

Reaction assessed (B.4.k.18.1b) 

Activities-of daily living impaired 

Method of assessment (BA.k.18.3) 

Gl6bal lntrospectiM 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

Not Provided 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

MAH 

MedDRA version (El.4,k ,18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (BA.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (BA.k.18.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (EU.k.18.Z) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

MAH 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

Med ORA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

MAH 

I E2B 04284001 (1) 

Activities of daily living impaired 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B,4,k ,18,1b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Clot blood 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed •(l:l.4.k.18.1b) 

Parsonage-Tumer syndrome 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Parsonage-Turner syndrome 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B:4.k.18.1 b) 

Psychomotor retardation 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Psychomolor retardation 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Shingles 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (13.4.k.18.4) 

Not P rovided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 

-
Result (B.4.k.18.4) 

Possible 
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Canada Vigilance AER#: 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH ... 
MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care profes-sional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

MAH 

I E2B 04284001 (1) 

Reaction assessed (B.4.k.18.1b) 

Strength loss of 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Strength loss of 

Method of assessment (B.4.k.18.3) 

Global Introspection 
-- --

Reaction assessed (B.4.k.18.1b) 

Swollen arm 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Swollen arm 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Vaccination site movement impairment 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Vaccination site movement impairment 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Weight loss 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Weight loss 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page~ 4 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible -~ 

Result (B.4.k.18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.lc18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k,18.4) 

Not Provided 

Result (B.4.k.18.4) 

Possible 
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lcanada Vigilance AER#: le2s 04204001 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREDNISONE 

Active Substance names (B.4.k.2.2) 

prednisone 

country drug 01>ta1ned (H.4.K.:l.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

7.5 Milligram 

Dosage text (B.4.k.6) 

7.5mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04204001 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METFORMIN 

Active Substance names (B.4.k.2.2) 

metformin 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

500 Milligram,2 every 1 (Days) 

Dosage text (8.4.k.6) 

500 mg, bid 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period {B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k,17.2a) 

Drug Reaction relatedness (B,4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k,17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,704 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04204001 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ATORVASTATIN 

Active Substance names (B.4.k.2.2) 

atorvastatin 

country drug 01>ta1ne<1 (H.4.K.:l.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage lex:! (B.4.k,6) 

1 dosage form at bed time 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04204001 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ONE ALPHA 

Active Substance names (B.4.k.2.2) 

alfacalcidol 

country drug 01>ta1nee1 (H.4.K.:l.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

.25 Microgram 

Dosage text (B.4.k.6) 

0.25 mcg At bedtime 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04204001 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREGABALIN 

Active Substance names (B.4.k.2.2) 

pregabalin 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

25 Milligram 

Dosage toic:t (8.4.k.6) 

25 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04204001 (1) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant BENSERAZIDE HYDROCHLORIDE/LEVODOPA 

Active Substance names (B.4.k.2.2) 

benserazide hydrochloride 
levodopa 

country drug obtained (B.4.k.2.:3) Batch/lot no. {8.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

25 Milligram 

Dosage text (B.4.k.6) 

25 mg 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.1 0) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnistration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RISEDRONATE 

Active Substance names (B.4.k.2.2) 

risedronate sodium 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

t-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02370239 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

35 Milligram 

Dosage teic:t (B.4.k.6) 

35mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant HYDRALAZINE 

Active Substance names (B.4.k.2.2) 

hydralazine 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02370239 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

25 Milllgram,3 every 1 (Days) 

Dosage toic:t (8.4.k.6) 

25 mg, tid 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Las1 period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which roaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CARVEDILOL 

Active Substance names (B.4.k.2.2) 

carvedilol 

country arug 01>ta1nea (H.4.K.2.:J) Hatcn11ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

12.5 Milligram,2 every 1 (Days) 

Dosage text (8.4.k.6) 

12.5 mg, bid 

Pharmaceutical form (B.4.k.7) Route of administration (B,4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Las1 period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,711 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04204001 (1) Page, 141 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AMLODIPINE 

Active Substance names (B.4.k.2.2) 

amlodipine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK dosage form 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.1 O) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CALCIUM 

Active Substance names (B.4.k.2.2) 

calcium 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

1 UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.1 O) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

pantoprazol e sodium 

country drug 01>talneo (H.4.K.2.:J) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK dosage form 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actfon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug RecuHence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Medicinal product name (B.4.k.2.1) 

PANTOPRAZOLE SODIUM 

Hatc1111ot no. {tS.4.k.3) 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04204001 (1) 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

magnesium 

country drug 01>ta1nee1 (H.4.K.:l.:J) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

250 Milligram 

Dosage text (8.4.k.6) 

250mg 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Medicinal product name (B.4.k.2.1) 

MAGNESIUM 

Hatcn11ot no. {tS.4.k.3) 

Route of administration (B.4.k.8) 

Unknown 

MedDRA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of admln (B.4.k.9) 

Indication (B.4.k.11 b) 

Product used for unknown 
indication 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

DEATH 

(8.2.i.O) Current reaction 

MedDRA version for 
(B .2.1.1 .a) 

reaction/event term LL T 

26 . 0 

MedDRA version for 
(B .2 .1.2 .a) 

reaction/event term PT 

26 . 0 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7 .1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Dea,h 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Death 

Start Date (B.2.1.4) 

202 .. 
CCY ~ 

End Date (B.2 .1.S) 

202. 
CCYYMM 

t eaction last time (B.2.1.7.2) 

!
Outcome 

Fatal 

Result (B.4.k.18.4) 

Duration 

(B.2.1.81 

(B.2 .1.6) 
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I E2B 04284001 Canada Vigilance AER#: (1) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

CLOT 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Clot blood 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Thrombosis 

Term hlghtlighted by the reporter? (8 .2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) I Duration 
202 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8.2.i.8) 

2 Days Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

PARSONAGE-TURNER SYNDROME - -- - - - - -
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Parsonage- 'l'urner syndrome 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Neuralgic amyotrophy 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) I Duration 

202 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

2 Days Unkno1·m 

Reaction/event as reported by primary source (B.2.1.0) Curront reaction 

SHINGLES 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8 .2.i.1.b) 
reaction/event term LL T 

26 . 0 Shingles 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Ho rpes zos te r 

Term hlghtlighted by the reporter? (B.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) I Duration 

202-

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

2 Days Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HE IS UNABLE TO DO HIS ACTIVITIES OF DAILY LIVING SUCH AS DRIVING, BATHING, 
FEEDING, OR DRESSING HIMSELF' 

MedDRA ve.rsion for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

reaction/event term LL T 

26 . 0 Activities of dai l y living impaired 

MedDRA version for 
(B.2.1.2 .. a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Loss of personal independence in daily activicies 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202-

(B.2.1.4) IEnd Date (8.2.1.5) I Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

2 Days Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

LACKED STRENGTH 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26.0 Strenge~ loss ot: 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26.0 Asthenia 

I PageU8 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(8.2.1.6) 
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Canada Vigilance AER#: E2B 04284001 (1) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) IEnd Date (B.2.i.5) I Duration 

2021-

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

199 Days Unknown 

Reaction/event as reported by primary source (B.2.i.O) CurTent reaction 

PSYCHOMOTOR RETARDATION 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Psychomotor retardation 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Psychomot or r etardation 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB,2.i.4) _tdDate /B.2.i.5 ) l uration 

2021--
[Reaction last time Reaction flrs t time (B.2.1.7.1) (B.2.1.7.2) Outcome (B.2.1.81 

199 Days Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

UNABLE TO MOVE ARM 

MedDRA version for 
iB.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Vaccinatio n s ite movement impairment. 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Vaccination site movement impairmenc 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

202~ 

Reaction first time (B.2.i.7 .1) Reaction last time 1B,2.i.7 .2) Outcome (B.2.i.81 

2 Day s Recovered/resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ARM IS SWOLLEN 
MedDRA version for 

(B.2,1.1.a) Reaction/event Med ORA term(LL T) (B,2,1.1,b) 
reaction/event term LL T 

26 . 0 5..,,ollen arm 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 

reaction/event term PT 

26 . 0 Peripheral swelling 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2.U) IEnd Date (B.2 .1.5) I Duration 
202 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

2 Days Recovered/ resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

WEIGHT LOSS 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Wei ght l oss 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Weight decreased 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.1.5) I Duration 

Reaction first time (8.2.1.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

Unknown 

I PageH9 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

(B.2.1.6) 

(B.2.1.6) 

Page: 1,717 of/de 2,140 
A2023000085 



ATIA - 19(1) 

Case narrative (B.5.1) 

This spontaneous case was reported by a nurse and describes the occurrence of DE.ATH (Death) , THROMBOSJ.S (Clot}, 
NEURALGrc AMYOTROPH'r: ( Parsonage- Turner Syndrome) I HERPES ZOS'fER (Shingles) , LOSS OE" P~RSON'AL INDEPENDENCE IN DAILY 

ACTIVITIES <He is unable to do hi.s activities of daily living such as drivi ng , bathing, feeding, or dressing 
himself'~, ASTIJENIA (Lacked strength), PSYCHOMOTOR RETARDATION ( Psychomotor retardation), VACCINATION SITE 
MOVEMENT IMP1'.IRMENT (Un.able to move arm) , PERIPHERAL SWELLING (arm is swollen ) and 'iVEIGEiT DECREASED (•..ieight l o ss ) 

in a 71-year-old male patient who received mRNA-1273 {Moderna CoviD-19 Vaccine) (batch no. Unknown) for COVID-19 
vaccination. 

Mo medical history was provided by t.he reporter . 
Concomitan t products included PREDNISONE, METFORMIN, ATORVASTATIN , ALFACALCIDOL (ONE ALPHA) , PREGABALJN, 
BENSERAZIDE HYDROCHLORIDE, LE:1/0DOPA I PROLOPA) , RISEDRONATE SODIUM IRISEDRONATE), HYDRALAZINE, CARVEDILOL, 
AMLODIPINEr CALCIUM, PANTOPRAZOLE SODIUM SESQUJ HYDR.i'\TE ( PJ'o.NTOWC) and MAGNESIUM for an unknown indication . 

On~ the patient received first dose of mRNA-1273 (Noderna Covi0-19 Vaccin~) {Intr amuscular) 1 dosage 
fo~ 021, the patient e:xp~rienced THROMBOSIS (Clot ) (seriousness criteria hospitalization and 
medically s ignificant) , NEURALGIC AMYOTROPHY (?acsonaqe-Turner Syndrome) (se riousness criterion hospitalization) , 
HERPES ZOSTER (Shingles ) l oedousness criterion hospitalization), LOSS OF PERSONAL INDEPENDENCE IN DAJLY 
ACT!V!TtES (He is unable to do his activities of dally l ivi ng such as driving , bathing, feeding , or d1esain9 
h.imself ') ~seri ousness c tit.8r l.on hospit.~ l izot.ior.) , VACC1NAT10N SITE t-10VEME:NT LMPAJR"1E.N't (unoble Lo move arn1) 

(seriousness criterion hospitalization) and PERIPHERAL SWELLING (arm is swollen} (seriousness criterion 
hospitalization} _ On I ~021 , the patient experienced ASTHENIA (Lacked strength ) {seri ousness criteri on 
hospitalization} and PSYCHOMOTOR RETARDATION {Psychornotor retardation) (seriousness criterion hospitalization) . On 

an u n known date, the patient experienced WEIGHT DECREASED (weight loss) (seriousness criterion hospitalization) . 
The patient died i1 >021 . The cause of death was not reported . It is u nknown if an autopsy was performed . 
At the time of death, THRO!o!BOSIS (Clot), NEURAL.GIC 1'1-IYOTROPHY (Parsonage- Turner Syndrome)' HERPES ZOSTER 
(Shingles} r LOSS or PERSONl>.L TNDE:PENDENCE lN DArLY ACTIVITIES (He is unable to do his activities of daily living 
such as driving, bathing, feeding , or dressing himself 1) , ASTHENI.A (Lacked strength ), PSYCHOMOTOR RETARDATION 
(Psychomotor retardation) and lilErGHT DECREASED (weight loss) outcome was unknown and VACCINATION SITE MOVEMENT 
IMP}URHENT (unable to move acm} and E>ERIPHERAL SWELLING (arm is swollen) had resolved. 

DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available) : 
On ao unkno wn date, l'iieight. : 1 5 pounds (Lovi) 1 5 pounds . 

For mRNA-1213 (~oderna CoviD-19 Vaccine) (Intramuscular} , the report er did not provide any causality assessments . 

Treatment medication included antiviral (name unspecified ) . 
The patient was hospitalized for 7 days starting one day post vaccination . Patient experienced severe pain, clot , 
unable to move his ar111, shingles and was diagnosed with Parsonage- Turner Syndrome . Nurse stated that patient ' s arm 
is swollen presently and bandages had to be changed 3- 4 times per day due to .leaking . Leaking has diminished some . 
The patient is U1)able co use his left arm. He is unable to do his activities of daily living s uch as d riv i ng , 
bathl ng , feeding , or d ressing h i mself . 

The symptoms oft.he patient's were improved , The patient almost had no more s welling, able to move his ;1rm, but 
with less force, still had pain in the hand . But his general condition declined since. the vaccination . 

On ~ 021 , the patient had marked psychomotor ret ardation a nd lacked strength. He wasn 't able to get up of 
his chair without help. So patient was sent to the hospital (unspecified date) , 

On ~ 021 1 the nurse learnt that pati ent v,as d i ed due to unknown cause of death . 
'Phis case concerns a de~th oE a 71 - year- old , ma,le patient with no relevant medical history, ~ho experienced the 
unexpected events of thrombosis , neuralgic amyotrophy , herpes zoster, loss of personal independence in daily 
activities ,. vaccination site movement impairment , asthenia , psychomotor retardation , weight loss and peripheral 
s•...ielling . The events occurred approY.imately 1 clay after the first dose of Moclerna COVID-19 Vaccine with exception 
of asthenia, psychomotor retardation and death which occurred approximately 7 months after the first dose . The 
patient was initially hospitalized for 7 days, for severe pain , clot , unable to move his arm, shingle5 , be ing 
unable to do his activities of daily living, stac·ting one day post vaccination with Moderna COVID 19 vacc ine . The 
patient was diagnosed with F,;1 1. sonaige- Tu1.ner- Syndrome _ Since then the symptoms were improved a.nd Che pati ent <'!lmost 
had no more swelling, able to move his arm, 

Most recent FOLLOW-UP informa Hss irH"'S[ l')Orated above includes : 
On -2◊21 : FU Received o ~~·••·•·•·•·•·•'~021 , Three new events lacked strength, he lost weight , about 15 pounds 
added. Death date was added . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 

(B.5.3a) 
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Canada Vigilance AER#: E28_04284001 (1) 
This case concerns a death of a 71-year-old, male patient with no relevant medical history, who experienced the 
unexpected events of thrombosis , neuralgic amyotrophy 1 herpes zoster, loss of personal independence in daily 
activities r vacc ina ti on sj te movement impai r.ment , asthenia, psych omotor retardation , ..,ieight loss and £'.)eri pheral 
swelling . 'fhe events occurred approximately 1 day a fter the first dose of Moderna COVlD- 19 Vaccine with exception 
of asthenia, psychomotor retardation and death which occurred approximately 7 months after the first dose . The 
patient was initially hospitalized for 7 days , for .severe pain , clot , unable to move his arm, shingles , beinq 
unable to do hi.s activities of daily living, starting one day post vaccination with Moderna COVID 19 vaccine. 
The patient was diagnosed with Parsonage-Turner Syndrome . Since then the symptoms 1<.•ere improved and the patient 
almost had no more swelling, able to move his arm, but with less force, still had pain i n the hand. However,, 
approximately 7 ntonths after the fitst dose the patient had marked psychomotor retardation and lacJ<ed strength 
due to which patient was sent to the hospital . The pa.teint died due to unkno•,m cause of death . t-lo autopsy results 
were provided. The rechallenge was not applicable as it was .not reported t.hat the patient received the second 
dose before death . The benefit-risk relationship of Moderna COVID-19 Vaccine is not affected by this r8port . 

Weight 

Unit (B.3.1e) Normal low range (B.3.1.1) Nonnal high range (B.3.1.2) More info 

OTHER 
Results of tosts and procodures (B.3.2) 

Weight;;15 pouncls;15 pounds 

Patient Medical History (B.1.7) 

MedDRA version (B.1 .7.1a.1) Episode name 

26 . 0 Unknown cause 

(B.1.7.1a.2) 

ot death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

No medical hist.ory was provided by the reporter. 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

I End date 

Start date (B.1.Bc) End date (B.1 .Be) 

Indication MedORA version (B.1.81.1) Indication (B.1.Sf.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Yes 

(B.1.7.11) 

End date (B.1.10.1.11) 

(B.3.1.3) 

Page,21 

I 
I 
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ATIA-19(1 ) 

Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions Is.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) Reporter given 
name 

IA.2.1.1b) Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

1-R_e_p_o_rt_e_r_c-ity ___ 1A_._2._1._2d_)-------.------•o-rt_e_r_s_t_at_e __ (A_.2_.1_.2_•_> --,--------------------; 

Reporter postcode (A.2.1.21) !Reporter country (A.21 31 !Qualificatlon (A.2.1.4) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.4I) 

Canada lather health professional 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

F ie name (A.3.1.3d) 
-
Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4I) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04285882 (O) 

Canada Vigilance HC Latest Received Date: 
20210614 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210614 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAXOSMITHKLIN'F.- CA202ll\MR1O2648 (l) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 
1--------~-'----'~----'--'---'---~---------~---1 

Type of report 

Stu<.ly 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Dlsabllng/lncapacitating? No 

202. 
CCY • 

Additional documents? (A.1.8.1.) 

No 

20210611 
CCYYM,'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-GLAXOSMITHKLINE-CA2O21AMR1O2648 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Dupllcate Source(s) (A.1.11.1) 

010525476~5 

Duplicate (D) / Link (L} Report number(s) (A.1.12) 

{2) E2B_ M022832, (2) , 121 , (2) , (2) 

Report nullif ication? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH • GLAXOSMITHKLINE 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condit ion? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CI\- GLA.XOSMI'T'BKL!l-lE- CA2 021!\MRl 02 64 8 

Reason for nullification (A.1.13.1) 

Onset Age 

52 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (8.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepolizumab 

Country arug 01>tainea (B.4.k.2.3) Batcn11ot no. \B.4.K.3) 

Canada l64H 

Holder and authorb,ation/application no. of drug (B.4 .k.4) 

Structured dosage info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100 mg, Z, every 4 weeks 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Subcutaheous 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Eosin_ophilic asthma 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

201- 202--
CCY D CCYYMMDD 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

615 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

ExpDT=??-JUL-2024 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Result (B.4.k.18.4) 

Unknown 
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Canada Vigilance AER#: I E2B 04285882 (0) 

26.0 Death 
f-.-

Source of assessment (8.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4:k.18.1b) 

26.0 Injection related reaction 

Source of assessment (B.4.k.18.2) Method of assessment (8.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Injection related reaction 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

Unknown 

the o 
ana um 'lt 
ur I 

anada 
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ATIA -19(1) 

lcanada Vigilance AER#: le2s 042as002 (O) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202-
CC D 

Start period (B.4.k.13.1) 

Act ion(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event (s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

PATIENT PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

2021■ 
CCYYMM 

1B,2.1.4) End Date (B.2.1.SJ 

202~ 

Duration (B.2.1.6) 

CCYYMM Months 

Reaction first lime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

PATIENT HAD INJECTI ON REACTION 

(B,2,1.0) Ct.Jrrent reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

615 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction./event MedDRA term(LL T) (B.2.1.1.b) 

Injection related reaction 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Injection related reac.tion 

Start Date 

202 

IB.2.i.4) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(8.2.i.6) 

This case was reported by a nurse via (Vista Patient Support Program (Nucala) ) patient support programs and 
described Lhe occurrence of injection related reaction in a 52-year-old male patient who received mepolizumab 
powder for injection (batch number L64H; expiry date July 2024 ) for eosinophilic asthma. 

Co-suspect products included pfize-r-biontech covid-19 vaccine for covid- 19 prophylaxis . 

On - 2019 , t~e patient started mepolizumab (subcutaneous) 100 mg (every 4 weeks ) . On. Max 2021 [ the 
patient started pfizer-b1ontech covid-lg vaccine {intramuscular) at an unknown: dose and frequency. On I I 
2021, 615 days after starting mepelizurr.:,b, the patient eKperieneed injeetien related reaction . The aetlen taken 
wiLh mepolizumab i,.,•as unknown . On an unknoo,m date, the outcome of the i njection related reaction was unknown . 

It was unknown if the reporter considered the injection related reaction to be related to mepolizumab . 

Additional details : 
The drug mepolizurnab used by the patient •..,1as Nucala. Patient clarified •;,1ith manager about covid vaccine , patient 
had his Pfizer IM o ~ per manager; okay to give injection 5till today . Patient had injection reaction . 
Further information ~ n 1·equested regardjng the injectj on reaction . This case had been linked with 
CA2021AMR066178, CA2020AMR0l2765 , CA2019AMR192512, CA2019AMR151119 and CA20191'.MR149288 . It. was unknown if the 
reporter considered the injection related reaction to be related to P~l2ER- BIONTECH COVI0- 19 VACCINE. 

Follow up infor-mation w.as received via a consumer on - 2021 : 
In- 021 , the patient experienced death (serious cn.ceria death and GSK medically significant). In~ 021 , 
the outcome of the death was fatal . The subject died in- 2021 . The reported cause of death was unknown cause of 
death . tt ... ,as i.rnknown if the reporter considered the death to be related to .mepolizurnab and pfizer- bicntech 
covid- 19 vaccine . The autopsy information was unknown . ?a.tient's -..iife reported that the patient passed aw. 
weeks ago. The patient ' s wife did not disclose any other information . Patient ' s last. Nuc:ala injection was 
2021 . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 

Sender's diagnosis (B.5.lbl 

Sender's comments (B.5.41 

IB,5.3a) 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause o f de.a t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent condlUons text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.Sa) 

Start date (B.1 .8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.191 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc] Drug end date (B.1.10.Se) 

MedDRA ve·rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

(B.3.1.3) 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c ) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b ) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Other health professi onal 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Mepoli zum~b ~atienL ~upport erogi~m 

Sponsor Study no. (A.2.3.2) 

b PSP 

Sender A.3.1 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) IMlddle name 

Street (A.3 .1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) _Lddle name 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

Project No 

Observed study type (A.2.3.3) 

0th 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.211 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 04304553 (1) 

Canada Vigilance HC Latest Received Date: 
20210630 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021677008 121 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ~~--------'----'-'-----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210609 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

2021061.5 
CCYYM,'IDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-20 21677008 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERTNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY 

Date of birth (8.1.2.1) 

Gestation Period (8.1.2.2.1) 

GP medical record 
(8.1.1.1a) 

no. 

Male 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Oupllcate Case Identifiers (A.1.11.2) 

CA- PFtZER t NC- 2021677008 

Reason for nullification (A.1.13.1) 

Onset Age 

95 Year s 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s 04304553 (1) Pagen l 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202. 202-
CCYYMM CCYYMM 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Unknown cause of death 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.-3) 

PHARMACEUTICAL COMPANY Global Introspection ... 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Unknown cause of death 
~ 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Result (B.4.k.18.4) 

NIA .. ... 

---
Resu It (B.4.k.18.4) 

N/A 
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ATIA - 19(1) 

Reaction/event as reported by primary source 

PASSED AWAY 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Unknown cause of death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202 

IB,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t f.rom a contactoble pha rmacis t <patie nt's family member ). A 95-year-old m~le patient 
received bntl62b2 (P~IZeR-BIONTECH COVID- 19 VACCINE, solution for injection, lot number : unknown ) , via unknown 
rou te of admini stration o~ 021 (at the age of 95 years old) as dose 1 , singl e f o r COVID-19 immunisat i on. 
Medical history inclucled didn ' t have any comorbidities but had .a pacemaker, a strong magnet had to be used to 
disaccivate pacemaker by paramedic to reinitiate his rhythm. ~ ient's concomitan t medications were not 
reported . l?atient passed away on- 021 (also reported as on - 021 or 1111111,20211 exac tly 3 ••eeks after 
patien t teceived his ..lirst dose (the day he was supposed to receive his 2nd dose) . He only received 1st dose . The 
patient underwent lab test.s ~ rocedures which included antibody test to platelet factor IV with unknown 
results . The patient. died on- 021 . It. was unknown if autopsy was performed . 

Information about lot/batch number was requested . 

Follow- up <15Jun2021) : New information received from a contactable pharmacist via fax includes : patient details 
(age at vaccination), suspect d rug details (updated ti:ade name and vacci nat'ion date ), event details (death date) , 
and laboratory data . 

No follow-up attempts are possible- , information about. batch number cannot be obt.ained. 
BNT162B2 approved under Interim Order in Canada . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbi 

Sender's comments (B.5.4) 

lnf ormaL.ion p,:ovided is l i mited and does not all.ow a t.horough medjcal assessment of t hi s fatal case . Causality 
cannot be completely excluded for the o ngoing treatment wit.h suspect drug according to Company internal 
procedu!:"e Eor cases reporting death cause: unknown . 
The impact of this report on the benefit/risk p rofile of the Pfizer drugs is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate dat a for adverse events . Any 
safety concern identified as part of this revie""''• as well as any appropriate action in response, will be promptly 
notifiP.ct to RP.gulatQt:Y i':.~thodties , Ethics CQrr,mittees and Investigatoi:s , as app.:opdate, 

Pl~telet factor 4 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (8;3,2) 

- -- · - - -- -
Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cardiac pacemaker insertion 

Start date (8.1.7.1c) Continuing (8.1.7.1d) I End date (8.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of dea t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

result. 

(B.3.1.2) More Info 

No 

(B.3.1.3) 
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Canada Vigilance AER#: I E2B 04304553 (1) 

I I 
Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End dale (B.1 .Be) 

Ind ication MedDRA vers ion (B.1.81.1) Indication (B.1.sr.21 

Reaction MedDRA version (B.1.8g.1) Reaction 1e.1.sg.2) 

Start date 1e .1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B .1.10.81.21 

Med ORA ve rs Ion for react ion (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c ) 
Reporter family 

title name na.me name 

~R!VACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b ) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1.3) 

!
Qualification (A.2.1.4) 

Canada Pharmacist 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

I Page*S 

I 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04331530 (4) 

Canada Vigilance HC Latest Received Date: 
20220126 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 2021665581 (5 ) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------'----~------'----'-'-----'--------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

202~ 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20220114 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) 

Yes 

Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

CA-PFIZER INC-202 1665581 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERlNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

Yes 

No 

Duplicate Case Identifiers (A.1.11.2) 

C!\- l'r!ZER. HlC- 202166558) 

{2) E2B_01933226, (2) , (21 , (2) , (2) , 121 E2B_ 04933226, (2) E2B_M933226 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B.1.2.2.1) 

21 '"'eeks 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (B.1.2 .3) 

LMP date 

Specialist 
(B.1.1.1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1 ) 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Cardiac septal defect 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Coarctat ion of the aorta 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Congenital heart disease NOS 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Double inlet left ventric l e 

MedDRA version for cause (B .1.9.2.a) Reported cause(s) (B.1.9.2.b) 

76 . 0 Mdt,.Qrn a1 exposu r·'1 dutlng pt egn4ncy, fl l $ l t,.J lm0ste1 

Patient autopsy (B.1.9.4) 
MedDRA version for autopsy-determined cause(s) of death (B.1.9.4a) 

26 . 0 

Autopsy-determined cause(s) of death (B.1.9.4b) 

Cardiac septal defect 

MedDRA ver sion for autopsy-determined cause(s) of death (B.1.9.4a) 

26. 0 

Autopsy-determined cause(s) of death 

Coarctation of the aorta 

(B.1.9.4b) 

Drug (B.4) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Canada E L0203 CC02 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1. SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021-
CCYYMMDD 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k .. 16) 

Not Applicable 

Additional info (B.4.k.19) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Transplacental Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

202-
CCYYMMDD 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 
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Canada Vigilance AER#: 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (8.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (8.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-,2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

IE2B 04331530 (4) I Page*3 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.18.1 b) 

Coarctation of the aorta 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Coarctatlon of the aorta 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Double inlet left ventricle 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Double inlet left ventricle 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart disease congenital 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4 .k.18,1b) 

Heart disease congenital 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Maternal exposure dun·ng pregnancy, iirst trimester 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Maternal exposure during pregnancy, iirst trimester 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Ventricular septa l defect 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Ventricular septa l defect 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18A) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18A) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.1B.4) 

N/A 

Result (B.4.k.18.4 ) 

N/A 

I Result (B.4.k.18.4) 
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ATIA - 19(1) 

Canada Vigilance AER#: E2B 04331530 (4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant DICLECTIN 

Active Substance names (B.4.k.2.2) 

pyridoxine hydrochloride 
doxylamine succinate 

1,;ountry drug 01:>talne<I (l:l.4.k.2.3J 1:1atcn11ot no. {l:SA.K.3J 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 00609129 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK. 2x/day 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Transplacental 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Nausea 

Start date of drug (B.4.k.12) Drug end date (B.4.k..14) 

20'2- 2021-
CCYYMMDD CCYYMMDD 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

52 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminist raHon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FOLIC ACID 

Active Substance names (B.4.k.2.2) 

folic acid 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

800 Milligram 1 (Days) 

Dosage text (8.4.k.6) 

800 mg, daily 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Transplacental 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Prenatal care 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2018 
CCYY 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Aclion(s) taken with drug (B.4.k.16) Did react ion recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

FISH OIL 

country drug 01>ta1ne<1 (H.4.K.:l.:J) 

le2s 04331530 (4) 

Medicinal product name (B.4.k.2.1) 

OMEGA 3 [FISH OIL] 

Hatch/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

1 Dosage forms 1 (Days) 

Dosage text (B.4.k.6) 

1 DF, daily 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4,k.10) 

Start date of drug (B.4.k.12) 

2020 
CCYY 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Transplacental 

MedDRA version (B,4.k,11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11 b) 

Prenata I care 

Duration of drug Adm In (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k .18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.1&.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) current reaction 

MATERNAL EXPOSURE DURING PREGNANCY, FIRST TRIMESTER 
MedDRA ve.rsion for 
reaction/event term LL T 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (8.2.i.1 .b) 

26 . 0 Mater-na l e-xpos ure during pregnancy, first trJmester 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Mat..er r1al exposure during pregnancy 

(8.2.i.3) Start Date (B.2.i.4) IEnd Date 

2021-

(8.2.i.5) 

Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

I Duration 

(8.2.i.8) 

(8.2.i.6) 
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Canada Vigilance AER#: le2B 043315_3_0~ (4~>--------------~-----Page~~ 
SEVERE CONGENITAL HEART DISEASE 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1 .a) 

(8 ,2.1.2,a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Heart di sease congenital 

Reaction/event MedDRA term (PT) (8.2.1.2.b) 

Hea rt disease congenital 

Start Date 1a.2.u) End Date (8.2.1.5) Duration 

202 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source 

DOUBLE INLET LEFT VENTRICLE 

(8,2.1.0) Current reaction 

MedDR.A version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B,2.1.1 .a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? (B,Z,i.a) 

Reaction/event MedDRA term(LL T) (B,2.1.1.b) 

Double i nle t left ventricle 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

Double i nlet left vent ric le 

Start Date IB,Z,i,4) End Date (B,Z,i,5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.1.a1 

!'atal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

LARGE VENTRICULAR SEPTAL DEFECT (CARDIAC DEFECT IN BABY) / PERIMEMBRANOUS 
VENTRICULAR SEPTAL DEFECT 
MedDRA ve:rslon for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Ventricular septa1 defect 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

ventricular sept a l defect 

Start Date (B.2.i.4) End Date (8.2.1.5) Duration 

Reaction first time (8.2.i.7.1) Reaction last time (82.i.7.2) Outcome (8.2.i.81 

Unknown 

Reaction/event as reported by primary source 

CO-ARCTATION OF THE AORTA 

(8.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(8 .2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Coarct.ation oft.he aorta 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Coa rccation of che aorta 

(B.2.1.3) Start Date 10.2.1.4) End Date (8.2.1.51 Duration 

(8.2.i.8) 

(8.2.1.6) 

(B,Z,i,6) 

(8.2.1.6) 

(8.2.1.6) 

This is a spontaneous r eport from contactable physicians (o ne is the mother} via COVAES . This physic ian reported 
infor mat ion both for the mother and fetus . This is the fetus repor~. A fet us female patient received lont l62b2 
( PFIZER-BIONTECH COVID-19 VACCINE), dose 1 trar.s, lace ntal 0 1 021 , 13 : 00 (Batch/Lot Number: E L0203 CC02) a s 
dose 1 , single; and dose 2 transplacental , on 021 , 10 : 00 {Batch/Lot Number : EW0193) as dose 2, single for 
covid- 19 immunisation. The 33- year- cld mother had received both doses of the bnt162b2 vaccine during ~regnancy. 
Medical history was not reported . The mother ' s concomitant medication included doxylamine succinate, pyridoxine 
hydrochlOLide (D!CLECTIN} t aken f oL nausea from - 2021 Lo llllll2021 ; f olic acid taken as routine prenatal care 
from 2018 , fish oil (OMEGA 3 ) t a ken for routine prenatal care fro.m 2020 and p r enatal vitamin r outine prenatal 
cares in 2018 with 4 qummies per day . On ~ 021 , t he pati ent ex--peri enced Ma t ernal exposure during pregna ncy, 
f irst t r imest e r. In 021 , t he patient. e xperienced severe congenita l hea rt d i sease . The event severe congenital 
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ATIA - 19(1) 

patient was given 1st dose in 1st trimester of pregnancy which resulted in severe congenital heart disease 
identified. There was no other cause identified . On an unspecified date, the patient experienced large ventricular 
septal defect (cardiac defect in baby) and double inlet left ventricle. First dose was given at time cf 
cardiogenesis link and large ventricular septal defect. The events were considered se~ious due to congenital 
anomaly . The mother had a genetrics consult on- 021 , The mother had al).y problems before delivery which 
included severe cardiac defeat, pregnancy ended . Mother had a caesarian section at ~l weeks f e tal demise and was 
sent for autopsy. Induced abortion on- 021 with gestational a9e at 21 weeks. Patient had a congenital 
malformation: double inlet left ventr~ O. Reason of termination included double inlet left ventricle and 
severe congenital heart d.i~ at 21 weeks . Laboratory tests and procedures included panorama, general testing 
an~ deletion panel o n ~ 021 showed low risk no trisomy o r mictodeletion. identified ........ l echocardiogram 
on- 021 showed double i nlet left ventricle/ severe cardiac defect and amniocentesis o n ~ 02l sho-,,ed 
normal C~!A/ no (illegible in chromosome ~ r l ys i~), fetal cardiac scan by M~M in~ 021 showed fetal cardiac 
defect, and routine fetal anatomy scan o 021 (cardial defect , otherwise normal} . Th@ mother also underwe nt 
ante natal check-up which included multip e noninvasive prenatal screening (NIPS) (panorama test) o n ~ 021 was 
normal and weekly ultrasound with maternal fetus medicine was no anal cervical length . The father of t~ tient 
wa,s drinkinQ during mother ' s pregnancy which included l/2 units daily , Outcome of Large ventricular septa l defect 
(cardiac defect in baby) was unknown . The patient died o,i ~ O 21 due Lo severe congenital heart di.seooe and 
maunnal e xposute duting pregna ncy, f irst Lrimaster and d ~ inleL left 11enlricle . On- 021, Leported 
results of serology: rubella immune. Ante natal check-up: Multiple NIPS (panorama t-est) 2021 . Normal, Weekly 
ultrasound with mate rnal tetal med i cine (MFM) - normal cervical length, Routine fetal anatomy sca~ 021 
(cardiac dafect , OLhe~ normall , Fetal can.liac scan by Mf'M-◊21 , fetal ca1·diac defect, genet i cs co11Bu!t 

'02 t , f~tal u~ho- 2021 ·doublt' in let In lefl ve11l , lcl e , An autopsy w~ • per fornied , ~nd rosult.s were 
provided. Additional info rmat.ion o n 14Jan2022 : Autopsy t:t)sulls: Normdl beyond cong,rnital hea.rl diseasl:). Doubl~ 
inlet left ventriculc . Normal complete exome sequence . Narrative : Comploto autopsy done- only cardiac anomalies 
identified. Congenital cardiac malformation , wi.th double outlet left ventricule, perimembranous ventricular septa! 
defect and co- arctation of the aorta . 
lnvestigation results included Brief complaint description : Product quality investigation request lot number 
EL0203 CC0 2 and EW0193 Adverse event: Severe congenital heart disease, date: lllfl021 , seriousness criteria : 
resulted in fetal death , .4E required visit to: Physicians office/ hospital admission , outcome; fatal llllllll2021 
fetal disease , treatment : unknown . Comments : 33 years old patient 1st dose given in 1st trimester of ~regnancy . 
Resulting severe congenital heart disease identified. no other cause identified . QAEF attached FDA 15-Day report . 
PFIZER-BIONTECH COVID-19 VACCINE INJECTABLE- EW0193- Adverse Event Safety Request For Investigation. Reasonably 
Suggest Dev1ce Malfunction was No . Severity of Harm: NA . Root Ca use: Process Related : No , Final Confirmation 
Status: Not Confirmed, Vendor Related : No . Lot-Specific Trend Identified : Ne . Lot Trend Assmt. & Rationale : The 
complaint history for the reported PFIZER- 6!0NTECH. COVI0- 19 VACCINE lot EW0193 was reviewed . As of July 19, 2021 , 
this is the only complaint ·for this lot and classification. No l ot specific trend was identified that would 
require additional investigation . Lot Trend Actions Taken : There were no lot trend actions taken as a result of 

this investigation . Site Sarnpl@ Status : Not. Rcceiv@d . Summary of Investigation from Kalamazoo (EP ) divis i on was : 
The initial scope of the investigation was limited to the reported finished goods lot EW0193 , fill lot EP8739 , and 
the bulk formulated drug product lot EP8620 . Based on the results of this investigation, the scope wa.s not 
expanded. Manufacturing and packaging batch records were examined. There were no planned or unplanned deviations 
recorded during the manufacture of the lot that may hove impacted product quality . Pfizer Kalamazoo QO did not 
receive a complaint sample or- photographs for examination . The complaint was not confirmed. No related quality 
is.sues were identified d uring the investigation . There 'tJere no planned or unplanned deviations recorded during the 
manufacture of the lot that were determined to hc:1ve an impact on product quality. H review of the m,:1nufact:uring 
and packaging records confirmed all processing steps met established requirements , ~11 noted ctefccts ~ere within 
limits and discarded, elapsed time tracking was within limits, ;:ind the freezer storage i...•a s acceptable . There were 
no product quality defects observed during the examination of retained reference samples . There is no impact to 
the quality of the lot . It is unknown how the product was handled, stored, or administered after it laft the 
Kalamazoo site. Investigational report conclusion from Kalamazoo (EP) division was: The complaint for an adverse 
event requested by safety with the use of the P'FIZER-BIONTECH COVID-19 VACCINE INJECTABLE lot E\110193 •~as 
investigated . The investigation included reviewing the manufacturing and packaging batch records, retained 
reference earnples , deviation investigations and a n analysis of the complaint history for the reported lot . the 
finail scope i...•as determined to be the re-ported finished goods lot EW0193, fill l ot E:P8739 , and the bulk formulated 
drug product lot EP8620 . A complaint sample was not returned . No related quality issues we.re identified during the 
investigation . There is no impact on product quality . No root cause or CAPA were identified as the complaint was 
not confirmed. l?roduct quality investigation request lot number EL0203 CC02 and EN0193. Adverse event: Severe 
congenital heart di s ease , date : - 021 , seriousness criteria : resulted in fetal death, AE required v1sit to : 
Physicians office/ hospital admission , Outcome; fatalllllllll:021 fetal disease , treatment : unknown . 

Product quality investigation request l ot number eL0203, Adverse event : Seve.re congen ital heart disease, da~e : 
021 , seriousness criteria: resulted in fetal death, Root Cause : ?rocess Related: Ho , Final Confirmation 

Status : Not Confirmed, Vendor RC!laL@d : No . Lot-Specific Trend Identified: No . Site Sample Status : Not Received . 
Investigational report conclusion from Puurs division was: For this lot Adverse Event Safety Request For 
Investigation and/or Lack Of Effect was previously investigated . A sample was not sent to che QC-lab to determine 
the amount of active ingredient since the complaint was received within six months after the release date of the 
involved batch. All analytical results were checked and were within registered limits . The investigation of the 

referenced ?R ID resulled in the following conclusion : Reference ?R ID 5788999 (see file atLachmenL in this 
investigation record) . The complclint for " PFIZER- BIONTECH COVID- 19 VACCINE" was investigated . The investigatio n 
included reviewing the i nvolved bat.ch records , deviation investigation and an analysis of the complaint history 
for the reported lot and product type . The final scope was determined to be the associated lot(s) of the reported 
lot E.L0203 . A complaint sample was not returned . No related quality issues were identified during th@ 
investigation . There is no impact on product quality , regulatory, validation and stability. PGS Puurs concludes 
that the reported defect is not representative ot the quality of the bat.ch and the batch remains acceptable. The 
NTH process determined that no regulatory notification was required. The reported defect could not be confirmed. 
No root cause or CAPA 1o.1ere identified as the complaint YJas not confirmed. 

follO'tJ- up 08Jun2021) : New inform.otion received from the same contact.able physician via a completed HCP 
questionnaire , includes : patient details (mother information updated), product details (dosing regimen updated) , 
and clinical course of events added . 

Follow-up (13Jul2021): Follow-up attempts are completed. No further information is expected. 

Follow-ups (25Aug2021) : New information from product compliant group included investigation results . 

No follo-w up attempts are needed . No fuL·ther in f ormat.ion is expected. 
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Canada Vigilance AER#: le2e 04331530 (4) I 
Follow-up (10Nov2021) : New in format.ion received from a contact.able phys ician includes lab data and suspect. drug 
details (updated dose 2 date ) . 

No f o llow-up attempts are needed . No further ir1:formatio n is expected. 

FolJoo;,i- up (l4Jan2022) : This is a spont.aneous report r eceived from a co ntac table .reporte r (Nur se) . 

Updated information included: New reporter , 1'utopsy results available : Yes, Cause of death and autopsy results 
section, event {coarctation of the aorta) . 

No follow-up at.tempts are needed. No fucther information is expected. 

Reporter's comments (B.5.2) 

-MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.41 

Based on t empora l associat i on, the causal relationship between BNT162B2 and the reported events cannot be 
completely ruled out . The i mpact of this repo rt on benefit/risk profile of the Pfize r product is evaluated as 
part of Pfizer procedur es for safety evaluation, including the review and analysis of aggregate data for adverse 
events . Any safety concern identified as part of this rev iew, as well as any appropriate action in response , will 
be promptly notified to Regulatory Authorities, Ethic committees, and Investigators , as appropriate . 

the o 
ana um 'lt 
ur I 

anada 

Page«9 
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202005 
CCYYMM 

Unit (B.3.1e) 

Test date (B.3.1b) 

202~ 
CCYYMMDD 

Unit (B.3.1e) 

Test date (B.3.1b) 

2021-
CCYYMMDD 

Unit (B.3.1e) 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

Investigati on 

Normal low range (B.3.1.1) 

Test name (B.3.1c1 

Investigation 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test result (B.3.1d) 

low risk 

Normal high range (B.3.1.2) More Info (B.3.1.3) 

Yes 

Test result (B.3.1d) 

normal 

Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

Test result (B.3.1d) Test date (B.3.1b) 

202-
CCY 

Physical examination cardiac defect , other wise normal 

Unit (B.3.1e) 

Test date (B.3.1 b) 

202 -
CCYYMMDD 

Unit (B.3.1e) 

Test date (B.3.1b) 

202iaillll 
CCYYMMDD 

Unit (B.3.1e) 

Test date (B.J.1b) 

2021-
CCYYMMDD 

Unit (B.3.1e) 

Test date (B.J.1b) 

202. 
CCYYMM 

Unit (B.3.1e) 

Test date (B.3.1b) 

Unit (B.3.1e) 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

lnvestigation 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

I nvesti gation 

Nor mal low range (B.3.1.1) 

Test name (B.J.1c) 

Investi gation 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

Investigation NOS 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

Ultrasound scan 

Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

lnvestigatio- 2021 ):Genetic tesung and microdeletion panel 

no trisomy or microdeletions identified 
Ultrasounds- an :weekly with Maternal Fetal Meicine 
lnvestigatio 021 ):no trisomy or microdeletion identified 
lnvestigatio 021 ):no trisomy or microdeletion identified. 
normal 

021 ):no trisomy or microdeletion identified 

Normal high range (B.3.1.2) More info 

No 

Test result (B.3.1d) 

low ri s k 

Normal high range (B.3.1.2) More Info 

Yes 

Test result (B.3.1d) 

normal CMA 

Normal high range (B.3.1.2) More info 

Yes 

Test result (B.3.1d) 

severe cardiac defect 

Normal high range (B.3.1 .2) More info 

Yes 

Test result (B.3.1d) 

Unknown resulcs 

Normal high range (B.3.1.2) 

Test result 

More Info 

NO 

(B.3.1d) 

normal cervical length 

Normal high range (B.3.1.2) More info 

Yes 

lnvestigatio 
lnvestigatio 
lnvestigatlo 

021 ):double inlet left ventricle/ severe cardiac defect 
021 ):no deletion or addition (illegible) in chromosome analysis. 

Whole exome sequence pending 

Patient Medical History (B.1.7) 
MedDRA version (li.1.1.1a.1) Episode name (li.1.1.1a.2) 

26 . 0 Double inlet left ventricle 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 
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I 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Maternal exposure dur:ing pregnancy , f i rst. trimes ter 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Conge nj t al hea rt disease NOS -
Start date (B.1.7.1c) 

-
Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Coarct ation of t he aorta 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Card i ac septal defect 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.Sf.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

146 Kilogram 160 centimeter Female 

I PageUl 

I 
I 
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V . 26 . 0 Cervix cerclage procedure 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl 

202010 
CcYWM 

Comments (B.1.10.1.1g) 

Surgical ly repaired and ~bdornina l cerclage Oct2020 . 

MedDRA version 

V , 26 . 0 

(B.1.10.7.1a.1) Medical history 

Cervi x disorder 

(B.1.10.7.1a.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1d1 

Comments (B.1.10.1.1g) 

has abdomi nal cerc!age with no I i llegible) 

MedDRA version (B.1.10.7.1a.1) 

v. 26 . 0 

Medical history 

M:ultigr-avida 

(B.1.10.7.1a.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Number of previous pregnancies : 2 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.at.1) Indication (B.1.10.s1.21 

Med ORA version for reaction (B.1 .10.ag.1) Reactions (B.1 .10.ag.2) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Za) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.7.11) 

End date (B.1.10.7.11) 

End date (B.1.10.7.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

(A.2.1.1dl 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.J.1) 

Sponsor Study no. (A.2.3.2) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Qualification (A.2.1.4) 

Other health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA -19(1) 

lcanada Vigilance AER#: le2B 04336566 (1) 

Canada Vigilance HC Latest Received Date: 
20211126 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A557253fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'-~----=-'--..___--'-'----"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20210623 
CCYYMMDD 

Addltlonai documents? (A.1.8.1) 

No 

20211121 
CCYYM.'10D 

List of documents held by ser1cfer (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A557253 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAD!AN ffEAJ..TU AUTAORltY 
MC CANADA 

AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Ml\H • ASTRAZENECA 

PRIVACY Female 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

1966111111 
CCYYMMDO 

Centimeter 

Gestation Period (8.1.2.2.11 LMP date 

GP medical record 
(8 .1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA-AstraZeneca•2021A557253 

Reason fornulllflcation (A.1.13.1) 

90 . 3 Kilogram 

Onset Age (8.1.2.2) 

55 . 23 Years 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1dl 
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ATIA-19(1) 

MedDRA version for cause 

26 . 0 

MedDRA version for cause 

26 . 0 

Patient autopsy (B.1.9.4) 

(B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

Deep vein thrombos i s 

(B.1.9.2.a ) Reported cause(s) (B.1.9.2.b) 

Pulmonary embolism 

MedDRA version for autopsy-detennlned cause(s) of death (B.1.9.4a) 

2 6 . 0 

Autopsy-detennined cause(s) of death 

Deep vei n thrombosis 

MedDRA version for autopsy-detennined cause(s) of death (B.1.9.4a) 

26 . 0 

Drug (B.4) 

Autopsy-determined cause(s) of death 

Pulmonary embol ism 

(B.1.9Ab) 

(B.1 .9.4b) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s 04336566 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

UNKNOWN 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

.5 ml 
Cumulative dose to first reaction: .5 ml 

Dosage text (B.4.k.6) 

Dose 1 0.5mL ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

' 
Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202 .. 
CCYYMMDO 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Dosage maintained 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. 18-.2) 

INITIAL REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

INITIAL REPORTER 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.18.1b) 

Deep vein thrombosis 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Pulmonary embolism 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Yes 

Result (B.4.k.18.4) 

Yes 
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ATIA-19(1 ) 

Reaction/event as reported by primary source 

PULMONARY EMBOLISM 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Pulmonary embolism 

Reaction/event MedDRA term (PT) 

Pulmonary embolism 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 

202-

1B,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Days Fatal 

Reaction/event as reported by primary source 

PELVIC DEEP VEIN THROMBOSIS 

(B,2.1.0 ) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Deep vein thrombo~is 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Deep vein thrombosis 

Term hightlighted by the reporter? (B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Duration (8.2.i.6) 

No 202~ 

Reaction first t ime (B.2.1.7.1) (B.2.1.7.2) (B.2.1.8) 

Days 

Case narrative (B.5.1) 

A spontaneous report had been received from the regulatory authority in Canada (CANADIAN HEALTH AOTHORfTY) via 
consume:: concerning a 55-year old female patient of Caucasian ethnic origin •,,1ith height 66 in and weight 199 lb . 

No medical history was reported. No concomitant products were reported . 

The patient received Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of O.~ml (covid-19 vaccine nrvv ad 
che1doxl ncov-19~ e 1 , batch number UNKNOioJN) 0.5 ml once/single administration , via intramuscular route , on 

021 . On - 2021 , the patient experienced pulmonary embolism (preferred term: Pulmonary embolism) and 
pelvic deep vein thrombosis (preferred tena : Deep vein thrombosis} . 

Treeitment ~,ith Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of D. 5ml was not changed . 

The patient. died from the event of pulmonary embolism and pelvic deep vein th:-ombosis on - 2021 . An autopsy 
was performed . The ca11se of death was pulmonary embolism with pel vie deep vein thrombosis (confirmed at autopsy) 
and pulmonary embolism with pelvic deep vein thrombosis (confirmed at autopsy), 

The events were considered setious due to seriousness criter ia of death and important medical event . 

The reporter considered the following event (s) related to treatment with Astrazenec.a Covid- 19 Vaccine Vial 
Contains 10 Doses Of 0 . 5ml : pelvic deep vein ~h:-ombosis and pulmonary embolism . 

For regulatory reporc1ng purposes , if an event i s spontaneousl y reported , ac least a reasonable possibility of a 
causal relation.ship is implied by the reporter, even if the relationship is unknown or unstated . 

The Astr-a - Zeneca COVl0- 19 Vaccine is an AstraZeneca Canada Inc . product. authorized under the Interim Order 

Summary of follow-up informacion received by AsttaZcneca 21-Nov-2021 , a spontaneous report bas been r eceived from 
the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via consumer: New reporter regulatory authority was 
added . frequency was updated in product tab . Associated case ID added in case tab. Narrative updated . AUTOPSY 
DETERMINED CAUSE OF DEATH: PllLMONARY EMBOLISM '11TH PELVIC DEEP VEIN TliROMBOSIS AUTOPSY DETERMINED CAUSE OF DEl\TH: 
PULMONARY EMBOLISM WITH PELVIC DEEP VEIN THROMBOSIS 
The Astra - zeneca COVID- 19 vaccine is an Astraze-neca Cc1nada lnc . product aut.ho.rized under the Interim Order . 

Reporter's comments (B.S.2) 

MedDRA ver-sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04336566 (1) 
Pulmonary embolism and Deep vein thrombosis (reported as PELVIC DEEP VEIN THROMBOSIS) are not listed 1n company 
core data sheet of AZD1222 . Due to limited information on the baseline characteristics of the patient,, 
cir cumstances leading to the events ,coroplete clinical course and management, relevant detajls on medical history 
(any history of diabetes, thromboembolic episodes in the past and any history of deep vein thrombosis at other 
sites) , personal and family history of the patient, concurrent disease-s , r isk factors ( smoking, SE!dentary life 
style and obesity) , etiological and complete diagnostic work up (compl@t~ blood picture, coaqulation profile , 
lipid p=ofile , pulmonary angiogram, venous doppler, electrocardiogram and echocardiogram) the evaluation did not 
find evidence to suggest a causal relationship between the events and the vaccine AZD1222 . 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) (B.3.1.3) 

Rosults of tosts and proceduros (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1o.1) Episode name (B.1.7.1o.2) 

26. 0 Pulmonary embolism 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA ve·rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Deep vein chrombosis 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedDRA version (B.1.81.1) In dication (B.1 .81.2) 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

title name 

PRIVA.CY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

Reporter city (A.2 .. 1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOl~N CANADIAN flEALrH A.UTHORITY 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) IQualiflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

Reporter department 

Reporter state (A,2.1.2e) 

!
Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Confidentia l 

(A.2.1.2b) 

l:Quallflcatlon (A.2.1.4) 

Consumer/other- non health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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I ATIA-19(1) 

Bonjour, j'ai rec;:u un courriel de la part de Mme Michelle Seguin suite a ma declaration init iale. On me 

demande de preciser certains details ce que je vais tenter de faire ici mais je n'ai pas les reponses a 
certaines de vos questions. 

Question: Tout traitement medical que mon pere a rec;:u apres !'apparition de l'effet indesirable? 

Reponse : Mon pere n'a rec;:u aucun traitement medical apres son deces. II est decede dans la nuit du 

Ma mere l'a trouve inconscient le matin. Elle a appele les 

ambulanciers qui lui ont fait les manceuvres cardiaques. Selon eux, ace moment la ii avait encore une 

pression et ils disaient que selon eux ce serait neurologique done peut-etre un AVC. Arrive a l'hopital ii 

est decede. 

Quest ion : Les resultats de toute enquete medical es (le cas echeant) avant son dee es et /ou diagnostic 

clinique au sujet du AVC soupc;:onne? 

Reponse: Tel que meintionne, aucune autopsie n'a ete faite compte tenu de son age done ii n'y a aucune 

enquete medicale avant OU apres. 

Question: Est-ce qu'un specialiste / md a pose un diagnostic d'accident vasculaire cerebral (AVC)? 

Reponse: Non malheureusement. 

Question : L'information au sujet du lieu du deces demon pere? 

Reponse : II est decede a l'h6pital 

II n'y a malheureusement aucune autopsie done je sais qu'il est difficile d'evaluer ce cas. Toutefois, ce 

que je peux dire est que mon pere avait fait un bi Ian sanguin peu de temps avant et tout eta it normal. 

Aucun diabete, aucun cholesterol, etc. 

II etait vieillissant mais n'avait aucun antecedent de maladie cardiaque/avc. II prenait des medicaments 

pour controler le parkinson, pour la depression et, entre autre, pour la prostate. J'ai deja fourni 

precedemment la liste des medicaments qu'il prenait. 

Pour plus d'informations, vous pouvez contacter l 'hopital pour obtenir son dossier €t/ou son Md de 
famille: D 

Safety Report ID: CA-DHPR-20210414120458_3786 

Type of Report: Suivi 

HC Ref. No 

Reporter File No.: 

Transmission Date: 20210414 

First Name 

Last Name: 

Telephone: 
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I ATIA- 19(1) I 

Ext.: 

Address 

City. 

Province/Territory-

Postal Code: -

Email address 

Organization: 

Reporter Type: Consommateur ou autre non-professionnel de la sante 

Patient ID: 

Age: 89 Annee(s) 

Sex: Homme 

Height: 155 cm 

Weight : 55 kg 

Med History: non fumeur 

Allergies: aucune 

Serious Death: Oui 

Date of Death: 2021-

Serious Life-Threatening: 

Serious Disability: 

Serious Hospitalization : 

Serious Congenital Anomaly: 

Serious Other: 

Serious Other Explain: 

Reaction 1 

Outcome: Decede 

Reaction Start Date: 
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Reaction End Date: 

Reaction Description: Deces 

Suspect Product 1 

DIN #/NPN #: A4H1K2 

Product Name: Vaccin Pfizer-Biontech 

Strength: 0 ml millilitre(s) 

Strength other: 

Dosage form: 0.3ml 

Manufacturer: Pfizer 

Lot#: 

Expiry date: 

Product start date: 

Product end date: 

Dose: 

Frequency: 

Route of administration: 

Route of administration - Other: 

Indication: 

Reported to Mfr: Oui 

Date reported to Mfr: 20210401 

Mfr Reference number: 

Drug action taken: lnconnu 

Dechal lenge: 

Rech al lenge: 

Concomitants: 

Test/Lab results narrative: 
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I ATIA-19(1) I 
Dawson, Dianne (HC/SC) 

From: 

Sent: 
To: 
Cc: 
Subject: 

Chere 

Seguin, Michelle (HC/SC) on behalf of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
2021-04-14 10:18 AM 

Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
Suivie par Sante Canada - Vaccin COVID-19 Pfizer-Biontech 

Nous vous remercions et accusons reception de votre declaration d'effet indesirable soumise au Programme 
Canada Vigilance le 12 Avril 2021, concernant le produit de sante : Vaccin COVID-19 Pfizer-Biontech. 

Veuillez recevoir nos sinceres condoleances pour vous et votre famille. Nous comprenons que cette situation 
doit etre difficile et nous apprecions le temps que vous avez pris pour partager cet evenement tragique. 

L'information que vous avez fournie dans votre declaration a ete enregistree dans la base de donnees du 
Programme Canada Vigilance sous le numero d'effet indesirable (NEI) 000945483. 

Par consequent de suivi d'evaluation par Sante Canada, le Programme de Canada Vigilance a identifie cette 
declaration pour un suivi. 

Canada Vigilance NO Clarification 
000945483 Veuillez SVP donnez toute information supplementaire concernant: 

(Date de reception • Tout traitement medical que votre pere a rec;:u apres !'apparition de l'effet 
[Sante Canada]): indesirable 
12/04/2021 • Les resultats de toute enquete medicale (le cas echeant) avant son deces et 

/ ou diagnostic clinique au sujet du AVC soupc;:onne; 

• Est-ce qu'un specia liste/ medecin a pose le diagnostic d'accident vasculaire 

cerebral (AVC) 

• L'information au sujet du lieu du deces de votre pere (l'hopital/domicile) 

Veuillez indiquer le numero de reference de Sante Canada si vous voulez fournir des renseignements 
supplementaires au sujet de cet incident. Nous vous invitons a fournir plus de detai ls afin de rencherir 
!'information en lien avec votre declaration en utilisant !'application de declaration en ligne disponible pour 
declarer un effet secondaire. S'i l vous plait, assurez-vous de selectionner !'option de« suivi » et bien inscrire 
votre NEI (000945483) aux champs ci-dessous: 

1 
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Une reponse dans les meilleurs delais serait grandement apprecie pour !'evaluation de ce cas. 

Encore une fois nous souhaitons vous transmettre nos sinceres condoleances. N'hesitez pas a contacter le 
Programme Canada Vigilance si de plus amples informations vous sont necessaires. 

Merci de votre collaboration, 

Michelle Seguin 

Sante Canada 

Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Information Specialist/ Specialiste de \'information sur !es effets indcsirables 
Marketed Health Products Directorate I Direction des prodLtits de sante commercialises 
Health Products and Food Branch I Direction gcnerak des produits de sante et des aliments 
Health Canada I Sante Canada 
Jeam,c Mance Building I Immeuble Jeanne Mance 8th floor, Room/Piece 808D 
ZOO Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario K1A 0K9, A.L. 1908C 
Telephone I Telephone (613) 793-5750 
Facsimile I Telecopieur (613) 957-0335 
michcllc.~cgu in@canada.ca 
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ATIA - 19(1) 

lcanada Vigilance AER#: 1000945483 (1) 

Canada Vigilance HC Latest Received Date: 
20210414 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210412 
CCHMM.DD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- DHPR- 20210412145858 _ 26367 () 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada Canada 
1-------~--~--~---'-------~'--------~----1 

Type of report 

~ponlancoue 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

Additional documents? (A.1.8.1) 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Company number (A.1.10.2) 

Other case identifiers in previous transmission? (A.1.11) 

Duplicate Source(s) (A.1.11.1) 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2 ) E2B_03986299 

Report nullification? (A, 1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Community -

Male Centimet er 

(8.1.2.1) Age group 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(8.1.1.la) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/b1rth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

55 Kilogram 

Onset Age (B.1 .2.2I 

89 Years 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

lozinameran 

Country drug obtained (B.4.k.2.3) Batch/lot no. lt>.4.k.3) 

A4H1K2 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

.3 ml 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021-
CCY 

Start period (B.4.k.13.1) 

3 Days 

Action(s) taken with drug (B.4.k..16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k..18.1 a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000945483 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FINASTERIDE 

Active Substance names (B.4.k.2.2) 

finasleride 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000945483 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PANTOPRAZOLE 

Active Substance names (B.4.k.2.2) 

pantoprazol e 

country drug 01>ta1nee1 (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,764 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: 1000945483 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant AURO-MIRTAZAPINE OD 

Active Substance names (B.4.k.2.2) 

mirtazapine 

country arug 01>ta1nea (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000945483 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant APO-LEVOCARB 

Active Substance names (B.4.k.2.2) 

carbldopa 
levodopa 

country arug obtained (B.4.k.Z.:l) Batch/lot no. (8.4.k.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admln istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000945483 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TAMSULOSIN CR 

Active Substance names (B.4.k.2.2) 

tamsulosin hydrochloride 

Gountry drug 01>ta1nee1 (B.4.k.2.:J) Batc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: 1000945483 (1) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TEVA•LOPERAMIDE 

Active Substance names (B.4.k.2.2) 

loperamide hydrochloride 

country drug 01>ta1nee1 (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02132591 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administr ation (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlntstratlon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 
-

MedDRA version (B.4.l<.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

SELON LES AMBULANCIERS CE SERAIT NEUROLOGIQUE DONC PEUT-ETRE UN AVC 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (8.2.i.1.b) 

Neuro logic disorder NOS 

Reaction/event MedDRA term (PT) (B.2.I.2.b) 

Nervous system disorder 

Start Date (B.2.1.4) End Date (B.2.1.5) 

2021-

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

3 Days 

Reaction/event as reported by primary source 

DONC PEUT- ETRE UN AVC 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.I.2.a) 

Reaction/event MedDRA term(LL T) 

CVA 

Reaction/event MedDRA term (PT) 

Cerebrovascul ar accident 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2H) End Date (B.2.i.5) Duration 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

MA MERE L ' A TROUVE INCONSCIENT 

(8.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Unconsci ous 

Reaction/event MedDRA term (PT) 

Loss o f consciousness 

(B.2.1.1.b) 

(B.2.i.2.b) 

Term hlghtlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (B.2.i.8) 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 
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ATIA - 19(1) 

Case narrative (B.5.1) 

null 

Dhpr log details : 
Safety Report ID: CA-DHPR-20210412lq5858 26367 
Type of Report : Initiale 
HC Ref. No : 
Reporter File No . : 
Transmission Date : 20210412 
First Name: 

Last Name : 
T~lephone : 
Ext .· 
l\ddr<'ss: 
City :

Provl~ r-itor 
Postal Code : 
Emnil address : 
Or<;Janization : 
Reporter Type: consomrnateur ou autre nor,-pz:otes:sionn~l de la s~nt8 

Patient ID: 
Age : B9 Ann &e(s} 
Sex : Homme 
Height : 155 cm 
Weight : 55 kg 
Med ~i story: Vieilleese, historique de parki neon mais a evolution lente (medicaments di mi nuait de beaucoup 
sympt6mes}r depression , probleme de prostate 
Allergies : 

Serious Death : Qui 
Date of Death : 2◊2-
Serious Life~Threatening : 
Serious Disability : 
se~ious Hospitalization : 
Serious Congenital Anomaly: 
Serious Other : 
Serious Other EY-plain : 

Reaction 
Outcome : 
Reaction Start Date: 
Reaction End Date : 
Reaction Description : Mo o w~ce a eLe vaccine pcaur la Covic 202l d 16h30pm . ll est ensuite 
ctecede dans la nuit le 2021 . Aucune aut.opsie n 1 a ete faite mais selon les arnbulanciers ce serait 
neurologique done peut-etre un AVC . Il n'y a aucun antecedent de crise cardiaque ou AVC dans sa f~mille . Peut
etre n "y a t ' il aucun lien mais je voulais soumettre son cas pour recherches . 

Suspect Product 1 
DIN I /NPN # : i\4H1K2 
Product Name : vaccin Pfizer~Biontech 
Strength : 0 ml millilitre(s) 
Strength other : 
Dosage form : 0 . 3ml 
Manufacturer: Pfizer 
Lot I : A4HlK2 (? ) 

Expiry date : 
Product start date : 202tlllll 
!?roduct end date : 
Dose : 
Frequency : 
Rou te of administration : 
Route of administration - Other: 
lndication : 
Reported to Mfr : Qui 
Date reported to Mfr : 20210401 
Mfr Reference numbei: : 
Drug action taken : I neon nu 
Dechallenge : 
Rechallengc : 

Concomitancs : Voici la liste des medicaments qu ' il prenait 
- Finasteride 5mg (pour prostate) 
- Pantoprazole (40mg} (estomac} 
- Auro-Mirt.azapi (15mg) 
- Apo- Levocarb (25mg-100mg) 
- Tamsulosin Cr (0 . 4mg) 
- Teva- Loperamid (2mg) (au besoin si diarrhl§e) 
Test/Lab results narrHtive , 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 
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Canada Vlglla_n_c_e_A_E_R_#_: --~I 0_0_0_945483 (1) PageUl 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Unit (B.3.1<>) Normal low range {B.3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Parkinson ' s disease NOS 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Depression -
r ate 

Start date (B.1.7.1c) Continuing (B.1.7.1d) (B.1 .7.11) 

- -- -
Comments (8,1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Prostatic disorder 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

-
Comments (B.1 .7.19) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Non- smoker 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.19) 

Relevant medical history/ Concurrent condit ions text (B.1.7.2) 

VieillQ:sse ,. histori que de p a r:kinson mai s ci evolut i on lente (mC!di caments d i minuai t de bea ucoup syrnpt6mc~s ) , 
depression,. probleme de prostate 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.ac) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .s1.21 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .89.2) 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

I 
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ATIA - 19(1) 

MedDRA version 

Start date 1s .1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1 .10.7.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name IB.1.10.Ba) 

Drug start date (B.1.10.sc ) Drug end date (B.1.10.81) 

Med0RA version for Indication (8.1.10.81.1) Indication 10.1.10.81.21 

MedDRA version for reaction (B.1.10.ag.11 Reactions 1s.1.10.ag.2) 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter str eet (A.2.1.2c) 

IA.2.1.2d) (A.2.1.2e) 

IA.2 .1.21) (A.2.1.3) Qualification (A.2.U) Reporter country 

Canada Consumer/other non he.alth professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode IA.3.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

I Middle name (A.3.1.3d) Family name (A.3.1.3• ) 

State (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04337405 (5) 

Canada Vigilance HC Latest Received Date: 
20220606 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 

ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021708116 (6) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 

Type of report 

eponla.ncou:s 

MAH/Sponsor Initial Received Date MAH/Sponsor Latest Received Date (A.1.7) 
(A.1.6) 

20210611 20220602 
CCYYMMDD CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill el<pedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A, 1.10.2) 

CA-PFIZER IJIC-2021708116 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

H~alth can.ada 
BRISTOL-MYERS SQUIBB' COMPANY 
Health Canada 
BRISTOL-MYERS SQUIBB COMPANY 
PFIZER INC 
BRISTOJ.-MYERS SQUlBB COHPANY 
PFIZERJ.NC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

( l) E2B _ 04.369586 

Report null lflcatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZ&'.R 

Serious? (A.1.5.1} Serious 

Seriousness (A.1.5.2) 

Caused/prolonged 
Yes hospitalization? 

Results In death? Yes 

Disab II ngllncapacltating? No 

Life threatening? No 

Congenital anomaly/birth No 
defect? 

Other medically important 
No condition? 

Duplicate Case Identifiers (A.1.11.2) 

E2ll 04369581 
CA- BRISTOL-MYERS $QU!BB COMPAN -
BMS-021-125883 
CA-HEALTHC~.NVIG-E2B _ 04 9 4 303 6 

CA-BRISTOL-MYERS SQOIBB 
COMPANYBMS-2021-062888 
CA- PFiZER lNC- 202101624815 
CA- BRTSTOL- MYERS SQUtBB COMl'l\N~-

BMS- 2021- 064 624 
CA-PFIZER INC-202170811£ 

Reason for nulllflcation (A.1.13.1) 

Page: 1,774 of/de 2,140 
A2023000085 



ATIA-19(1 ) 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) Onset Age (B.1.2.2) 

102 Years 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

Hospital 
(B.1.1.1c) 

Investigation 
(B.1.1.1dl 

no. record no. record no. no. 

MedDRA version for cause (B.1.9.2,a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (fl.1.9.2.a) 

26 . 0 

MedDRA vel'sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (ll.1.~.Z.;i) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

Drug characterizat ion (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

tozinameran 

~ountry arug 0Dta1nea (tl.4.K.l.JJ 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Reported cause(s) (B,1,9.2,bl 

Balance .impaired NOS 

Reported cause(s) (B.1.9.2.b) 

Confused 

Reported cause(s) (B.U.2.b) 

Conges t ive heart fai l ure 

Reported cause(s) (B.1.9.2.b) 

Difficulty i n walking 

Reported cause(s) (B.1.9.2.b) 

Disease recurrence 

Reported cause(s) (B.1.9.2.b) 

Fati gue 

Reported cause(s) (B.1.9.2.b) 

Flui d reten t ion 

Reported cause(s) (B.1.9.2.bl 

Genera l physical heal ch detetiorati on 

Reported cause(s) (B.1.9.2.b) 

Increased blood pressure 

Reported cause(s) (l!,U.Z.b) 

Pulmona r y edema 

Reported cause(s) (B.1.9 .2.b) 

Sleepy 

Reported cause(s) (B.1.9.2.bl 

Swel ling of feet 

Reported cause(s) (8 .U.2.b) 

Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
6 DOSES OF 0.3 ML 

t1atcn11ot no. \IS.4 .K.JJ 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 04337405 (5) I Page*3 

Authorization/Application no.: 02509210 
Countiy of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021'11 
CCYYMMDO 

Start period (B.4.k.13.1) 

9090 Minutes 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4 .. k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (6.4,k,11l,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Drug end date (B.4.k.14) 

2021-
CCYYMMDD 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

9090 Minutes 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)levent (s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Balance impaireo NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Balance impaired NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Confused 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction i!SS8$Slld (6-4,k,18.1b) 

Confused 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Congestive heart failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k .18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k. 18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04337405 (5) 

Congestive heart failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k, 18,1b) 

Difficulty in walking 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Difficulty in walking 

Method of assessment (B.4.k.18.3) 

Global lnlrospectlon 

Reaction assessed (B.4.k.18.1b) 

Disease recurrence 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Disease recurrence 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Fatigue 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

General physical health deterioration 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

General physical health deterioration -
Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased blood pressure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Increased blood pressure 
- -

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Pagd4 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4,k.18.4) 

NIA 

-
Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

-
Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: 

MedORA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 
... 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04337405 (5) 

Reaction assessed (B.4.k.18.1b) 

Pulmonary edema 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pulmonary edema 

Method of assessment (B.4.k.18.3) 

Global Introspection 
-- --

Reaction assessed (B.4.k.18.1b) 

Sleepy 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Sleepy 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Swelling of feet 

Method of assessment (8,4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Swelling of feet 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Waler retention 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Water retention 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Weight gain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Weight gain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*5 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.lc18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 
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lcanada Vigilance AER#: le2s 04337405 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PERINDOPRIL 

Active Substance names (B.4.k.2.2) 

perindopril 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2017 
CCYY 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

prug Recur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Blood pressure high 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04337405 (5) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METOPROLOL 

Active Substance names (B.4.k.2.2) 

metoprolol 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2017 
CCYY 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

prug Recur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 AFib 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04337405 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant APIXABAN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosago text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2004 
CCYY 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11 a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04337405 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ELIQUIS FILM COATED 

Active Substance names (B.4.k.2.2) 

apixaban 

Gountry arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

2.5 Milligram,2 every 1 (Days) 

Dosage text (B.4.k.6) 

2.5 mg, twice daily 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Tablet 

Gestation period (B-4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20170130 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1504 Days 

Action(s) taken with drug (B.4.k.16) Did react ion recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (BA.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,782 of/de 2,140 
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lcanada Vigilance AER#: le2s 04337405 (5) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TIMOLOL MALEATE 

Active Substance names (B.4.k.2.2) 

timolol maleate 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

20150721 
CCYYMMDD 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16} 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a} 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 

Page: 1,783 of/de 2,140 
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lcanada Vigilance AER#: le2s 04337405 (5) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant OMNARIS 

Active Substance names (B.4.k.2.2) 

ciclesonide 

country drug 01>ta1ne<1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02303671 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

2 Dosage forms, 1 every 1 (Days) 

Dosage text (8.4.k.6) 

2 sprays, once daily 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20170605 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period {B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1378 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlst raHon? (B.4.k.17.1) 

Additional info (S.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 1,784 of/de 2,140 
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lcanada Vigilance AER#: le2s 04337405 (5) Page,121 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN D3 

Active Substance names (B.4.k.2.2) 

vitamin d3 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02496992 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

2000 IU (International Unit), 1 every 1 (Days) 

Dosage text (B.4.k.6) 

2000 iU, once daily 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20170609 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period {B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1374 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstraHon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04337405 (5) Page,nl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CALCIUM 

Active Substance names (B.4.k.2.2) 

calcium 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

500 Milligram.2 every 1 (Days) 

Dosage text (B.4.k.6) 

500 mg, twice daily 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20170610 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period {B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1373 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstraHon? (B.4.k.17.1) 

Additional info (S.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04337405 (5) Page,141 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RISEDRONATE 

Active Substance names (B.4.k.2.2) 

risedronate sodium 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02370239 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

35 Milligram, 1 every 1 (Weeks) 

Dosage text (B.4.k.6) 

35 mg, weekly 

Pharmaceutical form (8.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20170609 
CCYYMMDO 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1374 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlst raHon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04337405 (5) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACETAMINOPHEN 

Active Substance names (B.4.k.2.2) 

acetaminophen 

country arug 01>taInea (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

1 to 2 tablets. thrice daily 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Tablet 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20200629 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

258 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstrati-on? (B.4.k.17.1) 

Additional info (S.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment(B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.13.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

PERINDOPRIL ARGININE 

country arug 01>ta1nea (H.4.k.2.:J) 

le2s 04337405 (5) 

Medicinal product name (B.4.k.2.1) 

COVERSYL (PERINDOPRIL ARGININE] 

Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

2 Milligram, 1 every 1 (Days) 

Dosage text (B.4.k.6) 

2 mg, once daily 

Pharmaceutical form (8.4.k. 7) 

Tablet 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2019031 1 
CCYYMMDD 

Start period (B.4.k.13.1) 

734 Days 

Route of administration (B.4.k.8) 

MedDRA version (B.4.k.11a) 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11 b) 

Duration of drug Adm In (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.1&.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

FEET SWELLING 

(B.2.1.0) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (8,2.i.1 .b) 

s-..ielling of feet 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Pe :ripheral s .... •elling 

(8.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

202 -

!Reaction last time (B.2.1.7.2) [outcome 

Result (B.4.k.18.4) 

I Duration 

(8.2.i.8) 

(8.2.i.6) 
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ATIA - 19(1) 

Canada Vigilance AER#: E2B 04337405 (5) 
9090 Minutes 
1504 Days 
1378 oays 
1373 Days 9090 Minut.es Fatal 
1374 Days 

258 Days 
734 Days 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

FEET SWELLING 
MedDRA ve·rsion for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Disease recurrence 

MedDRA version for 
(B.2.1.2.o) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26. 0 Disease recurrence 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

202 -

Reaction first time (B.2.1,7.1) Reaction last time (B.2.1.7.2) l=ome 

9090 Minuc.es 9090 Minutes l 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

LACK OF BALANCE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Balance impaired NOS 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

react.ion/event term PT 

26 . 0 Bal ance disorder 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) !End Date fB.2.i.5) 

202-

Reaction first t ime (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

9090 Minutes 9090 Mi nut.es Fat.al 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

SLEEPIER 

MedDRA version for 
(B .2.i.1.a) React ion/event MedDRA term(LL T) (8.2.i.1.b) 

reaction/event term LL T 

26 . 0 Sleepy 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Somnolence 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2.1.4) IEnd Date (8.2.1.5) 

202 ~ 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

9090 Minutes 9090 Minutes ratal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

MORE DIFFICULTIES TO WALK 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1,b) 

reaction/event term LL T 

26 . 0 Difficul ty jn walking 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Gait disturbance 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

202 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

17730 Minutes 17730 Minutes !E'atal 

Reaction/event as reported by primary source (8.2.i.0) Current reaction 

CONFUSED 

MedDRA version for 
(B.2.1.1.a) I Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

I 

!Duration 

(B.2.1.8) 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Duration 

(8.2.i.81 

PageU 7 

(B.2.1.6) 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1 ) 

~ 

IE2B 04337405 Canada Vigilance AER#: (5) 
26 . 0 Confused 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Confusional stace 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

202-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

17730 Minutes 17730 Minutes Fatal 

Reaction/event as reported by primary source (B.2.1.0} Current reaction 

CONGESTIVE HEART FAILURE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Conge stive heart failure 

MedDRA version for 
(B.2.1.2.n) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Cardi dc failure congestive -
IEnd Date Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) (B.2.1.5) 

202■ 
Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0} Current reaeUon 

WATER ON HIS LUNG AND IN HIS BODY 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Pulmonary edema 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Pulmonary oedema 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

202-

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.i.O} Current reaction 

WATER ON HIS LUNG AND IN HIS BODY 
MedDRA ve·rslon for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Water retention 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Fluid rH.i.ntion 

Term hightlighted by the reporter? (B.2.i.3) Start Date 18 .2.i.4) IEnd Date (B.2.i.5) 

202-

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

!Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

BLOOD PRESSURE HAS BEEN ELEVATED INTO THE 160S 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Increased blood pressure 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Blood pressure increased 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4} IEnd Date (B.2.1.5) 

2021■ 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome 

Fatal 

I 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.8} 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.81 

Pagensl 

(B.2.1.6 ) 

(B.2.1.6} 

-

(B.2.1.6} 

(B.2.i.6) 

(B.2.1.6) 
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ATIA - 19(1) 

Canada Vigilance AER#: E28_04337405 (5) 
Reaction/event as reported by primary source (8.2.i.O) Current reaction 

GAINED SOME WEIGHT, APPROXIMATELY 10 POUNDS IN ABOUT ONE WEEK 
Med0RA version for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rslon for 
reaction/event term PT 

26 . 0 

(B.2.1.1 .a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Weight gain 

Reaction/event MedDRA term (PT) 

wei ght increased 

(8.2.1.1.b) 

(8.2.i.2.b) 

Term hlghtlighted by the reporter? (8.2.i.3) Start Date (8.2.i.4) End Date (8.2.i.5) 

202 -

Duration 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (8.2.i.81 

Fatal 

Reaction/event as reported by primary source 

WORSENING FATIGUE 

(8.2.i.O) Current reaction 

1------------- -- ---
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Fatigue 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Fatigue 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (8.2.1.5) 

202■ 
Durat ion 

Reaction first time (8.2.i.7.1) Reaction last lime (8.2.1.7.2) Outcome (8.2.1.8) 

Fatal 

Reaction/event as reported by primary source 
HEALTH DROPPED 

(8.2.1.0) Curront reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reactionlevent term PT 

26.0 

(B.2.i.1 .a) 

(B.2.1.2.a) 

Term hlghtlighted by the reporter? (8.2.1.3) 

Reaction/event MedDRA term(LL T) (8.2. i.1.b) 

General physical health deterioration 

Reaction/event MedDRA term (PT) (8.2.1.2.b) 

General physical health deterioration 

Start Date (8.2.U) End Date (8.2.1.5) 

202 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source (B.2.1.0) Past reaction 

MedDRA ve·rsion for 
reaction/event term LL T 

(B.2.i.1 .a) Reaction/event Med0RA term(LL T) 

26 . 0 ---- ----------!Swelling of l egs 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.1.2.a) Reaction/event MedDRA term (PT) 

Peripheral swelling 

Fatal 

(B.2.1.1.b) 

(8.2.1.2.b) 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8 .2.1.4) End Date (B.2.1.5) 

Reaction first time (8.2.1.7.1) 

Durat ion 

(8.2.1.8) 

PageU9 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(B.2.1.6) 
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ATIA-19(1) 

Canada Vigilance AER#: le2B 04337_4_0_5~ (5~)----------------~----P_a_ge,20 
This is a spontaneous report received from contactable consumer (patient 1 s daughter) and physician . 

A 102- year- old male patient r;:ecej.ved 6NT162b2 (6NT16262) , o n - 02l at 16 , 30 as dose l , s i ngle (l3atch/Lot 
number : unknown) at the age of 102 years intramuscular, in left arm for COVID- 19 immunisation . 'fhe patient's 
relevant medical history incl..uded: " Blood pressure high", start date : 2017 (ongoing) ; "AFib heart", start date: 
2017 {ongoing) ; " Feet swollen" (unspecified if ongoing) , notes: For few y@ars but they were able to manage it ; 
"Glaucoma" (unspecified if ongoing) ; "Suspect pneumonia" , start date : May20li (unspecified if ongoing) , notes : 
Chest X-ray was negative; "Weight loss" , start date : May2017 (unspecified if ongoing); ;'Osteoporosis", start date : 
Jun2017 {unspecified if ongoing) , notes: on treatment; "Cholesterol", start date : 1:985 (unspecified if ongoing),· 
"COVIO" (unspecified if ongoi llg), notes, r-1arch 7 (unspecified yea<); "Vein occlusion", start date , Jul20l5 
{unspecified if ongoing) ; "Peripheral arterial d isease .. (unspecified if ongoing) , notes : PAD; "Allergies are to 
shellfish" (unspecified if ongoing); "Non-smoker " (unspecified if ongoing) ; "Seldom uses EtOH" {unspecified if 
ongoing} ; " Foley cathet.er" (unspecified if ongoing) ; "Palpitation " (unspecified if ongoing) . Concomitant 
medications included: PERINDOPRIL oral taken for hypertension , start date : 2017 (ongoing) ; METOPROLOL oral taken 
for atrial fibrillation , stact date : 2017 (ongoing); APIXABAN oral, start date : 2004 (ongoing) ; ELIQUlS , start 
date; 30Jan2017; TIMOnIC, start date : 21Jul2015; OMNI\RIS , atart date ; 05Jun20l7; VITAMIN D3 , atart date; 
09Jun2017; CALCIUM , eta<t date, 10Jun2017; RISE:ORONAl'E , start dote : 09Jun2017; I\CEU1MINOPHEN, •tart dal<a: 
29Jun2020 ; COVERSY L (PERINOOPRIL ARGININ~J, start datec 11Mar2019. Past drug history included : Norvasc f o r 
Hypertension , reacticn(s) : "Leg swelling", notes: Tablet , Strength: 5 mg. Vaccination history included : ~luviral 
(Old formulation) , administration date: 01Nov2017 , when the patient was 98-year old , tor Immunization; Zostavax , 
admlnislrat.lon date : 01Nov20J 7, when Lhe pdtfonL wM 98-year-old, ror TmmunlzaLl on: td, administration date : 
21JuHOIS, when Lhe patlML was 96-yau-old, fo, lmmun1zar.lon; Fluzone htgh dose, a<lmintst,al i on u<>Le: 13Nov20I B, 
when the paLienl i...•as 99-yen.r-old , for rmmunization; Pneumo 23 , administration dale : Jul2012 , when tha pati~nt was 
93 years old, for Immunization. The patient received his first Pfizer vaccine on- 021. On ()21 (a week 
after receiving the vaccine) , the patient experienced feet swelling {swollen), lack of balance, and became 
sleepier which resulted in death and required emergency room visit . The swollen feet were something the patient 
had for few y ~ars j }but they were able to manage it. He was able to wa lk by himself, etc . He lived with his 
daughter . On ~021 , the patient ' s called his doctor to have h irn checked as he had swollen feet and was 
furniture surfing as he had like a lack of balance. The doctor said that he will see him~ 021. On- 021, 
his father had more and more difficulties to wa.lk and was sleepier and a bit confused too. So , the patient ' s 
daughter call@d th@ ambulance . At the hospital, th@ doctor said that the patient. has congestive. he.art. failu:::-@ , hQ: 
had water on his lung and in his body. He was given furosemide (LASIX) from-◊2L and dose was increased from 

021 ; metoprolol tartrate 25 mg l tablet 2 times dally frorn- 021 and amlodipine 5 mg 1 tablet once daily 
from 2021 and hold when blood pressure was less than 130 rnmHg . He stayed 1 week at the hospital ( frorn 

021 to- 0211 and finally passed away o n llllto21 . />.s o ~ 021, the patient ' s blood p:i:essuce has 
een elevat.ed into the 160s - 021) and he has had some edema an~ as gained some weight, approximately 10 

pounds in about one week and has endorsed in the past couple of days some worsening fatigue , prompting the patient 
to be b=ought into the e me rgency room evening after feeling greatly fatigued and noticing something wo~st 

21 ) , The patient's daughter was under the impression that after the vacci~e [ his health dropped,. and pushed 
him over the edge . The patient was hosp italized for all events frc~ 021 t 021. The outcome of the 
events was fatal . The patient died on 021 . It was not reported if an autopsy was performed. 

Follo'rJ- UP - 021) : Ne..,i information received ftom the same contactable consume r (patient 1 s daughter ) includes 
additional medical histot"y (glaucoma , suspect pneumonia, l.\1eight loss , osteoporosis , blood cholesterol abnormal, 
vein occlusion, peripheral arterial disease (PAD) , allergy ~o shellfish, non-smok~r and alcohol use), histor ical 
vaccine , additional concomitant medications (EL!QUIS, TIMOPTIC-XE, OMNARtS, VITAMIN D3 , calcium, risedronate from 
09Jun2017 , acetaminophen, COVERSY and '' dobetasol ' ') , past drug history, treatments received and subject ' s 
clinical course:. 

Follow-up (02Jul2021): This is a follow-up spontaneous report from a contactable physician, based on information 
received by Pfizer from Br15tol-Myers Squibb (Manufacturer control number : CA-BRISTOL-MYERS SQUIBB COMPANY
BMS-2021-061624) . 

This case was received vi a E'fizer lnc {Reference number : 2021764189) on 25Jun2021 and was forwarded to BMS en 
25Jun2021. This .spontaneous case was reported by a physician and describes the occurrence of DE.A.TH (Deceased ) in 
102-yea:::--old male pat.ient who received apixaban (Eliquis) tablet fo:::- Cerebrovascular accident prophylaxis . CO
SUSPECT PRODUCTS included tozinarneran (Pfizer Biontech Covid-19 Vaccine) for an unknown indication. The patient 
did not receive any prior vaccination and had no family history . The patient's past medical history inclLided 
"CholE 11 {1985) . The patient's past medical history included Allergy {Norvasc 5 mg Tablet : leg swelling at the age 

of 98 and shel 1 fish>, Nonsinok.. lcohol use (Seldom uses ETOH) , Palpitation, Hypertension, Cent.ta] retinal vein 
occlusion -Left - Occurred in June) and Foley catheter. On 30- Ja n- 2017, the patient started Eliquis (Oral} , 
2 . 5 milligram twice a day . In 021, the pntie-nt. started Pfizer Biontech Covid- 19 Vaccine (unknown route). 
DEATH occui:::red in- 2021 . The patient died iri- 2021 . The cause of d<:!ath was not reported. It i.s unknown if 
an aut.opsy was performed. For Eliquis {Oral) , the reporter did not provide any causality assessments. This case 
was linked to CA-BRISTOL-MYERS SQUIBB COMPANY-BMS-2021-062888 (E2B Linked Report) . 

BMS Medical evaluation comment : This patient had died due to unkno•1.1n reason. after apixaban therapy . Based on the 
limited intormation regarding medical history, autopsy reports, laboratory reports, treatment details, it cannot 
be ascertained that Che su.spect drug cont.ributed to the reported event. 

Information about lot/batch number cannot be obtained. No fu rther infoi:mation expected. 

Follow-up (27Aug2021): This follow- up is being submitted to notity that the lot/batch number for all doses is not 
available despite the follow-up attempts made . Fol low-up attempts have been completed and no further information 
i.s expected. 

Follow-up <27May2022) : This is a spontaneous follow-up report received from a contactable physician . Other Case 
Jdentifier<s): Cll- BRISTOL- MYE;RS SQUIB6 COHPANX- BMS - 2021- 064624 (BR1STOt- MYJ::RS SQUlSB CONPANX ) . 

Supplemental information was received on 19- May- 2022 from a Physician which included the following : Past therapy 
included Pn@umo 23 for immunization. Concomitant m@dications includ@d MQtoprolol; P@rindopril and Vitamin 03 . 

Follow-up (02Jun022} : This is a follow-up report combining information from duplicate reports 2021708116 and 
202101624815 . The current and all subsequent follow-up information will be reported under manufacturer report 
nurober: 2021708116 . Updated inEor-roatior~ : narrative informatj on . 
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ATIA - 19(1) 

Canad a Vigilance AER#: E28_04337405 (5) 
Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB,S.3b) 

Sender's comments (B.5.4) 

This pati ent d ied after receiving apixaban therapy . Patient als o g o t vaccinated for COVID- 19 . Based on the 
l i mited information available regarding the cause of death and .autopsy details , it cannot. be ascertained with the 
reasonable possibili ty that the s uspect could have caused the event . 

Unit (B,3.1o) 

Test date (B.3.1b) 

202. 
CC'tYMM 

Unit (B.3.1e) 

Test date (B.J.1b) 

202-
CCYYMM 

Unit (B.3.1e) 

lbs 

Normal low range (B,3.1,1) 

Test name (B.3.1c) 

Blood p res sure 

Normal low range (B.3.1.1) 

Test name (B.3.1c) 

We ight 

Normal low range (B.3.1.1) 

Results of tests and procedures (S,3.2) 

Patient Medical History (8.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1,7.1a.2) 

26 . 0 Blood pressure high 

Start date (B.1.7.1c) Continuing (B .1.7.1d) 

2017 
Yes 

CCYY 

Comments (B.1.7.1g) 

MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 APib 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

2017 
Yes 

CCYY 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26. 0 Swelling of feet 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Comments (B.1.7.1g) 

for few ye~rs but t he y were .:.ble to manage i t 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Glaucoma 

Start date (B.1.7.1c) Cont inuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pneumoni a 

Normal high range (B,3.1.2) More Info (B,3,1.3) 

No 

Test result (B,3.1d) 

160s 

Normal high range (B.3.1.2) More Info (B.3.1.3) 

No 

Test result (B.3.1d) 

Gained approximately 10 

Normal high range (B.3.1.2) More info (B.3.1.3) 

No 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 
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Canada Vigilance AER#: 

Start date (B.1.7.1c) 

201705 
CCYYMM 

Comments (B.1.7.1g) 

Chest X-rc1y was negat.ive 

MedDRA ve:rsion (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

201705 
CC'fYMM 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

201706 
CCYYMM 

Comments (B.1.7.1g) 

on treatment 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

1985 
CCYY 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26.0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

March 7 (unspecif ied year) 

MedDRA version (B.1 .7.1a.1) 

26 .0 

Start date (B.1.7.1c) 

20150 7 
CCYYMM 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

PAD 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.1g) 

MedDRA ve:rsion (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

IE2B 04337405 (5) 
Continuing (B.1.7.1d) 

Episode name (B.1.7.la.2) 

we i ght l oss 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Osteoporosis 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Blood cholesterol abnormal 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

COVID-19 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Venous occlusion 

Continuing (8 .1.7.1d) 

Episode name (B.1.7.1a.2) 

?eripheral arterial disease 

Continuing (B.1.7.1d) 

Episode name (B.1.7.la.2) 

Shellfish al l ergy 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

.Non- smoker 

Continuing (B.1.7.1d) 

End date (B.1 .7.1f) 

End date (B.1.7.11) 

End date (B.1.7.11} 

End date (B.1.7.1f) 

End date (B.1 .7.1f) 

End date (8.1.7.1f) 

End date (B.1.7.11} 

End date (B.1.7.11} 

I End date (B.1.7.1f) 
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Canada Vigilance AER#: 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 -
Start date (B.1.7.1c) 

-
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.19) 

MedDRA version (B.1 .7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

IE2B 04337405 (5) 

Episode name (B.1.7.1a.2) 

Al cohol use 

Continuing (8.1.7.1d) 

Episode name (B.1.7.1a.2) 

t='oley c at heter 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Pal pit ation 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Disease recurre nce 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Pul monary edema 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Fluid re t ention 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Swelling of feec 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Increased blood pressure 

Continuing (B.1.7.1d) 

I 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1 .7.11) 
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Canada Vigilance AER#: IE2B 04337405 (5) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Weight. gain 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Ba l ance impaired NOS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.1a.2) 

26 . 0 Sleepy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dilficui ty in i"alking 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7,1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 General physical health detorioration 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fatigue 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Confused 

Start date (8.1.7.1c) Continuing (B.1.7.1d) IEnd date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Congestive heart failure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

I 

(B.1.7.11) 

(B.1.7.1f) 

(B.1 .7.11) 

(B.1 .7.11) 

(B.1 .7.11) 

(B.1.7.11} 

(B.1.7.11) 

(B.1.7.11) 
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Drug name (B.1.8a) 

FLUVIRA[. [ INFLUENZA VACCINE rNACT SPLI T 3V ] 

Start date (B.1.Sc) 

201"11101 
CCYYMMDD 

Indication MedORA version 

26.0 

Reaction MedORA version 

Drug name (B.1.Bo) 

rLtJZONE HIGH DOSE 

Start date (B. I .Bc) 

2018 11 13 
CCYYMMDD 

Ind ication MedDRA version 

26 . 0 

Reaction MedDRA version 

Drug name 

NORVASC 

(B.1.8a) 

Start date (B.1.sc) 

Ind ication MedDRA version 

26 . 0 

Reaction MedDRA version 

v.26 . 0 

Drug name 

PNEllMO 23 

(B.1.8a) 

Start date (B.1.Bc) 

20120701 
CCYYMMDD 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

Drug name 

TD 

(B.1.8a) 

Start date (B.1.Bc) 

20150721 
CCYYMMDD 

Indication MedORA version 

26 . 0 

Reaction MedDRA version 

Drug name 

ZOSTAVAX 

(B.1.8a) 

Start date (B.1.Bc) 

20171101 
CCYYMNDD 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

(B.1.8f.1) 

(B.1.Bg.1) 

(B.1.8f.1) 

(B.1.8g.1) 

(8.1.Sf.1) 

(B.1.8g.1) 

(B.1.8f.1) 

(B.1.8g.1) 

(B.1.8f.1) 

(B.1.8g.1) 

(B.1.8f.1) 

End date (B.1.So) 

2{)171101 
CCYYMMDD 

Indication (B.1.sr.2J 

Immunization 

Reaction (B.1.sg.2) 

End date (B.1.Se) 

20 l 8l ll3 
CCYYMMDD 

Indication (B.1.8f.2) 

I rnmun i za tion 

Reaction (B.1.Bg.2) 

End date (B.1.Be) 

Indication 1s.1.sr.21 

Hypert.ension 

Reaction (B.1 .Bg.2) 

Swelling of legs 

End date (B.1.Bo) 

20120701 
CCYYMMDD 

Indication (B.1.8f.2) 

Immunization 

Reaction 1s.1.sg.2) 

E.nd date (B.1.Be) 

20150721 
CCYYMMDD 

Indication (B.1.sr.21 

Imn1unizatio n 

Reaction (B.1.Bg.2) 

End date (B.1.Be) 

20171101 
CCYYMMDD 

Indication (B.1.Bf.2) 

Irnmuni za tion 

Reaction (~.1.sg.Z) 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

- -
Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1 .10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Cons umer/othe i: non health pr.of essiona l 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 
PR1VACY 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.31 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.2.1.1d) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04347292 (1) 

Canada Vigilance HC Latest Received Date: 
20211018 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A567443fl 

Primary source country (AA .1) Occur country (A.1.2) 

Canada 
1-----------~-'------'-------~'--------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20210624 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211011 
CCYYM.'1D D 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority"s number (A.1.10.1) 

No 

Company number (A, 1.10.2) 

CA-AstraZeneca-2021A56744 3 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflADtiN HEAl,T~ AUTHORI!Y 
MC CANADA 
MAH 

AZP,ROD0 000 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

N"o 

Medically confirmed or f rom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

F. 

'20ZlA567443 
CA-Astra2eneca-2021AS674~3 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 
Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authori;;ation/application: Canada 

Structured dosage info (8.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Co111pany 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Clof blood 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Yes 
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Reaction/event as reported by primary source 

RARE BLOOD CLOTS 

(B.2.1.0) Current reaction 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LLT) 

reaction/event term LL T 

26 . 0 Cloe t,loo<i 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) 

reaction/event term PT 

26 . 0 Thrombosis 

(B.2.i.1 .b) 

(B.2.1.2.b) 

Term h ightl ighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fa tal 

Reaction/event as reported by primary source 

THROMBOSIS 

(B.2.i.0) Current reaction 

MedDRA version for 
(B.2.1.La) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Thrombos i s 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Thrombosis 

Term h ightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.51 

No 

Durat ion 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fata l 

(B.2.1.6) 

(B.2.i.6) 
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Case narrative (B.5.1) 

A ;;pontaneous report ha:9 been rece i ved from the regulatory author1 ty in Canada (CA.NAAT AN HEALTH AUTHORITY) via a 
consumer concerning a patienc. 

No medical history and no concomitant products were reported . 

The patient received Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0.5 ML {covid-19 vaccine nrvv ad 
(chadoxl ncov-19) ) 1 via intramuscular route and experienced rare blood clots (preferred term: Thrombo5is) and 
thrombosis (preferred term: Thrombosis) . 

The action taken for received Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of 0 . 5 ML was not arplicable . 
The patient died from the event of r are blood clots and thrombos i s . 

lt is not known whether an a~topsy was perform~d . The cause of d~ath was rare blood clots and thrombosis . 

The eventa experienced rare blood clots and thrombosis were considered serious (Death) by MC since the r~porte.r 
provided a fatal outcome . 

The company physician con5idered the r.-vent tare blood clots related to treatment w! th Astrazeneca Covid l'.I Vaccine 
Vi•l Contains 10 Doses Of 0.5 M~. 

Summary of follow- up information received by AstraZeneca 11- oct- 202L : Regulatory authority is added in the 
r eporter tab and new even t THROt•iBOSIS is adde-d in the event and death tab . Corrected Report 14-0ct-2021 : The batch 
number was removed . 

The Astra-Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order . 

For regulatory reporting purposes , if an event is spontaneously reported , at least. a reasonable possibility of a 
causal relationship is implied by the reporter , even if the relationship is unkn01.,.1n or unstated . CAUSE OF DEATH : 
RARE BLOOD CLOTS CAUSE OF DEATH: TIIROMBOSlS REPORTER'S COMMENTS : Adverse Reaction Report Number : E2B_04347292 
Latest P.ER Version Number : 0 
Initial Received Date : 29Jun2021 
Latest Received date : 29Jun2021 
Source of Report : MAH 
Market Autho~ization ~older AER Number : 2021A567443 
Type of Report : Spontaneous 
Rcportc= type : Consumer/othen: non heal th professional 
Serious report? Serious 
Death : Yes 
Life Threatening: No 
Disability: No 
Hospitalization : No 
Congenital Anomaly : No 
OLher Medically ImporLant Co~dilions : No 
Patient Information 
Age : -
Gender : -
Height : -
Weight : -
Report Outcome : Fatal 
Link Duplicate Report Information 
Record Type : No dupl icate or linked r eport . 
Link AER** * Number 
Product InEormation 
Product Description : ASTRAZE~ECA COVlD-19 VACCINE VIAL CONTAINS 10 DOSES OF 0 . 5ML 
Health Product Role : Suspect 
Dosage Form: -
Route of Administration : Intramuscular 
Dose : -
Frequency: -
Therapy Duration : -
lndication~s) P!'oduct used for unknown indication 
Advet:se Reaction Term Informa tion 
Adverse Reaction Term(s ) : Thrombosis 
MedDRA Version : v . 24 . 0 
Reaction Duration : -
The Astra - Zeneca COVl.D- 19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order. 

Reporter's comments (B.5.2) 
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Canada Vigilance AER#: le2B 043472_9_2_ (~1~>---------------~-----Page*S 
Adverse Reaction Report Number: : E2B_0434 7292 

Latest AER Version Nwnber : 0 
Initial Recei ved Date : 29Jun2021 
Latest Received date : 29Jun2021 
Source of Report : MAH 
Market Autho:::-ization Holder AER Number : 2021A567443 
Type of Rel?o.:-t : Spontaneous 
Reporter type : Consumer/other non health professional 
Serious report? Serious 
Death : Yes 
Life Threatening: No 
Disability: No 
Hospitalization : No 
Congenital Anomaly : No 
Other Medically lmportant Conditions: No 
?atient I nformation 
Age: -
Gen .. , 

MedDRA version for sender's d iagnosis 

Sender's diagnosis (B.5.3bl 

Sender's comments (8.5.4) 

(B,5.3a) 

Fatal events of thrombosis (reported as RARE B~OOD CLOTS) and thrombosis (reported as THROMBOSIS) are not listed 
in the company core data sheet of AZD1222 . The events could be in association with each other . Due to limited 
information on further clarification of the events , circumstances leading to the events , administration date of 
AZ012 22, onset date of the eventa, baseline heal th condition befo~e vacci nation especjal ly ca~diovascvLat status, 
clini cal course, treatment details, underlying comorbidities, past and current medical history, family history, 
concomitant medications , risk factors (smoking, obesity, sedentary lifestyle, diabetes , dyslipidemia , coagulation 
disordcrs l r date of doath, autopsy report , etiologic and diagnostic workup (detailed history , clinical 
examination, complete blood count , D dimer levels, coagulation profile, relevant imaging studies) , the evaluation 
did not find evidence to suggest a causal relationship between the events and AZD1222 . 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Normal high range (B.3.1.2) More Info (B.3.1.3) 

Results of tests and procedures (8.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 , 0 Clot blood 

Start date (B,1.7.1c) Continuing (B,1.7.1d) 
I End date (B.1.7.11) 

Comments (B,1,7,19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26. 0 Thrombosis 

Start date (B,1.7, 1c) Continuing (B,1.7.1d) 
I End date (B,1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8 .1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81,1) Indication (B.1.81.2) 

Reaction MedDRA version (B,1.89.1) Reaction (B,1.89.2) 

I 
I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

- -
Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1 .10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PR! VACY 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

(A.2.1.1d) 

CANADIAN HEALTH AUTHORITY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.Ubl 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

Confident i al 

(A.2.1.2bl 

Qualification (A.2.1.4) 

Consume r/other non health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04369581 (1) 

Canada Vigilance HC Latest Received Date: 
20220527 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- BRISTOL-MYERS -SQUIBB COMPANY- BMS-2021.- 064624 (1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canad~ 
1-----------~----'--~-~---~~~-~----1 

Type of report 

epontancoue 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2021-
CCYYI-IMDD 

Additional documents? (A.1.8.1 ) 

No 

20220519 
CCYYM11DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

CA-BRISTOL-MYERS SQUIBB COMPANY- BMS-2021-064624 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

BRISTOL- l>!YE!j_S SQUlBB COM?Al!V 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

(2) f.?.$_04369586, (2) !:28_04 933375, (2) t::2B_04369586, (2) £28_04369586 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAii - BRISTOL-MYERS SQUJBB 

Date of birth (8,1.2.1) Age group (8.1 .2.3) 

C:ldezly 

Gestation Period (8.1.2.2.1) LMP date (B.1.6) 

GP medical record 
(B,1,1,10) 

Specialist 
(B,1,1.1b) 

Hospital 
no. record no. record no. 

Duplicate Case Identifiers (A.1.11.2) 

Ch-BRISTOL- MYERS SQU IBB COMPI\NY
BMS- 2021- 064624 

Reason tot null1fication (A.1.13.1) 

Onset Age 

102 Years 

(B,1,1,1c) 

(8,1 .2.2) 

Investigation 
no. 

(B,1,1,1d) 
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lcanada Vigilance AER#: le2s 04369581 (1) Pagenl 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect APIXABAN 

Active Substance names (B.4.k.2.2) 

apixaban 

Gountry arug 01>ta1nea (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Canada Unknown 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

2.5 Milligram, 1 every .5 (Days) 

Dosage text (B.4.k.6) 

2.5 milligram, bid 

Pharmaceutical form (B.4.k.7) 

Tablet 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

20170130 
CCYYMMDD 

Start period (B.4.k.13.1) 

4 Years 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recun ence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

26.0 

Drug React.ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Reporter 

Route of admin istrat ion (B.4.k.8) Parent route of admin (B.4 .k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Cerebrovascular accident 
26.0 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Death 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

No Information 
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lcanada Vigilance AER#: le2s 04369581 (1) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect TOZINAMERAN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada Unknown 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8 .4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

202106 
CCYYMM 

Start period (B.4.k.13.1) 

1 Days 

Action(s) taken with drug (B.4.k .. 16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur.ranee (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

26.0 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Reporter 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date (B,4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Death 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Globaf Introspection 

Reaction assessed (B.4.k.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Not Related 

Result (B.4.k.18.4) 

No Information 
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lcanada Vigilance AER#: le2s 04369581 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METOPROLOL 

Active Substance names (B.4.k.2.2) 

metoprolol 

country drug 01>ta1nee1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

12.5 Milligram, 1 every .5 (Days) 

Dosage text (B.4.k.6) 

12.5 milligram, bid 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period {B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Oral 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstratlon? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k, 18, 1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04369581 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PERINDOPRIL 

Active Substance names (B.4.k.2.2) 

perindopril 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

2 Milligram, 1 every 1 (Days) 

Dosage text (B.4.k.6) 

2 milligram, daily 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period {B.4.k.13.2) 4.k.15) 

Did reaction recur on readminlstration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k, 18, 1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA - 19(1) 

lcanada Vigilance AER#: 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

vitamin d3 

country arug 01>ta1nea (H.4.K.:l.:J) 

Canada 

le2s 04369581 (1) 

Medicinal product name (B.4.k.2.1) 

VITAMIN D3 

Hatc1111ot no. {tS.4.k.3) 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02496992 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK, daily 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.1 0) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

Oral 

MedORA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Pagenl 

Parent route of admin (B.4.k.9) 

Indication (B.4.k.11 b) 

Product used for unknown 
indication 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18,1 a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

DECEASED 

(8.2.i.O) Current reaction 

MedDRA version for 
(B .2.1.1 .a) 

reaction/event term LL T 

26 . 0 

MedDRA version for 
(B .2.1.2.a) 

reaction/event term PT 

26 . 0 

Term hightlighted by the reporter? 

Y@s 

Reaction first time 

4 rea rs 
l Davs 

(B.2.1.7.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Dea,h 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Death 

(B.2.1.3) Start Date (B.2.1.4 ) 

202-

IEnd Date (B.2.1.5) 

Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Result (B.4.k.18.4) 

I Duration 

(B.2.1.81 

(B.2 .1.6) 
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ATIA-19(1 ) 

received via Pfi:z.er Inc {Reference nwl\.ber : 20217641 B9 ) on - 2 021 and ,vas foniarded to BMS on 

This spontaneous case was r eported by a physician and describes the occurrence of DEATH (Deceased ) in 102-year- old 
male patient who received api.xaban (Eliquis) tablet for Cerebrovascular accident prophylaxis . 

CO- SUSPECT PRODUCTS included tozinameran (Pfi zer Biontech Covid-19 Vaccine) for an unknown indication . 

The patie nt did not recei ve any prior vaccination and had no family history. 

The patie n t. 's past medical history included " CholE" (1985). 
The patient's past medical history included Allergy (Nor-vase 5 mg Tablet: leg swelling at the age of 98 and 
shellfish) , Nonsrnok~r, Alcohol use (Seldom uses ETOH), Palpitation, Hyp~rt~nsion, Central retinal vein occlusion 
(Left - Occurred in 15th June! and Foley catheter . 

On 30 ·Jan-2017 , the patient started El.iqui5 (Oral.I, 2 . 5 milligram t wice a day . In- 021, the patient starteu 
Pfizer Biontech Covid-19 Vaccine (unknown 1oute). DEATH occuued in- 2021 . Tt,e patient died in- ?02l . The 
cc1uaE! of death was not rf?porL.ed. lt is 1rnknown Lf an Jucopsy was petfor-med. 

For Eliquis {Oral) , the reporter did not provide any causality assessments. 

This case was linked to CA- BIUSTOI.-MYERS SQUJBB COMPANY- BMS- 202 I - 062888 (E2B Linked Report) . 

BMS Medical evaluati on comment : 'I'his patient had died du~ to unknown reason after: api.xaban therapy . Based on the 
limited information regarding rr.edical history, autopsy reports , laboratory reports , treatment details., it cannot 
be asce=tained that the su.spect drug contributed to the reported event. 

Supplemental information was r:eceived on 19- May- 2022 from a Physician which included the following : 

Pa.st therapy include d Pne umo 2 3 for immunization . Concomitant medications included Metoprc lol , Per indopril and 
Vitamin D3 . 

Reporter's comments (8,5.2) 

MedDRA version for sender's diagnosis (8.5.3a) 

Sender's diagnosis (8.5.3bl 

Sender's comments (8.5.4) 

This patient d ied after receiving apixaban therapy. Patient also got vaccinated for COVID- 19 . Based on the 
limi ted i nf ormation available .r;egarding the cause of death and autopsy deta i ls , 'it cannot be ascertained ·,,ith the 
reasonable possibility that ~he suspect could have caused the event . 

Unit (B.3.1eJ Normal low range (8,3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (8.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Drug hypersensi tivity 

Start date (8.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments (B.1.7.1g) 

Norvasc 5 mg Tablet: l eg swelling at the age of 98 and 

MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Al cohol use 

Start date (8.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments (B.1.7.1g) 

Se l dom uses ETOH 

Normal high range 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

(B.3.1.2) More info (B.3.1.3) 
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ATIA-19(1) 

~ 

IE2B Canada Vigilance AER#: 04369581 (1) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Retinal vein occlusion 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments (8,1 .7.1g) 

Left - Occurred i -

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pa l pitations 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.11.2) 

26 . 0 Non- t obacco user 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Bladder cat heterisalion 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

No 

Comments (B.1.7,1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Atrial fibri l lation 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

2017 
Yes 

CCYY 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hypertension 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments 1B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Food all ergy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Unknown 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

The patient did not receive any prior vaccination and had 
included "Chol£" I 19851 

End date (B.1.7.11) 

End date (B.1.7.1f) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11) 

no f ctmi ly history. The patient's 

I Page~9 

past medical history 
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Drug name 

PNEUMO 2 3 

(B.1.8a) 

Start date (B.1.Sc) 

20120721 
CCYYMMDD 

Indication MedORA version 

2 6 . 0 

Reaction MedDRA version 

E.nd date 1s .1.soJ 

CCYYMMDD 

(B.1.8f.1) Indication (B.1 .sr.2J 

Immunisation 

(B.1.8g.1) Reaction (B.1.sg.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1d1 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Bcl Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.Sf.1) Indication (B.1.10.Sf.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1.3) 

!
Qualification (A.2.1.4) 

Canada Physici an 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

(A.2.1.1d) 

Page: 1,819 of/de 2,140 
A2023000085 



Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04392144 (1) 

Canada Vigilance HC Latest Received Date: 
20211123 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A603088(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1------------'----'---~--'--'------"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210706 
CCYYMMDD 

Additional documents? (A.1.S.1.) 

No 

20211121 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca-2021A603088 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflADIAN al::AL1R 'AUTHORXn 
MC CANADA 
AZPRODOOOO 

Duplicate (D) I Link (L) Report number(s) (A.1.12) · 

(2) , (2) , (2) , 12) , 12) , (2) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - l\STRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(8.1,1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

e:w 04:,92144 

CA-AstraZeneca-2021A6030!38 

Reason for nullification (A.1.13.1) 

Onset Age 

52 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8.1.1.1d) 

Page: 1,821 of/de 2,140 
A2023000085 



Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 
Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authori;;ation/application: Canada 

Structured dosage info (8.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

Source·of assessment (B.4.k.18..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Drug use for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

THROMBOSIS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Thrombosis 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Thrombosis 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

BLOOD CLOTS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2 .1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Clot blood 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Duration 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

A spontaneous report has been received from the regulatory authority in Canada {CANADIAN HEALTH AOTHORtTY) via 
consumer . The report concerns a female patient of Unknown ethnic origin (age 52 years) . 

The patients past and current medical history were not reported. 

On an unknown date the patient received Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0.5ml . (covid-19 
vaccine nrvv ad (chadoxl ncov-19)) once/single admi nistration, via intramuscular route , for product use for 
unknown i ndication , 

On an unknown date, t.he patient. experienced thrombosi s {preferred t erm: Thrombosls), On a n unknown date, tbe 
patient experienced blood clots (preferr:ed term: Thrombosis) , 

It was not applicable if any action was taken with Astrazeneca Covid-19 Vaccine Vial Contains 10 Oose.s Of 0 . 5ml . 
(covid-19 vaccine nrvv ad (chadoxl ncov-19)) , 

The patient died froru the event of thrombosis and blood clots on an unspecified date. 

It was not known r,,,•hether on ,utopsy was performed . The cause of dec1th was blood clots and thrombosis . 

The following events were considered serious due to death: thrombosis and blood clots , The following events were 
considered serious due to important medical event : thrombosis. 

For regulatory reporting purposes , if an event is spontaneously reported , at least a reasonable possibility of a 
causal relationshi p is j mplied by the reporter1 even if the re lat j onship was t . .mknoi.,m or unstated . 

The Astra- Zeneca COVID- 19 Vaccine was an AstraZeneca Canada Inc. product authorized under the Interim Order . 

Summary of follow-up information received by AstraZeneca/Medlrnmune on 21-Nov-2021 A spontaneous report received 
from the regulacory authority in Canada (CANADIAN HEALTH AUTHORITY) via consumer . Added regulatory authority in 
reporter tab , added indication for suspect , removed the lot no unknown, added strength and frequency, added event 
thrombosis . Changed the action taken from unknor,~m to not applicable as it was a fatal case. Added thrombosis in 
death tab and updated nacrative.CAUSE OF DEATH: BLOOD CLOTS CAUSE OF DEilTH: THR0MB0S15 
The Astra-Zeneca COVID-19 Vaccine is dn AstraZeneca Canadd I nc . product authorized under the I nt e rim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04392144 (1) 
Fatal e vent of Thrombosis (reported as BLOOD CLOTS and THROMBOSIS) is not listed in company core data sheet of 
AZO 1222 . Due to limited information on health status of the patient before vaccination, exact date of event 
onset and fatal outcome, date of vaccination, localiz:ation of thr ombosis , exact circumstances leading to t he 
event, concurrent conditions (chronic obstructive pulmonary disease, congest.ive he.a.rt failure , atherosclerosis) , 
concomitant medications , medical history (cardiovascular disease, deep venous thrombosis , traumatic injury, 
neoplastic diseas8 , t.hrombophilia ) , family h i story, risk fact.ors {st ress , smoking , d i abetes , hypertension , 
ar:-ythmia, hypercholesterolemi a) , detailed etiological and diagnostic workup (complete physical exam, complete 
blood profile including platelet count , fibrin D dimer test and complete coagulation panel , cardiac assessment , 
echocardiogram, relevant computerized tomography or magnetic resonance imaging, doppler ultrasound, and complete 
autopsyy report) 1 the evaluatior1 did not f ind evidence to suggest a causal r:elationship between the everit and 
AZ01222 . 

Unit (B.3.1e) Normal low rango (B.3.1.1) Normal high range (B.3.1.2) Moro Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Clot blood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombosis ---
Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11} 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedORA version (B.1.81.1) Indication (B.1 .st.2) 

Reaction MedORA version (B.1.8g.1) Reaction (B.1.ag.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Pagd4 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1 .1a) 
Reporter given 

IA.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVA.CY UNKNOl~N CANADIAN flEALrH A.UTHORITY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOvlN 

Reporter city IA.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UN~NOWH 

Reporter city (A.2 .. 1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

-
Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

UNKNOWN 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOh'N 

Reporter cit.y (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A..2.1.21) 

UNKNOh'N 

Literature reference(s) (A.2.2) 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

!
Reporter country (A.2.1.3) IQualiflcatlon (A.2.1.4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A,2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

Canada 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2&) 

UNKNOWN 

!

Reporter country (A..2.1.3) IQualiflcation (A.2.1.4) 

Canada 

(A.2.1.1d) 

(A..2.1.1d) 
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Canada Vigilance AER#: IE2B 04392144 (1) 
Study name (A.2.3.1J 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1 .1a) 

Reporter organization 

Reporter given 
name 

(A.2.1 .2a) 

Reporter str eet (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode IA,2.1.21) 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
name 

Reporter department (A.2.1 .2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) 

I 

Reporter family 
(A.2.1.1d) 

name 

Con£1dential - - - --

-

7-Reporter country 

lcanada 

!Qualification (A.2.1.4) 

!con3umer/0Lhel non he:alt.h pro!es_3_i_o_na_l __ _ 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1J 

-
Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.JcJ I Middle name 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) IMlddle name 

Street (A.3.2.Ja) 

City (A.3.2.31>) 

Postcode (A.3.2.3d) 

Tel no. (A.:J.2.31) 

Email address (A.3.2.Jt) 

Project No 

-
Observed study type (A.2.3.3) 

Organization (A.J.1.2) 

Title (A.3.1.3b) 

(A.3.1.3dJ Family name (A.3.1.38) 

State (A.3.1.4cJ 

Country code (A.3.1.4eJ 

Fax no. (A.3.1.4i) 

Organization (A.3.2.2aJ 

Title (A.3.2.2cJ 

(A.3.2.2eJ F amity name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.3e) 

Fax no. (A.3.2.31) 
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lcanada Vigilance AER#: le2B 04392144 (1) 

Do ument R the o 
Inf A ana um 'lt 
d1vul v ur I 
I' f anada 
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lcanada Vigilance AER#: le2B 044osss1 (1) 

Canada Vigilance HC Latest Received Date: 
20211018 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021845865 (21 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------'---------'--------'-------~--j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210706 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20211012 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021845865 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

lleallh Canada 
PFIZERINC 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B .1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenifal anomaly/birth 
defect? 

other medically Important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

0009UU98 
CA- PFIZER INC- 2021S45865 

Reason fot nullification (A.1.13.1) 

Onset Age 

85 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B .1.1.1d) 
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MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) Rep1>rted cau$e($) (B.1.9.2.b) 

26 . 0 Disease progression 

MedDRA version for cause (B.1 .9.2.a) Reported cause(s) (B.1.9.2.b) 

2 6 . 0 Diz.ziness 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Fall 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Malaise 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

76 . 0 P1 ost:.c1te c1"1 ncer 

Drug characterization (8 .4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

1,;ountry arug obtained (B.4.k.2.3) i,atcn/lot no. \8.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage info {B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start ~riod (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React.ion relatedness (B.4.k.18) 
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Canada Vigilance AER#: I E2B 04406581 (1) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Disease progression 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Dizziness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fall 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Malaise 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Prostate cancer 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

Relaled 

.Result (B.4.k.18.4) 

Unrelated 

the o 
ana um 'lt 
ur I 

anada 
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lcanada Vigilance AER#: le2s 044osss1 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ELIGARD 

Active Substance names (B.4.k.2.2) 

leuprolide acetate 

country drug 01>taIne<1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

30 Milligram 

Dosage text (8.4.k.6) 

30 mg 1 every 4 Months 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Prostate cancer 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

' "' 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k .18) 

MedDRA version (B.4.k .. 18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4 .. k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (8.2.1.0) Current reaction 

DI ZZI NESS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Dizziness 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26.0 Diz-;:iness 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) Reaction last time (8 .2.i.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.i.81 

(B.2.i.6) 
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Canada Vigilance AER#: le2s 044osss1 (1) 

FALL 

MedDRA ve·rsion for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Fall 

MedDRA version for 
(B,2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Fall -
Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.U) IEnd Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B,2.1.0) Current reaction 

MALAISE 
MedDR.A version for (B,2.1.1.a) Reaction/event MedDRA term(LL T) (B,2.1.1.b) 
reaction/event term LL T 

26 . 0 Mal aise 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Mal aise 

Term hightlighted by the reporter? (B,Z,i.a) Start Date IB,Z,i.4) IEnd Date (B,Z,i,5) 

Reaction first time (B.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome 

!'atal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DISEASE PROGRESSION 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26. 0 Di5ease progression 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Disease pr-ogress i on 

Term hightllghted by the reporter? (8.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

PROSTATE CANCER 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Prostate cancer 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Prostate cancer 

Term hightlighted by the reporter? (8.2.i.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5] 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.i.7.2) Outcome 

;"atal 

I 

I Durat ion 

(B.2.i.8) 

I Duration 

(8.2.i.8) 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.i.8) 

Page*S 
-

(B.2.1.6) 

(B,Z,i,6) 

(B.2.1.6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

Thi s i s a Non- Inter vent.i o nal Study report f r crn a contactable Consull\er and a contactable Other Heal th Pr o f essional . 
This is a report received from the Health Canada Regulatory Autho rity via an on - line database search . Regulatory 
authority report number 0009413098 . This information was initially reported to Health Canada on 19Mar2021 from an 
unknown Markat Authorization Holder AER# unspecified . 

An 85-year-old male patient received bnt162b2 (reported as COVID-19 VACCINE, Batch/Lot number was not reported), 
intramuscularly on an unspecified date as single dose for covid- 19 immunisation; leuprorelin acetate (ELIGARD, 30 
mg) , subcutaneously from an unspecified date to an unspecified dat.e, then from an u nspecified date to an 
unspecified date, bot.hat 30 mg 1 every 4 Months f or prostate cancer . The patient.'s medical history a:nd 
concomitant medications were not reported . The patient experienced dizziness , fall , malaise, disease p r ogression 
and prostate cancer on an unspecified date . The events were reported as serious , serious criteria was r eported as 
death. The action taken in response to the events for leuprorelin acetate was unknown. The patient died on an 
unspecifiect date. I t was not reported if an aut opsy was per formed. 

No f o llow-up attempt s are poss i bl e ; i nfo rmation about l ot/batch numbe r c annot be ob t a i ned. 

Follow-up ~120 c t 2021}: This is a ceport r eceived from the Health Canada Regulato ry Au t hority vi a an on-line 
ctatabase seorch. Regulat ory aut hori ty repor t number 000943098 . Th is information wos in i t ia l ly report ed t o Hoa lth 
CMada betwee11 19Mar2021 ond 03J u112021 from an 11nkno1<n Ma rket Authorization Holder . New information received t' rom 
a cont a c t abl e Ot.h~r He~l t h Pro f ess i onill i nc ludes : nei.,.• everH.s c-Jt se-ase p rogre.ssLon a.n-d p r osta t e cancet •.were added. 

The reporter's assessment of tho causal relationship of the events with the suspect product was not provided at 
the time of this report . Since no determination has been received , the case is managed based o n the company 
causality assessment . 

No follow- up attempts are possi ble, i nformation about lot/ batch number cannot be obtained . 
cov10- 19 Vaccine - Ma nufactur-er Unkno1,,,•n approved under Interim Order in Canada . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis 1s.5.3bl 

Sender's comments (B.5.4) 

'Based on temporal association, the causal relat.ionship between bnt162b2 and the events dizzine ss and malaise 
canno t be excluded . The event fall is no t considered t o be direc tly related to the suspect d r ug; it is most 
like ly due t o another eve nt or an external factor . The causal .re lationship of prostaLe cancer and disease 
progression is consider unrelated ; the status of pr ostate cancer , patient ove rall healLh condition as of 
vaccination day, and circumstances surrounding death we r e not r e ported. The informat.ion available in this report 
is limited and does not allow a medically meaningful assessment. This case will be reassessed once additional 
information becomes available . 
The impact of this report on the benefit/ risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for aafety evaluation, including the review and analysis of aggregate data for adverse events . ilny 
safety concern identified as part of this review, as well as any appropri ate action in response, wii11 be 
promptl y noti fied t o Regulator1· Author ities, Et.h i es Commi ttees , and tnvestigat or9 , as approp.tiate . 

Unit (B.3.1e) Normal low range (B.3.1.11 

Results of tests and procedures (B.3.2} 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Di sease progr essi on 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Prostate cancer 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Normal high range 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

(B.3.1 .2) More info (B.3.1.31 
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Canada Vigilance AER#: IE2B 04406581 (1) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dizz i ness 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fall 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.11.2) 

26 . 0 Malaise 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- - - - - - - - - - - - - -- -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date 1e.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication 10.1.st.2) 

Reaction MedDRA version 1e.1.sg.1) Reaction 1e.1.sg.2) 

Start date 1e.1.1O.7.1c) Continuing (B.1.1O.7.1d) End date (B.1.1O.7.11) 

Comments (B.1.1O.1.19) 

Relevant medical history I Concurrent conditions text (B.1.1O.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.1O.8a) 

-
Drug start date (B.1.1O.8c) Drug end date (B.1.1O.8e) 

MedDRA ve·rslon for Indication (B.1.1O.81.1) Indication (B.1.1O.81.2) 

Med ORA version for reaction (B.1.1O.8g.1) Reactions (B.1.1O.8g.2) 

I Pagen 

I 
-
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Ot her health prof essi onal 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender A.3.1 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. IA,3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Othor st.udi es 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 044ossa1 (1) 

Do ument R the o 
Inf A ana um 'lt 
d1vul v ur I 
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ATIA-19(1) 

lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A615259fl 

Primary source country (A.1.1) 

Canada 

Type of report 

epontaneoua 

le2B 04410194 (O) 

HC Latest Received Date: 
20210713 
CCYYMMDD 

HC Initial Received Date: 20210713 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.s:1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210709 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210709 
CCYYM.'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca- 2021A615259 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

MC Canada 
Ai',!>ROD000() 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

(l 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - ASTRAZENECA 

UNKNOWN Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- Astrazeneca-2021A615259 

Reason fo·r null1ficatlon (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

UNKNOWN 

Holder and authorization/application no. of drug (B.4.k.4) 

Aulhorizatio n/Application no.: 0251084 7 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) 

-
Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 
- -- - ·----

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26.0 indication 

Drug end date {B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

DIED 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

A spontaneous report has been received from a con::;umer. The repo1.t concerns a male patient (age not. provided) of 
Unknown ethnic origin . 

No medical history was reported. 

No concomitant products were reported . 

The patient received Astrazeneca Covid- 19 Vaccine Vial Contains 10 Doses Of 0 . 5ml . (covid- 19 vaccine n rvv ad 
(chadoxl ncov-19)) (batch number UNKNOWN) 0 . 5 ml , via intr amuscular route , on an unknown date . 

The patient died (MedDRJli. PT : Death) on an unspecified date. 

It is not known whether an autopsy was performed. The cause of death was d i ed . 

Additional description Of th:a, event{s) was ,s follows : consumer knows only of women who got blood clots but she 
actually knows of 3 men who died . 

The event was considered serious (death) . 

CAUSE OF DEATH : DIED 
The Astra - Zeneca COVID- 19 vaccine ie an Astcazeneca Canada lnc . product authorized under the Interim Order. 

Reporter's comments (B.5.2) 

MedDRA vef sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

This case report. concerns a male pat.ient with reported fatal outcome (PT : death) in association with AZD 1222 . 
Cause of death was reported as died. Due to limited information regarding patient.'s age , date of vaccination, 
date of death , baseline health condition before vaccination, relevant patient 's and family history , concu rrent 

diseases , concomitant rnedica~ions, ,iss facto,s and in the atsence of an aytopsy .epo,t, the evaluation did not 
f ind evi dence to suggest a causal Lelationsh jp between the event and AZD 1222 . 

Unit (B.3.1e•) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1,7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments IB,1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range {B.3.1 .2) 

I End date (B.1.7.11) 

More info (8.3.1.3) 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s.1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

End date (B.1.10.1.11) 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
PRIVACY 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

Literature reference(s) 

Study name (A.2.3.1) 

Sponsor Study no. 

(A.2.1.2f) 

(A.2.2) 

(A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

PR! VACY 

(A.2.1.2b) 

Qualification (A.2.U) 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

UNKNOWN 

(A.2.Ub) 

Qualification (A.2.1.4) 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Confident i al 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3) Qualification (A.2.1.4) 

(A.2.1.1d) 

(A.2.1.1d) 

(A.2.1.1d) 

Canada Consume r /other non health professional 

Project No 

Observed study type (A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04427654 (1) 

Canada Vigilance HC Latest Received Date: 
20211124 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZi,neca- 2021A6196H n 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1------------~---'-~----~'-------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? No 

20210712 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211121 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authoritY's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A619614 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflADIAfl HEALTH AUTHORITl 
MC CANADA 
AZPROD000() 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

() 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MJ\H - AS'rRAZENECA 

Date of birth (8.1.2.1) Age group (B.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(8.1.1.1a) 
Specialist 
record no. 

(8.1,1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authori;;ation/application: Canada 

Structured dosage info (8.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Dose Unknown0.5ml ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

--- ---
Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

BLOOD CLOTS 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Clot i;,loo<i 

Reaction/event MedDRA term (PT) 

Thrombosis 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

THROMBOSIS 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2 .1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Thrombosis 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Thrombosis 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

A spontaneous report had been received from the regulatory authority in Canada {CANADIAN HEALTH AOTHORfTY) via 
health professional concerning a patient of unknown gender (age not provided) of Unknown ethnic origin . 

Mo medical history was reported. No concomit.ant products were reported . 

The patient received Ast r azeneca Covid-19 Vaccine Vial Contains 10 Doses Of O.~ml (covid-19 vaccine nrvv ad 
(chadoxl ncov-19) ) Dose Unknown, 0 . 5 ml once/single administration, via intramusculcn- route , for product used for 
unknown i ndication on an unknown date . On an unknown date 1 the patient experienced blood clots (preferred term: 
Thrombosis ► 1 thrombosis (preferred term: Thrombosis) . 

Action taken wich suspect Covid- 19 Vaccine Vial Contc1.i ns 10 Doses Of 0. 5ml was not o;1.ppl icable . The pat.Lent died. 
from the event of blood clots and thrombosis on an unspecified date . 

The cause of death was blood clots and thrombosis . It was not known whether an autopsy was performed. 

The events blood clots and thrombosis were considered serious (death ) by Astrazeneccl (MC) . 

For regulat.ory reporting purposes1 if an event is spontaneously reported, at least ,a reasonable possibility of a 
causal relationship is implied by the report.er , even if the relationship is unknown or unstated. 

The Astra-Zeneca COVID- 19 Vaccine is an AstraZeneca Canada Inc. product authorized under the Interim Order . 

Summary of follow~up information received by AstraZeneca 21-NOV-2021 received via sapphire: A spontaneous report 
had been received from. the regulator:y authod ty i n Canada {CANA.Dr_!i.N HEALTH AUTHORITY) v i a heal th profe.S$ional , new 
reporter regulatory authority added, last n~me for reporter type other masked, indication and f~equency for 
suspect added, new event thrombosis adcied1 narrative updated . 
CAUSE OF DEATH ; BLOOD CLOTS CAUSE Of DEATH; THROMBOSIS BLOOD CLOTS - MEDICAL CONFIRMATION BY HEALTH ?ROFESSIONAL; 
Yes THROMBOSIS - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes 
The Astra-Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc. product authorized under the Interim Order . 

Reporter's comments (8.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4J 
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Canada Vigilance AER#: E28_04427654 (1) 
Fatal e vent. of Thrombosis with fatal outcome (death)is not listed in the company core data :sheet of AZD1222. Due 

to limited information on the baseline health characteristics of patient before vaccination, including patient 
demogt aphic details and date of vaccination, and futther citcumstances leading to the event , event details 
including date of onset , relevant medical and family history, concurrent d iseases and concomitant medications, 
risk factors , aetiological and complete diagnostic workup , and autopsy report , the evaluation did not find 
evidence to suggest a causal relationship b@t.ween event. and AZD1222 . 

Unit (B.3.1e) Normal low range (8 .3.1.1) Normal high range (B.3.1.2) More info (B.3.1.3) 

Results of t ests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Clot blood 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Thrombosis 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End date (B.1.Be) 

Ind ication MedDRA vers ion (B.1.81.1) Indication (B., .st.2J 

Reaction MedDRA version (8.1.Sg.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concu rrent conditions tex t (B.1.10.7.2) 

Pagd4 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.ac) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.a1.1) Indication (B.1.10.s1.2) 

MedDRA version for reaction (B.1.10.ag.1) Reactions (B.1.10.ag.2) 

the o 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

UNKNOWN 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

UNKNOWN 

Reporter organization (A.2.1.2•) 

Reporter str eet 

UNKNOWN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

CANADIAN HEALTH A UTHOR!TY 

(A.2.1.2b) 

Qu.ilification (A.2.U) 

Other heal t h professi onal 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

PR1VACY 

(A.2.Ub) 

Qu.ilification (A.2.1.4) 

Other he alth p rofessio nal 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state 

UNKNOWN 

(A.2.1.2e) 

Reporter country (A.2.1.3) 

Canada 

Project No 

Observed study type 

UNKNOv/N 

(A.2.1.2b) 

Qu.ilification (A.2.1.4) 

0Lher health profes s i onal 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04430265 (1) 

Canada Vigilance HC Latest Received Date: 
20211124 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A623920fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'----'-'--~--'--'-------"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabllngllncapacltating? 

Yes 

No 

20210713 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211121 
CCYY!-t"!DD 

List of documents held by send'er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A623920 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

ClltlAPtAN ~EAL7a AUTttORITY 
MC CANADA 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) , (2) , (2) , 12) , (2) , (2) , (2) , 12) , 121 , (2) , (2) , (2) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date (8.1.6) 

GP medical record 
(8.1.1.1a) 

Speclallst 
(B.1.1.1b) 

Hospital 
no. record no. record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

E:W 04430265 

CA·AstraZeneca-202JA623920 

Reason for nullification (A.1.13.1) 

Onset Age 

54 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8 .1.1.1d) 
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ATIA- 19(1) 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

2 6 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

Reported cause(s) (B.1.9.2.b) 

Cerebral venous t hrombosis 

Reported cause(s) (B.1.9.2.b) 

Fati gue extreme 

Reported cause(s) (8.1.9.2.b) 

Headache 

Reported cause(s) (B.1.9.2.b) 

He parin-induced thrombocytopeni a 

Reported cause(s) (B.1.9.2.b) 

Pla t ele t. count dec r eased 

Reported cause(s) (B.1.9.2.b) 

Subctural bleedi ng 

Reported cause(s) (B.1.9.2.b) 

ThrombocytopenLa 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2s 044302ss (1) 

Medicinal product name (B.4.k.2.1) Drug characterization (B.4.k.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (~.4.K.2.:J) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose 1 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

2021-
CCY~ O 

Start period (B.4.k.13.1) 

~atc1111ot no. {tS.4.k.3) 

Route of administration (B.4.k.8) 

Intramuscular 

MedDRA version (B.4.k.11a) 

26.0 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Pagen l 

Parent route of ad min (B.4 .k.9) 

Indication (B.4.k.11b) 

COVID-19 immunisation 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Did reaction recur on readmlnlstrati-on? (B.4.k.17 .1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 
PLATELET COUNT DECREASED 

(8,2.1.0) Currtnt ruellon 

MedDRA version for 
reaction/event terrn LL T 

26 . 0 

MedDRA version for 
reaction/event terrn PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hlghtllghted by the reporter? 

No 

Reaction first time (B.2.i.7.1) 

Reaction/event MedDRA term(LL T) 

Platelet count decreased 

Reaction/event MedDRA term (PT) 

Pla telet count decreased 

(B.2.1.3) Start Date (B.2.1.4) IEnd Date 

I Reaction last time (B.2.i.7.2) 

(8.2.i.1.b) 

(B.2.i.2.b) 

(B.2.1.5) 

!
Outcome 

Fatal 

Result (B.4.k.18.4) 

(B.2.i.8) 

(B.2.1.6) 
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Canada Vigilance AER#: I E2B 04430265 (1) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

CEREBRAL VENOUS THROMBOSIS 
MedDRA version for (B.2.1.1 .a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Cerebral venous thrombosis 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Cerebral venous tnrombosis 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

!
Duration 

NO 10 Days 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.i.7.2) Outcome (8.2.i.8) 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

THROMBOCYTOPENIA ---- --- -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Thrombocytopenia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Thrombocytopenia 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

!
Durat ion 

No 10 Days 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.8) 

Fata l 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

SUBDURAL BLEEDING 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Subdura l bleeding 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Subdura l haemorrhage 

Term hightlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) I Duration 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

HEADACHES 
MedDRA ve.rsion for 

(B.2.1.1.a) Reaction/event MectDRA term(LL T) (B.2.1,1.b) 
reaction/event term LL T 

26 . 0 Headache 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Headache 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) IEnd Date (8.2.i.5) I Duration 

Jfo 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (8.2.1.81 

Fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

HEPARIN INDUCED THROMBOCYTOPENIA TEST POSITIVE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 HC!parin-induced thrombocyt.openia t.est positive-

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Heparin-induced thrombocytopenia test positive 

Term hlghtllghted by the reporter? (8.2.1.3) Start Date (B.2.i.4) !End Date (8.2.i.5) !Duration 

I Page*4 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(8.2.i.6) 

(B.2.i.6) 
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ATIA - 19(1) 

Canada Vigilance AER#: le2B 04430_2_6_5~ (1~>-----~------~---~ -----Page*S 
No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.a1 

Fatal 

Reaction/event as reported by primary source 
EXTREME FATIGUE 

(B.2.IJ)) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.i.1 .b) 

F"aLigue extceroe 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Facigue 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion (B.2.1.61 

No 

Reaction first time (B,2.1.7,1) (B,2.1.81 

Case narrative (B.5.1) 

A. spontaneous report had been received f rom the regulatory author-jty in Canada (CANADlAN HEAL1'1-1 AUTHORITY) via 
consumer . The report concerned a female patient of Unknown ethnic origin (age 54 years) _ 

No medical history was reported and no concomitant products were reported . 

The patient received Astrazeneca Covid-19 Vaccine Vial Contains 10 Doses Of 0 . 5ml covid-19 vaccine nrvv ad 
(chadoxl ncov-19) ) , Dose 1 via intramuSClllar route1 for covid 19 i.mmunisation on 021. 011 an unknown date , 
the patient e xper l enced platelet counL decr eased tprefe~red ter m: Platelet c ounc oecceo ed) . On an unknown date , 
the patient experienced cerebral venous thrombosis (preferred term: Cerebral venous thrombosis} . On an unknown 
date, the patient experienced thrombocytopenia (preferred term: Thrombocytopenia) . On an unknown date # the patient 
exper ienced subdural bleeding !preferred term, Subdural haemorrhage) , On an unknown date , the patient experienced 
headaches (preferred term: Headache}. On an unknown date, the patient experienced heparin induced thrombocytopenia 
test positive (preferred term: Heparin-induced thrcmbocytopenia test positive) . On an unknown date , the patient 
experienced e xtreme fatigue (preferred term: fatigue ) . Ten days post vaccination, patient presented with headaches 
and extreme fatigue. Hospital detected subdutal bleedj ng . Pati ent •..,ias trans(er red Le Neurology . LaboraLocy values 
were available. Scan was done showed deep cerebral vein th:rombosis with~ ot.s . Platelet count was done 
were at 10 . Anti PF4 (ELISA) was done r esult was: positive it deceased on - 2021 . 

Tho action taken with Covid-19 Vaccine Astrazeneca was not applicable . Patient received immunoglobulin . The 
outcome from the event of platelet count decreased, cerebral venous thrombosis , thrombocytopenia, su.bdural 
bleeding, headaches , heparin induced thrcmbocytopenia test positive and extreme fatigue was fatal. 

The patient died or 021. The ca use of death was platelet count decreased, cerebral venous thrombo5is , 
thrombocytcpenia, subdural bleeding, headaches, heparin induced thrombccytopenia test positive and extreme 
fatigue . It (,,•as not known whether an autopsy was performed. 

'l"he events wez:e considered serious (death , hospitalised and import.ant medical event). 

For regulatory reporting purposes , if an event is spontaneously reported , at least a reasonable possibility of a 
causal relation.ship is implied by the reporter, even if the relationship is unkno•,m or unstated. 

The Astra-zeneca COVID-19 vaccine is an AstraZenec a c~nada Inc . product authorized under the Interim Order . 

Summary of follow- up info rmat:ion received by AstraZeneca on 21 - NOV- 2021 via consumer from spontaneous report . 
Regulatory Authority was updated as first reporter with reporter?s Id E2B 04430265 . Indication was updated as 
covi d 19 immuni sation. As per company physici an event of anti pf4 elisa p:;sitive was updated as hepar in i nduced 
thrombocytopenia test. positive and event platelets 1<i'ere at 10 was updated as platelet. count decreased a nd all the 
events seriousness criteria was updated as death1 hospitalised and important med ical event . CAUSE OF DEATH : 
PLATELET COUNT DECREASED CAUSE OF DEATH: CEREBR/\.L VENOUS THROMBOSIS CAUSE Of DEATH: THROMBOCYTCPEN!A CAUSE Of 
DEATH: SUBDURl\L BLEEDING CAUSE OF DEATH: HEADACHES CAUSE OF DEATH : HEPARIN INDUCED 'T'HROMBOCYTOFF.NIA TEST POSITTVE 
CAUSE. OF DE:A'l'H : EX'TRE.M.E: FATI GUE Unstructured Test Result (Test .ffcl) : Scan shor,,,•ed deep cerebral vein thr ombosis 

with several clots Lab Test ~l : 1006l498 Lab Test j2 : 10035525 Lab Test ti3 : 10059717 
The Astra-Zeneca COVID-19 Vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04430265 (1) 
Fatal e vents of Subdural hemorrhage and Heparin-induced thrornbocytopenia test positive are not listed in the 
company core sheet for AZD1222. fatigue and Headache are listed are listed in c ompany core data sheet of 
A.Z0l222 . However, since the event .... iex-e repor-ted with a fatal outcome, they are considered tmli.sted. Thrombos i s 
(E1referred term : Cerebral venous thrombosis) in combination with thrombocytopenia (.Preferred term: 
Thrombocytopenia and Preferr ed term: Platelet count decreased ) is listed in the company core data sheet of 
AZ01222 . However, since the events were reported with a fatal outcom@, it is considered unlisted . The QVenr.s 
could be in association with each other. Due t.o limited information o n the further clarification of the events , 
circumstances leading to che events , patients baseline health stat.us before vaccinatio n , relevant medical history 
(deep venous thrombosis , t raumati c injury, neoplastic disease , thrombophilia) 1 concurrent diseases {hypertension, 
d i abet es mellituss , infections, coagulati on diso,der.s) , concomi tant medi cations, risk factor s (prolonged 
immobilization, smoking , obesity) , etiological and complet.e diagnostic 1,.iork-up {full diagnostic laboratory panel , 
complete physical examination, cardiology examination, brain imaging , other relevant imaging studies) and 
complete autopsy report , the evaluation did not find evidence to suggest a causal ::-elationship between the 
events and the vaccine AZD1222 . 

Unit (B.3.1• 1 Normal low range (B.3.1.1) Normal high range (B.3. 1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

Platelet count 10 

Unit (B.3.1e) Nor mal low range (B.3.1.1) Nonnal high range (B.3.1,2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

Scan 
scan showed deep 
11,,j th 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 E-latelet count decreased 

Start date (B.1.7.1c) Continuing (B.1.7.1d) l nddate (B.1.7.11) 

- --- -- -
Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cetebral venous thrombos i s 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombocytcpenia 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.la.2) 

26.0 Subdural bleeding 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Headache 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 
I End date (B.1.7.11) 

More Info 

No 

(B.3.1d) 

More info 

No 

(B.3.1d) 

cerebral vein 

More info 

NO 

(B.3,1.3) 

(B.3.1.3) 

thrombosis 

(8.3.1.3) 

Page: 1,855 of/de 2,140 
A2023000085 



Canada Vigilance AER#: I E2B 04430265 (1) I Pagen 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hepar:i n- i.nduced thrornbocytopenia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 F'atigue extreme 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) I 
- - - -

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedDRA version (B.1.81.1) Indication (B .1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.ag.2) 

Start date 1s .1.10.1.1cJ Continuing (B.1.10.7.1d) End date (B.1.10.7.11) 

Comments cs.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (8.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date {B.1.10.sc1 Drug end date (B.1 .10.8e) 

-
MedDRA version for Indication {B.1.10.81.1) Indication (B.1.10.81.21 

-
MedDRA version for reaction {B.1.10.ag.1) Reactions (B.1.10.ag .2) 

Primary Source (A.2) 
Reporter 

{A,Z,1,1a) 
Reporter given 

(A,Z,1.1Q) 
Reporter middle 

title name name 

PRIVACY UNKNOWN 

Reporter organization (A.2.1.2a) Reporter department 

(A-2.1,1~) 

{A.2.1.2b ) 

Reporter family 
(A.Z,1,1~) 

name 

CAN/\DIAN HEALTH AUTHORITY 
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Canada Vigilance AER#: I E2B 04430265 (1) I Page*sl 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.1.2d) 

UNKNOWN 

Reporter postcode {A,Z,1.Zf) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRl Vl\CY - -
Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOWN -
Reporter city (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A,2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

-
Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.Za) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) {A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

Reporter organization (A.2.1.Za) 

Reporter street (A.2.1.2c) 

Reporter city (A.2. 1.2d) 

Reporter postcode (A.2.1.2f) 

--

Reporter state (A.2.1.2e) 

UNKNOWN 

!

Reporter country {A,Z,1.~) 

!
Qualification (A,2-1-4) 

Canada Physician 

Project No 

Observed study type (A.2.3.3) 

(A.2.1,1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN PRIVACY 

Reporter dep.artment (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNO\,JN 

!

Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

Canada 

Project No 

-
Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN UNKNOWN 

Reporter department (A.2.1.2b) 

Reporter state (A.2.He) 

UNKNOWN 

!

Reporter country (A.2.1.3 ) I Qualification (A.2.1.4) 

Canada 

Project No 

Observed study type (A.2.3,3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

Con!ident.i~l 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) 

!

Reporter country 

Canada !
:Qualification (A.2.1.4) 

Consumer/other non health professional 
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Canada Vigilance AER#: 
Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. jA,2-3.2} 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.la) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

City (A,3.1Ab) 

Postcode (A.3.1,4d) 

Tel No. (A.3,1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2.1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City (A,3,2.31>) 

Postcode (A.3.2.3d) 

Tel no. (A.3,2.31) 

Email address (A.:i.2.31) 

IE2B 04430265 (1) 

Project No 

Observed study type (A,2,3,3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1.41) 

Organization (A.3.2.:Z..) 

Title (A.3.2.2c) 

!Middle name (A,3.2.2e) Family name (A.3.2.21) 

State (A.3.2,3c) 

Country (A.3.2.3e) 

Fax no. (A.3.2.31) 

I Page*91 

Page: 1,858 of/de 2,140 
A2023000085 



ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04430487 (1) 

Canada Vigilance HC Latest Received Date: 
20211125 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A62388Sf) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'--------'------------'-------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20210713 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20211121 
CCYYl-1.'lDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Astrazeneca-2021A623885 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAPtAN l'!E:AL71l. AUTllORIT'{. 
MC CANADA 
AZPRODOOOO 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

(2) , {2) , (2) , 12) , (2) , (2) , (2) , (2) , 12) , (21 , (2) , (2) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

Date of birth (8.1.2.1) 

Gestation Period 

GP medical record 
no. 

(8.1 .2.2.1) 

(8 .1.1.1a) 

Age group (8.1.2.3) 

LMP date (8.1.6) 

Specialist 
record no. 

(8.1,1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

-2021A623885 

Reason for nullification (A.1.13.1) 

Onset Age (8.1.2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8.1.1.1d) 
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ATIA-19(1) 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

Reported cause(s) 

Afebrile seizure 

Reported cause(s) 

Consciousness loss 

Reported cause(s) 

(B.1.9.2.b) 

(B.1.9.2.b) 

(8 . 1 .9.2.b) 

Heparin- induced t.hrombocvtopenia test positive 

Reported cause(s) (B.1.9.2.b) 

Immune thrombocytopenia 

Reported cause(s) (B.1.9.2.b) 

lntracerebral hemorrhage 

Reported cause(s) (B.1.9.2.b) 

Platelet coun t decreased 

Reported cause(s) 

Thrombocytopeni.a 

(B.1.9.2.b) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s 04430487 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

MT0055 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510847 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose 1-Dose number: 1 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.1 O) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

Product used for unknown 
26,0 indication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202-
CCYYMMDO 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (8.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

AFEBRI LE SEIZURE 
MedDRA ve,rsion for 

(B ,2.i.1 .a) 
reaction/event terrn LL T 

26 . 0 

MedDRA version for 
(B.2.1.2.a) 

reaction/event term PT 

26.0 

Term hightli ghted by the reporter? 

No 

Reaction first t ime (B.2.1.7.1) 

Reaction/event MedDRA term(LL T) 

Afebrile seizure 

Reaction/event MedDRA terrn (PT) 

Seizure 

(B,Z.i,3) Start Date (B,2,i.4) IEnd Date 

I Reaction )ast time (B.2.1.7.2) 

(8.2. i.1.b) 

(B.2.1.2.b) 

(B,2,i,5) 

!outcome 

I Duration 

(8.2.1.8) 

(B,2,i,G) 
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Canada Vigilance AER#: E2B 04430487 (1) 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Cu.rrent reaction 

THROMBOCYTOPENIA 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 

reaction/event term LL T 

26 . 0 Thrornbocytopenia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Thrombocytopeni a 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) !End Date (8.2.i.S) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B,2.1.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.1.0) Current reacllon 

PLATELET COUNT DECREASED 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Platel et count decreased 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Platele t count decreased 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

No 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

VIIT 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Immune thrombocytopenia 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26.0 Immune thrombocytopenia 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

INTRACEREBRAL HEMORRHAGE 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 lnLracerebral hernorchage 

MedDRA ve·rsion for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Cerebral haemorrhage 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

CONSCIOUSNESS LOSS 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Consciousness loss 

MedDRA ve.rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 LO$S of coi,.sciousness 

I 

I Duration 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

Page*4 

(8.2.i.6) 

(8 .2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1 ) 

Canada Vigilance AER#: E28_04430487 (1) 
Term hightlighted by the reporter? (B.2.i.3) Start Date i B.2.i.4) End Date (B.2.i.S) Duration (B.2.i.6) 

No 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

:Fatal 

Reaction/event as reported by primary source 

BIT ASSAY RESULT POSITIVE 

(8.2.i.O) CurTent reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 .0 

(B.2.i.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Heparin- induced thrombocytopenia test pos1 tive 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Hep~rin-induced thrombocytopenia test positive 

Term hightlighted by the reporter? (B.2.i.31 Start Date iB.2.i.4) End Date /B.2.i.5) (B.2.i.61 

NO 

Reaction flrst time (B.2.1.7.1) 

Case narrative (B.5.1) 

A spontaneous report has beerI received from the regulatory authority in Canada (CANADIAN HEALTH AUTHORITY) via 
Consumer concerning a male patient {age not provided) of Unkno~~ ethnic origin . 

The patient.'s pa.st and current. medical history included hypertension (dates not reported) and gastroesophageal 
reflux disease (dates not reported). No concomitant products were reported. 

The patient. received AstraZeneca Covid-19 Vaccine Vial Contains 1 O Doses Of O. 5ml (covict- 19 vaccine nivv ad 
(chadoxl ncov-19 ) ) thatch number MT005S) , via intramuscular route , for product used for unknown indication on 16-
APR-2021 . On an unknown date , the patient e xperienced afebrile seizure (preferred term: Seizure) . On an unknown 
date , the patient experienced thrornbocytopenia (preferred term: Throm.bocytopenia) . on an unknown date, the patient 
experienced platelet count decreased (preferred term: Platelet counL. decreased). On afl unknown date, t.he patient 
experienced viit. (preferred term: Immune throw.hocyt.openia) . On an unkno•.m date, , the patient experienced 
intraccrebral hemorrhage (preferred term: Cereb!."al haemorrhage!) . On a n unknown date , the patient experienced 
consciousness loss (preferred term : Loss of consciousness) . Ori an unknown date , the patient experienced hit. assay 
result positive (preferred term: Heparin-1n:dL1ced thrombocytopen:ia test positive} . Laboratory data was available. 
on an unknown date tested HIT Assay and the result was positive. 

Action taken for AstraZeneca covid- 19 vaccine Vial Contains 10 Doses Of 0 . 5ml was not applicable . The patient died 
from the event of afebrlle seizure, throfl'bocytopen i a , platelet counL decreased , viit, intracerebral hemo.rrhage, 
consciousness loss and hi t assay result positive on - 2021 . 

It is not known whether an autopsy .,,as performed. The cause of death was afebrile s~izure, thrombocytopenia , 
platelet count decreased, viit, intracerebral hemorrhage , consciousness loss and hit assay result positive . 

The following events were considered serious due to death: afebrile seizure, thrombocytopenia , platelet count 
decreased, viit , intracerebral hemorrhage , consciousness loss and hit assay result positive. The following events 
were considered serious due to hospitalized: afebrile seizure, thrombocytopenia, platelet count decreased, viit, 
intracerebral hemorrhage, consciousness loss and hit assay result positive. The follow•ing events wer-e considered 
serious due to important medical event : afebrile seizure, thrombocytopenia , platelet count decreased, viit , 
intracerebral hemorrhage, consciousness loss and hit assay result positive. 

Fo:r regulaCory reporting purposes , if an event is spontaneously reported , at least a reasonable possibility of a 
causal relationship is implied by the reporter, even if the relationship is unknown: or unstated . 

The Astra - Zeneca COVID- 19 vaccine is an AstraZeneca Canada Inc . product authorized under the Interim Order . 

Sum.ma ry of follow- up information received by AstraZeneca 21 - NOV- 2 021 : A spontaneous report has been rec,ei ved from 
the rcgu lato!."y authoricy in Canada via consumer . Added R8gulatory Au thority as a reporter , QVent viit was added . 
Event seriousness criteria was updated . Minor correction 25-NOV-2021 : Platelet count decreased was deleted from 
the lab field as the values are not available .CAUSE OF DEF.TH : AFEBRIL!s SEIZURE CAUSE Of DlsATtl : THROMBOCYTOFEIIIA 
CAUSE DF DEATH : PLATELET COUNT DECREASED CAUSE OF DEATH: VIIT CAUSE OF DEATH : INTRACEREBRAL HEMORRHAGE CAUSE OF 
DEATH : CONSCIOUSNESS LOSS CA~SE OF DEATH: HIT ASSAY RESULT POSITIVE Lab Test 11 : 10050829 
The Astra- zeneca COVlD-19 Vaccine is an AstraZeneca Ca,Mda Inc . product authorized under t he Interim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bJ 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04430487 (1) 
Fatal e vents of seizure, cerebral hemorrhage, platelet count decreased, Immune thrombocytopenia , loss of 
consciousness , and heparin-induced thrornbocytopenia test positive are not listed in compa ny core data sheet of 
AZO 1222 . Thr ombocytopeni.a is listed i n the com.pany core data .sheet of A.Z01222 . Ho,,.·ever, since the event ..,,as 
reported with a fatal outcome, it is considered unlisted. Heparin-induced thrombocytopenia test. positive may be 
in associat:ion with thrombocy·topemia . Underlying, hypertension may be a concributor risk factor to the events 
seizure , cerebral hemorrhage , and loss of consciousness . Due to limited information regardinq baseline health 
conditions before vaccination, past med ical history of seizure, family history of epilepsy, concu:-rent conclitions 
(such as intracranial tumor , vascular disorders , metabolic or infectious diseases , head trauma, diabetes 
mellitus , leukemia) clinical course, etiological and d iagnostic work up (complete physical exam including 
neurological evaluuation, complete blood count \li'.i th coagulation pr:ofile , computed b r atn tomography , 
electroencephalogram, lumbar puncture with cerebrospinal fluid a nalysis , othe.:- relevant imaging studies), 
treatment details , further clarification of th~ event , risk factors (drugs or alcohol abuse) , the eva1uation did 

between the: event and AZD 1222 . 

Heparin-induced thrombocytopenia test 

Unit (B.3.1e) Normal low range (B.3.1.1) Nonnal high range 

Results of tosts and procodures {B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B, 1.7.1a.2) 

26 . 0 Hyper tension 

Start date (B.1.7.1c) Continuing (B.1.7.1d) [:_date (B.1.7.11) 

Unknown - --- -
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Gastroesophageal reflux disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Unknown 

Comments (B.1.7.1g) 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Afebrile seizure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Thrombocytcpenia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Platelet count decreased 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (8.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Immune thrombocytopenia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.1g) 

(B.3.1.2) More info 

No 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 04430487 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Intracerebral llemorrhage 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Consciousness l o s s 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1.7.11.2) 

26 . 0 Ueparin-induced t:hrombocy topenia test positive 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

hypertension , gastroesophageal reflux d isease 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1.Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction 10.1.ag.2) 

Start date (B.1.1O.7.1c) Continuing (B.1.1O.7.1d) End date (B.1.1O.7.11) 

Comments (B.1.1O.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.1O.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.1O.8a) 

Drug start date (B.1.1O.Sc) Drug end date (B.1.1O.Se) 

MedDRA ve:rsion for Indication (B.1.1O.81.1) Indication (B.1.1O.81.2) 

Med ORA version for reaction (B.1.1O.Sg.1) Reactions (B.1.1O.Sg.2) 

Primary Source (A.2) 

I Pagen 

I 
I 
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Canada Vigilance AER#: I E2B 04430487 (1) 
I 

Page*s l 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.L2d) 

UNKNOWN 

Reporter postcode (A.2.1.2f) 

UNKNO\'m 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

-
Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

PRIVACY 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.2f) 

UNKNO\-W 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

UNKNOWN 

Reporter organization (A.2.1.2a) 

-
Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city (A.2.1.2d) 

UNKNOWN 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter given 
title name 

Reporter organization (A.2.1.2a) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name name 

UNKNOWN CANADIAN HEl1LTH .~UTHORITY 

Reporter department (A.2.1.2b) 

- -
Reporter state (A.2.1.2e) 

UNKNOl,JN 

!
Reporter country (A.2.1.3) 

!
Qualification (A.2.1.4) 

Canada Physician 

Project No 

-
Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) I Qualification (A.2.1.4) 

Canada 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

UNKNOWN PRIVACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

UNKNOWN 

!
Reporter country (A.2.1.3) !Qualification (A.2.1.4) 

Canada 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

name name 

Confidential 

Reporter department (A.2.1.2b) 

-

(A.2.1.1d) 

(A.2.1.1d) 

(A.2.1.1d) 
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Canada Vlglla_n_c_e_A_E_R_#_: _ __ ~I_E_2_B~ 0_44_3_0_4_8_7~ (~1)~ ---------------~I _____ Pad 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A.3.2.1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.3a) 

City (A.3.2.31>) 

Postcode (A.3.2.3d) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

Reporter state (A.2.1.2e) 

(A.2.1.3) 

!

Reporter country 

Canada 

IQualiflcation (A.2.1.4) 

!consumer/other non health profeasional 

I Middle name 

!Middle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1 .2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3a) 

State (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. (A.3.1.4I) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3e) 

Fax no. (A.3.2.31) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04431220 (1) 

Canada Vigilance HC Latest Received Date: 
20210813 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021830266 (2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- -'---~---~--'----'----~'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabling/Incapacitating? No 

202tlllll 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

2021-
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-20 21830266 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZElUNC 

Duplicate (D) I link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition·? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~F!ZER !NC- 2021830266 

Reason for nullification (A.1.13.1) 

Onset Age 

85 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 

Page: 1,869 of/de 2,140 
A2023000085 



ATIA- 19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI0-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202- 202-
CCYYMMOO CCYYMMDO 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

11 Days 11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

NIA 
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ATIA- 19(1) 

Canada Vigilance AER#: IE2B 04431220 (1) 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Heart attack 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of vaccine administered 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Inappropriate schedule of vaccine administered 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.o) Current reaction 

RAP WJUI.T SE!i:M!i:P TO B!i; P.. H~T J>.TTP...CK MW PIED , 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Heart. at.t'(:!Ck 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Myocardial infarction 

Start Date 

2021 

(B.2.1.4) End Date (B.2.1.5) 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4:k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Duration (8.2.1.6) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.s1 

11 Days L 1 Days fatal 

Reaction/event as reported by primary source 
INAPPROPRIATE DOSING SCHEDULE 

(B.2.1.01 Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedORA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1,a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8.2.1.7.1) 

Case narrative (B.5.1) 

(8 .2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Inappropriate schedule of vaccine administered 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Inappropriate schedule of product administration 

Start Date 

2021 

(8.2.i.4) End Date (8.2.i.S) Duration 

(8.2.1.8) 

(B.2.i.6) 

This is a spontaneous report from a contactable consumer via COVAES . An 85- year- old male patient received bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE) at the age of 85-year-old, dose 2 via an unspeci:fied route of administration, 
administered in Arm Left on - 021 10 : 00 AM (Batch/ Lot Number : Unknown) as s i ngle dose f o~ covid-19 
immunisat i on . The patient medical h istory was not reported. The patient did not receive any ot her vaccines within 
4 weeks prior to the COVID vaccine . The COVID-19 vaccine was administered in Other (as reported} . Prior to 
vaccination, the patient was not diagnosed with COVI0- 19. The patient ' s concomitant medications (medication3 the 
patient received within 2 weeks of vaccination) included prescription anticoagulants . Historical Vacc1ne included 
bnt162b2 (l?HiER-BIONTECH COVID-19 VACCINE) for covid-19 linmunisation on - 021 dt the age of 85-years-olct 
(DOSE 1, SINGLE[ time : 08 :30 AM, Anatomical Location Arm left) . The patient experienced inappropriaLe dosing 
schedule on 2021 10:00, on- 021 10 : 00 had what seemed to be a heart attack and died . Due to heart 
atLack, treatment included CPR p,ovided by family a nd by parademics . Date o f death ~ 021 , no autopsy was done . 
Since the vaccination, the patient has not been tested for COVID- 19 . 

Info rma tion about Batch/Lot nurr~er has been requested . 

Follow-up (1◊Aug2◊21) : This follow-up is being submitted to notify that the batch/lot number £or all doses is not 
available despite the follow-up atteropta made . Follow- up attempts have been completed and no further informati on 
js expected. 

BNT162B2 approved under Interim Order in Canada . 

Page*3 
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ATIA-19(1) 

Canada Vigilance AER#: E28_04431 220 (1) 
Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB,S.3b) 

Sender's comments (B.5.4) 

Unit (B.3.1eJ Normal low range (8,3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures (8,3.2) 

--- - --~ --- - - -~~ - - -- -- -

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 , 0 Heart att ack 

Start date 1B.1.7.1c) Continuing (6.1.7.1d) I End date 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (8.1.7.2) 

Past drug therapy (B.1.8) 
Drug name 

BNT162B2 

tB.1.8a) 

Start date (B.1.8c) 

202~ 
CCHMMDD 

End date (B.1.8e) 

20 21-
CCHMMDD 

Indication MedDRA version 

26.0 

jB.1 .81.1) Indication (B.1.81.2) 

COVID- 19 immunisation 

Reaction MedDRA version (8.1.Bg.1) Reaction (B.1.ag.Z) 

Start date (B.1.10.7.1cJ Continuing (B.1.10.1.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

(B.1.7.11) 

End date (B.1.10.1.11) 

Pagd4 

(B.3.1.3) 

I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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04 / 26/ 2021 16:15 

I ATIA-19(1) I 
Health 
Canada 

Sante 
Canada 

Canada Vigilance Adverse Reaction Reporting Form 
Report of suspected adverse reactions to marketed health products in Canada . , 

See instructions and information on adverse reaction reporting and confidentiality on_ Page. 2. . 
Complete a ll mandatory item5, marked by a •. and provide as much Information a~ possible for the remaining items... PROTECTf:0 WHEN Ca.1PLETl!0 - B" 

'.8._,_Relev;m,ffflst~u:ft.'n~.;pre:•11_\&Jing m~~-~c;al -~~n·d_it;io'ns ·,. ,,_,. _'.: ;: ... --. 
. • . (!l~Q,-_all_ejll,1~§, pregf!~n~y,' SrJ:1,9K1ng/;ilc_e~ol, uRe; hepatic/renal .dY.sfllncllon) _ 

A I c.:-o1 ol Phu..2k7_,,, 
fo--!ltj I iu-&/ . .,-;Y) 

~! µ, rc./-ef'J~' c_,., 

" A, r,.,r I~ lT&st(Jfy Oo~rd of Canada Seotl"iari.>t GoverMlaOl Sc-c11i 1y Polley. 

A program of MedEflect1"4 Canada 

C, Suspected Health Product(s) 

#2 Wa.'6 5,11<_ 6c: 
~ - Daso,fr,equeni:y and ~1,1~ 1,1sed ,S _. ,. . !,.;; • 

~1 ~-t-._. ,.._--,:-,----'-ft-2--,..---,c,-;-----:-c=-----::----,-; 

3 . . Therapy!daies (9!_,~ur,itipn) .::. ,......, •• .. _'0 • •. ··:ti·,· ~--···: · 
#1 ~ro~ ( m!TKld) #2 From (yyyy-mm•dd)-To(yyyy-mm-dd) 

• 4.'lndlc.,.tlon or use • -; [!'f:,· •' .- :,;,~.>'. _.-_·._: ? • . :,:_\; "'· 
#1 . Jcu:: '/l\/2.Cii1i -P ,#2 ....... • 

·-a·, Reac;tlQn abated affi,r llSIJ,&~op~d'.pr d1>,si;:.:reduce(f,:'~, · .;:_: :· • ~ 
#1 □YiS"ONo D□oas~nofapply',' #2 _[]Ye'i □No IJDpes oot apply 
s~·Lot~ ., ,·;; '· .-. • 7. Eii>!!'clQoiJ •• ~:: :'_. ·.,~ 
#1 #1 (yyyy-rllm-ud) 

11i #4 (yyyy-mm-dd) 
:a; Roa_ctlor,.,· appeareC, atuir reintrtiductlon · :;,.: ,., •. '';:-;, ';,~,/'' ,'.;· 
#1 · □Ye.~ .. ' No ODdes no,! apply t,iA1]v~s;.·□N9 .o ·oa~;;~~i ~pprl 

it CO~ft>mifunt h~
0

althp"9,9ticts; e~iu~lng_·~atm~nt'of re~~~t;~; ·t,,i«: ' 

. (name; t:t~_elJ~uenq•,.-._ffilltc Ui9.r;I.Md the_raPY,.d,aites''(yyy.y,fl)'m-<!@-- ~-

(X/'O,VO-<k:__, I() /V)CJ aP - . 
J- C) 5ct. r 1-e/) ;a:~/lJJ G-;0 

f.li:i o/ 3 c _o,.l,).,A.W =I 
U/1/1J2 ~/ 

10, ,iroatmtnt of (faction,~.t:1-~,uding -~11tes·(y~yy-mn:i•!i:ll ·'"'"',..--- .,,{·, · ' 

1< > 0-- l - /e n ·f f ,a cl, . 77 o 

t-e 0 _ c .. f/o /) . /) / ec.../ o:.... 

/) a ivra.-1 ha.r!J 

HC Pub.: 100251 (January 201 1) Page 1 of 2 

... --· - - --



I ATIA-19(1) 

Dawson, Dianne (HC/SC) 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Hello, 

Do ument R the o 
Inf ana um 'lt 
u1vul v ur I 
I' f anada 

2021-05-16 12:36 PM 
Seguin, Michelle (HC/SC); Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
response to fax case number 000947581 
Scan 46.pdf; ATT00001.htm; Scan 47.pdf; ATT0000Z.htm 

Attached is the requested information. Also I sent in another one but I just faxed to the local Public Health Adverse 
Events at Is this the correct fax number? 

thanks 

1 
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I ATIA - 19(1) I 

••• t~~· 

Tcl.: 
hx: 

]:w.· Tra11-suli.tsi01t 
/'rGIL~IIJi "l,SUJll de til/iN.i, , .. :--:r! 

--- - - ---

Subjea /Sujt'l. 21®1t11 l'mai.1.i Folln\',-1 ~ {.'lanfrl:afinn k,._.1 Yr,.t .'I I/El,.. Hl( ' ! <.'JI CO\'lt )• 1 ') 
•• r\t t.' I ~H1) 

( ~d mcaairu~ l,r , 

\ 'Ve ari; \' lllUlctdb'. \ '· t. Loi.fay lo u.'C• ·rm n.~pc of~ aU\.'tw,~ ,,· . .. 'O, ~..,110 •. m .. ,rnmuu• ... aciou ( \ f;FI) 

n.'{lllff su l If :;a..,.! t dh Lmaru1 '· ,~: ...J1....: Pt-,,_; mt.'"' . \ f ,; i:! i.. + ;fll l 

. \.~ d11: rouJI oi 1:,~~1aJ lfoill1h C:m,da a&~l'fll pl'O\:;:ss_ t11~ Cw :lb \' 1p.:.i.au: "~-.."iL' .. ,!11C1lt T"-.un 
LM!S ide:J'tllf...d Ch~ t>r~lll u1dividi.ml ca~ sat~~ n.·1,ons (Kb~)\\ 11-.:~ ~ cbri . mmn ;, r ... ,>d.:.-d in -.>!'deT 
lo eompll,"h: the t'a'it: cvaluatiort 

0009475~1 

SUS:(1'.."Ct pr--di11..1: Pl11/..l· R-HiO "11{(.;JI 
c:o vm-1c; ,·.\ t'CfNr 

{1:lrifirutio11 R1.·qn~ • .. d 

Wuuld yo11 killi:11~ ha, • ul) mforruation ortr~ 
r.,uov. mg; 

\ny inforu1atior u,, •r, t~~ t.':UL'it.' o~ ct..-.ath? Wa-. 
.tllh~; pcrfonr- - ' 1 

1 • t-. of 1111!\lfl ul IJ~ttt'IIClll 

Ulc pati..;nt re, ~iw.d b.,~ , •• iJ,1~ •· J L -I l ._, /) '·.., / ~} 
/1 o ct.,A-) hp--/J,J / C. c~:.....• .,,.., •, c, • r ;,a r I'/ • .)17, / 

, , ,~ .. : ,. ,, , • , , ,. • , , ;.,ud !• .. ·.lit, r;;htk cJ to 
:.!-,• rNli~1,i'si.tco,~ ., ~ • • ,d .. hl•1wh-.MJ1Cwi1h 
,,h.th:lct rourit . •~•ill<.'T !~cl'- • ·.tRL ~: ! "-"ardint,'am 

11,,'.I.,, . 1( ... ,ajl,.bt.:" - r?G 
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• \\,11::U W;t.i; flt~ ~•IJi:ttl .'I t C }\' m -1) ~l:'1us ~Ju1~ 

aiid ;111lte foue ofhcr- -Kalb'? ~ C 1~ 11 li"--

~fay '.\''OU pfoti~ l..mtlly respond to bolb 11,_ :el[ ~lichdle ~11;1. fil1 _t,lt:UL".~:8m1Yr1 ".;mnd:1.~~ in 
additio11 toll~ t'atli!tb Vi~lm1t.\.' CO\'JH-19 Vacrmc ~L-rie acoo ~ 1 (lJ::-Li.!':1 .. Ja vip.da.n~'l!.COVll)l 
<)wlL.-.uil)'-.... ,..a~cinCO\ 1D 19.J,.,;t,,1~:\-nda-~_. ). 

Or, if }'{)1.l prel<.'f. }'(."U may fa:\ t~ r~qnc:,,ti::d infonmtiun lo t.he('a,:;.Aa. Vig:ilant"t" l'nt~r.tm faJ at 
I -866-678--678t)~ pica._~ i:1k c:aw nmnbt•£ ~'i.~l if n:pfyinr. b\· this ru~ln!... 

Tf ynu retiuire turtfk., in fofllUltum wiJl1tn tih~ ~cu1>:..• uf tl,i~ r~ tu"-~- (lfl!<1st.• do 1101 hl:.i;itat-: Io -1J1lfll,1 jf, 
n,,, 

M1chdfc s~r,uin !'. ~--- 13.S~.'l .. l~.'J 
A<l""'-1~\.! Rca,1111.1 lnf-"1c'llt,.1tun1 sr .... ·~.a:.1iilil • • 1')'1..-eitlJi,fo de l'10Mm1.att~.rJ litlr le>. i!ITl!tt; tt!<i~. m1bbl 
Mru·il.-ct.cd IIL::1111, 1,-• ducts. Om.'dtrr.a,e I f>m:1,.1Jon d..~ Jl(OduiL1t & ~, h.: l.'l)';~!fn1.ri:inlis.c:--

ll~t1h l'°'odt.1<'L; anJ l·•,od ar.u~i1 Dm.~1ion g,,1cr-al%: de., pruc.Jui•,- ,:, ;.u,1.: L1 di;s :ilirocnt." 
Tfo·dth (\u\,hlll I Saut.· ( ,•AUi.J 

J~tftll\! !i.fo.r...:~ Bltildw~ Lo1m~uhl.,; Jcm~ f\iam.:c 8:lh 0\lt r. Rwrn I 11.'\:~ i o~J> 
200 J:glantiri~ J)ri\1.:\.,.L, . Pn: f amoc:i,"~ Pa.-.nir..: 
On;t\\;J, omano Kl.\ 0K9 . .-\ 1 .. J908C 
TclL'f'hllO~ l l'el..:pb.-0~{(,}.'}793 5750 
Fa.csimik ! r ~k..:uvi~ur (G 13} 9<1ii7-0335 
rtri •. :h~,gu tt\lli;c..1113.da, o..-a 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04431362 (O) 

Canada Vigilance HC Latest Received Date: 
20210716 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210716 
CCHMMDD 

Safety Report (A.1) 
Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021830 4 93 Ill 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1--------'---~------'--'-------------'-------~---1 

Type of report 

eponluncou:s 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7} Disabling/Incapacitating? No 

202., 
CCY 

Additional documents? (A.1.8.1) 

No 

2D 2-
CCY' 

List of documents held by sender (A.1.8.2) 

Fulf ill expedited criteria? (A.1.9) Regulatory authority·s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER !NC-20218304 93 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF1ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullif ication? (A.1.13) 

No 

Medically confirmed or f rom health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Yes 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!2ER !NC- 2021830493 

Reason for nullification (A.1.13.1) 

Onset Age 

54 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202'11111 
CCYYMMDO 

Start period (B.4.k.13.1) 

1545 Hours 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

202tlllll 
CCYYMMDD 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

1545 Hours 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Acute respiratory distress syndrome 

Method of assessment (B.4.k.18.3) I Result (B.4.k.18.4) 
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Canada Vigilance AER#: 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4,k,1S,2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18 .2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (8.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4,k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PHARMACEUTICAL COMPANY 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedORA version (8.4.k.18.1a) 

26.0 

IE2B 04431362 (0) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Acute respiratory distress syndrome 

Method of assessment (El.4,k ,18,3) 

Global Introspection 

Reaction assessed (BA.k.18.1b} 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Headache 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Neck pafn 

Method of assessment (B.4.k.18.3) 

Giobal Introspection 

Reaction assessed (B.4.k.18.1 b) 

Neck pain 

Method of assessment (8.4.k.18.3) 

Global Introspection 

Reaction assessed (8.4.k.18.1b) 

Oxygen saturation low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Oxygen saturation low 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Pulmonary edema 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pulmonary edema 

I Page*3 

N/A 

Result (FM,k,18,4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (8.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: le2e 04431362 (0) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Spinal cord infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Spinal cord infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Swelling 

Sourcf! of assessment (B.4.l<.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Swelling 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 
Result (8.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

the o 
ana um 'lt 
ur I 

anada 
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ATIA-19(1) 

lcanada Vigilance AER#: I E2B 04431362 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RISPERIDONE 

Active Substance names (B.4.k.2.2) 

risperidone 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Gestation period (B.4.k.10) MedDRA versic>n (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.1a.2) Method of assessment (B.4.k.18.-3) 

Reaction (B.2) 
Reaction/event as reported by primary source (8.2.i.O) Current reaction 

OXYGEN DISTRESS 
MedORA version for 

(B .2.1.1.a) Reaction/event MedDRA terrn(LL T) (B.2.1.1.b) 
reaction/event terrn LL T 

26 . 0 Acute respiratory distress syndrome 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Acute respiratory distress syndrome 

Terrn hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

2◊2-
Reaction first time (B.2.i.7 .1) Reaction last time (B.2.1.7.2) Outcome 

J 545 Hours 1545 Hours. Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SEVERE HEADACHES 

Result (B.4.k.18.4) 

I Durat ion 

(B.2.1.8) 

(B.2.1.61 
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Canada Vigilance AER#: IE2B 04431362 (0) I Page~6 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 

reaction/event term LL T 

26 . 0 Headache 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Headache 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date IB.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

2021 

Reaction first time (B.2.i.7 .1) Reaction last time 18.2.i.7.2) Outcome (B.2.i.81 

Not recovered/not r e solved 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

SEVERE NECK PAIN 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 N~C k pain --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Neck pain 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Durat ion (B.2.1.6) 

2021 

Reaction first time (B.2.i.7.1) Reaction last time 1B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/ not .resolved 

Reaction/event as reported by primary source (B.2.1.0) Curronl raactlon 

SWOLLEN SPINE BEHIND THE ESOPHAGAS 
MedDRA ve·rsion for 

{B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 SYielling 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26. 0 Swelling 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5) I Duration (B.2 .1.61 

202 1 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recoverecl /not. resolved 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

INFECTION IN SPINE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Spi nal cord i nfection 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Spi nal cord i nfection 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.51 I Durat ion (B.2.i.6) 

2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

FLUID IN LUNGS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Pu l monary e dema 

MedDRA ve.rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) 1B.2.i.2.b) 

reaction/event term PT 

26 . 0 Pu l monary oedema 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (8.2.i.5) I Duration (B.2.i.6 ) 

2021 

Reaction first time (B.2.i.7.1) !Reaction last time 1B.2.i.7 .2) !outcome (B.2.i.8) 
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ATIA - 19(1) 

Canada Vigilance AER#: E28_044313_6_2_ (~0~)--------~------~-----Pagd7 

Not recoverecl/not resolved 

Reaction/event as reported by primary source 
PNEUMONIA 

(B.2.1.0) Cu.rrent reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Pneumonia 

Reaction/event MedDRA term (PT) 

~neumonia 

(B.2.1.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (8.2.i.3) Start Date 

2021 

(8.2.U) End Date (B.2.i.S) Duration 

Reaction first time (B.2.1.7,1) Reaction last time (B,2.1.7.2) Outcome (B.2.1.81 

(8.2.i.6) 

Not recovered/not resolved 

Reaction/event as reported by primary source 
LOW OXYGEN 

(B.2.1.0) Current reacllon 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Oxygen saturation low 

Reaction/event MedDRA term (PT) 

Oxygen s aturation decreased 

(B.2.i.1.b) 

(B.2.i.2.b) 

Term hightllghted by the reporter? (B.2.1.3) Start Date 

2021 

(8 .2.i.4) End Date (B.2.i.5) 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

This is spontaneous report received via COVF-.ES from a contactable consumer . 

Duration (8 .2.i.6) 

(B.2.i.81 

A 54 - yeat- old male patient received bnt162b2 (HIZER- 6IONTECH COVID-19 VACCINE ; Lot number was not reported), in 
aLlTI right on - 021 at 15 : 00 (at 54 years} as single dose for covid- 19 immunisation Medical history locluded 
Downe Syndi:ome (as report.ed). Concomita n t medication i ncluded risperidone taiken for an unspecitied indication, 
slatt and stop date ·t1ere riot reported . On ~ 021 at 15 : 00 patient experienced severe headaches , severe neck 
pain, s wollen spine behind the esophagas , infection in spine, all this causing to be bedridden and then (date 
unspecifi ed in 202l)fluid in lungs , causing pneumonia , then causing low oxygen and needing to be on oxygen 24/7 
(as reported). Events required emergency room/depar tment or urgen t care . Patient wa:s hospitalized for 36 days in 
2021 due to the events, that are also serious as life threatening . On ~ 021 patient had oxygen distress 
serious per hosp.1tali:z:ed and life threatening , Patient ..,Jas treated with IV antibiotics , oxygen, steroid and 
puffers . Patient died on - 021 due to overloaded by medication and oxygen distress . Outcome of oxygen distress 
was fatal ; outcome of the other events was not recovered . It was unknown if an autopsy was done . No fellow- up 
atL.empts ace possible , information about. batch number cannot be obtained . 
BN'I'l62B2 approved under lnteci m Order in Canada. . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.S.3a) 

Sender's diagnosis 

Sender's comments 

2021 
CCYY 

Unit (B.3.1e) 

(B.S.3b) 

(B.5.4) 

Oxygen saturation 

Nor mal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 D01,o,1n ' s syndrome 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Normal high range (B.3.1.2) 

End date (B.1.7.11) 

More info 

No 

(B.3.1.3) 
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Canada Vigilance AER#: IE2B 04431362 (0) 

I 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 A.cute respiratory di5tress syndrome 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Overdose -
Start date (B.1.7.1c) 

-
Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name [B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Be) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .Bf.2) 

Reaction MedORA version (B.1.Bg.1) Reaction (B.1.Bg.2) 

Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.101 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
0mg name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA ve.rsion for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedORA ve.rsion for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I Page~8 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 04436997 (1) 

Canada Vigilance HC Latest Received Date: 
20210915 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021846052 (21 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1----~---'-~'--.... ~-'--'-'----'-------'-------~--j 

Type of report 

eponla.ncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210?05 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210910 
CCYYMMDD 

List of documents held by sencfer (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA- PFIZER IJIC-20 21846052 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZEIUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2 ) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B.1.2.1) 

Gestation Period (B .1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(B .1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~rr2ER !NC- 2021846052 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL {12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

l.ountry drug ootainea \ts.4.K.2.3) 1:1atcnI1ot no. {ts.4.K.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorizaUon/applicaUon: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2, SINGLE 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Acllon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B,4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Route of administration (8.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date (8.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministratlon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4,k.18.1 b) 

COVID-19 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: I E2B 04436997 (1) 
I 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 COVID-19 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Drug ineffective 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

COVID-1~/DELTA V1ffiIANT/POSITIVE HAVE VERY MILD SYMPTOMS/ONE PE/I.TH al\$ ~EEN REPORTED 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.i.7.1) 

Reaction/event MedDRA term(LL T) (B.2J.1.b) 

Drug ineffect..ive 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Drug ineffective 

(B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.s1 

fatal 

R eaction/event as reported by p r imary sour ce (8.2.1.01 current reac11on 

(8.2.1.6) 

COVID-19/DELTA VARIANT/POSITIVE HAVE VERY MILD SYMPTOMS/ONE DEATH HAS BEEN REPORTED 
MedDRA version for 
reaction/event term LL T 

26 . 0 

MedORA ve·rsion for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (8.2.1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

COVID-19 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

COVID- 19 

(B.2.i.3) Start Date (B.2.i.4) (8 .2.i.6) 

(8.2.1.7.2) 

This is a spontaneous report from two contactable healthcare professi onals . A patient of unspecified age and 
gend,e.r received BNT1 62B2 (l?FIZER-BIONTECH COVID-1 9 VACCINE , Sol ution f or injectio n , Lot number and expiration date, 
unknown), d ose 1, s ing l e and dose 2, s ingle , bot h r ecei ved vi a an unspecifi e d route o f admi nistr ati on on 
unspecifi ed dates for COVID-19 immunization . The patien t ' s medical h i story a n d concomita nt medi cati ons were not 
r eported. The patien t experienced COVID-19 on an unspecified date . The reporter stated that there was an outbreak 
of the delta va r iant afte r 2 doses of BNT162B2 was received . All re3idents were positive and have ver y mild 
symptoms although one death has been reported . The patient underwent a COVID-19 virus test on an unspecified date 
with the following result : posiLive (Delta va.riant) . The paLient died on c1 n unspecified date . It was 110L reported 
if an autopsy was performed. 

Follow- u p OOSep202l) : Th is follow- up is being submil.ted to notHy that the batch/lot number fo, all doses is no~ 
available despi te the follow-up a t.tempts made . Follow- up attempts have been completed and no further i n formation 
i s expect e d . 
BNT162B2 approved under Int eri m Order in Ca nada. 

Reporter's comments (B.s.2) 

MedORA ver sion for sender's diagnosis (8.5.la) 

Page*3 
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Canada Vigilance AER#: E28_04436997 (1) 
Sender's diagnosis (B.5.3bi 

Sender's comments (B.5.4) 

Based on the information av~ilabl e and close temporal a$SOciation , a possible contributory role of the suspect 
BNT162B2 cannot be excluded for the reported events . The case will be reassessed once new information is 
available 

The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse eveuts. Any 
safety concern identified as part of trlls review, as 1.,.e11 as any appropriate action i.fl response, 1.•.'il l be promptly 
notified to regulatory authorities, Ethics Committees , a nd Investigators , as appropriate . 

COV10•19 virus test 

Unit (B.3.1e) Normal low range (B.3.1.1) Norma) high range (B.3.1.2) More info 

Yes 
Results of tests and procedures (B.3.2) 

SARS-CoV-2 test():Oella variant 
-- -
Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 covro- 19 

Start date (B.1.7.1c) Continuing (B.1.7.1d} 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Drug ineffective 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- - - - - -- - - - -
Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

I End date 

I End date 

Start date (B.1.Sc) End date (B.1.Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.10) Continuing (B.1.10.7.td) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

-

(B.1.7.11) 

(B.1.7.11) 

End date (B.1.10.7.11) 

(B.3.1.3) 

Pagd4 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

lather health professiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04459575 (2) 

Canada Vigilance HC Latest Received Date: 
20220819 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- GLAX0SMITHKLIN'F.- CA2021AMR157705 (3) 

Prfmary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-----------'--"------~------"-'---~"'--''-'---"-----------j 

Type of report 

Stu<.ly 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Disabllngllncapacltating? No 

202. 
CCY • 

Additional documents? (A.1.8.1) 

No 

20220816 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA•GSKCCFAf'.ERS-Case- 01115696 _ AE-65 718 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

010525476~5 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2) , {2 ) E2B_03809929, (2) , (2) E2B_ 03809929, (2) , (2) E2B_03809929 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1. 14) 

Yes 

Source (A.1.4) 

MAH • GLAXOSMITHKLINE 

PRIVACY Female 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

Hospital 
no. record no. record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case identifiers (A.1.11.2) 

CA- GLAXOSMITHKLlN£- C~2021AMR157705 

Reason for nullification (A.1.13.1) 

Onset Age 

56 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 
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Canada Vigilance AER#: IE2B 04459575 (2) I Page*3 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect MEPOLIZUMAB 

Active Substance names (B.4.k.2.2) 

mepoliz:umab 
1,;ountry arug ootamea (1:1.4.K..<!.;,I 1:1atcn11ot no. \1:1.4.11.31 

Canada 

Holder and authorlzation/appllc·auon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

100 Milligram 

Dosage text (B.4.k.6) 

100 mg, Z every 4 weeks 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

20210427 
CCYYMMDD 

Start period (B.4.l<.13:1) 

Action(s) taken with drug (B.4.k:.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4,k.1S..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PRIMARY SOURCE REPORTER 

Route of administration (B.4.k.8) Parent route of admin (B.4,k.9) 

Subcutaneous 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Eosinophilic asthma 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnistratl-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Asthmatic attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Asthmatic attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Missed dose 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Missed dose 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 

Result (B.4.k.18.4) 

No 

Result (B.4.k.18.4) 

Unknown 
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lcanada Vigilance AER#: le2s 04459575 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

1,oumry arug ootarnea I1:1.4.K.<'..-.l/ 1:1atcn11ot no. \ts.4.K . .l/ 

Canada 

Holder and authorlzatlon/appllc.ation no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

-
Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (8.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

20210412 
CCYYMMDD 

Start period (B.4.k.13.1) 

. 
Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVI 0-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Last period (B.4.k.13.2) 4.k.15) 

--
Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18,3) Result (B.4.k.18,4) 

Page: 1,898 of/de 2,140 
A2023000085 



ATIA - 19(1) 

lcanada Vigilance AER#: le2s 04459575 (2) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form {B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

2021111 
CCYYMMOO 

Start period (B.4.k.13.1) Last period (B.4 .. k.13.2) 
Duration of drug Adm In (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04459575 (2) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect TOZINAMERAN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorizat ion/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Suspension Intramuscular (Vial contains 6 doses of 0.3 ml after dilution) 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Start period (8.4.k.13.1) last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnistrati-on? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B,4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04459575 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorizat ion/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK (Vial contains 10 doses of 0.5 ml) 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (8.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VID-19 immunization 

Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnistrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B,4.k.18.3) Result (B.4.k.18.4) 
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ATIA-19(1) 

Reaction/event as reported by primary source 

ASTHMA ATTACK 

(B.2.1.0) Current reaction 

MedDRA version for 
(B.2.i.1.a) 

reaction/event term LL T 

26 . 0 

MedDRA version for 
(B.2.i.2.a) 

reaction/event term PT 

26 . 0 

Term hightlighted by the reporter ? (B.2.1.3) 

Reaction/event MedDRA term(LLT) (B.2.i.1.b) 

As thmatic attack 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Asthma 

Start Date (B.2.1.4) End Date (B.2.1.51 

202iallll 
CCYYl•lMbD 

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

Fatal 

Reaction/event as reported by primary source 

DID NOT RECEIVE THE DOSE ON THIS DATE 

(B.2.i.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.La) 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Mis s e d dose 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Product dose omis sio n i ssue 

Start Date (B.2.u) 

202 

End Date (B.2.i.51 Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

56 Days Fatal 

(B.2.1.6) 

(B.2.i.6) 

the o 
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ATIA-19(1) 

Case narrative (B.5.1) 

This case ,,.,as reported by a physician via reguJatory authority and described the occurrence of asthrnatic attack in 
a 56- year- old female patient who received mepoli2umab solution for injection in pre- filled pen for eosinophilic 
asthma. 

Co-suspect products included mepolizumab autoinjector device administration system (batch number Unk, expiry date 
unk.nmm) for eos1noph1lic asthma , tozinameran {Pfizer-Biontech Cov1d-19 Vaccine} for covid-19 prophylaxis, 
covid-19 vaccine for covid-19 prophylaxis, tozinameran (Comirnaty} for covid-19 immunization and covid-19 vaccine 
nrvv ad {chadox l ncov- 19) (Vaxz:evria} unknown for covid- 19 immunization . 

On 27th April 2021 , the patient started mepolizumab (subcutaneous) 100 mg (see dose text ) and mepolizumab 
autoinjectcr dcvi April 2021, the patient started Pfizer-Biontech Covid-19 Vaccin~ at an unknown dose 
and frequency . On 021 , the patient started covid-19 vaccine at an unknoi.,m dose and frequency . On .an 
unknown date, the pat,emt started Comirnaty (unknown) at an unknown dose and fr<"querncy and Vaxzevria 
(intramuscular) ot an unknown dooe and frequency. on■ililllili■llill2021 , 56 doyo after •tarting mepolizumab and 
mepolitumab autoinjector device, the patienl experienced missed dose (serious c.riteria death) . On an unknown date , 
the patient: experienced asthmatic attack (seriotis criteria death) . onl■••··2021 , the outcome of the asthmatic 
attack was fatal. On an llnknown date , the outcome of the missed dose was fatal, The subject died o 
2021 . ?he eeported cause of death wao asthmatic attack and misoe~ dooe. 

lt. Wd$ unknown i( t..he l:'.epottet considared Lhe a.sLhmaLic at:.l<1ck and missed dost;:! to be relrlted to mepol.izumab and 
mepolizumab autoinjectoc device . This report is made by GSK without prej udice and does not imply any admission 
or liability for the incidont or its consequences . 

Linked case (s) involving the same patient : CA2020AMR168025, CA2021AMR113784 

GSK Receipt oate , - 2021 -
Report.er ' $ Comment.s : Initial with date ~ 021 and follO'rJ up with date 2021 processed together . This 
case was received from physician via Vista Patient Support Program (Nucalal patient support programs on-
2021 . Patient had her fir st COVID vaccine on 15 A~ l . Patient started her fi:r:st Nucala in ·ection ~ ril 
2021 . Patient wa,5 due for nex:t COVID injection on - 2021 however this was p\1shed up to 2021 . MO 
(Doctor of medicine') .informed that the patient passed away from a respiratory illness on 2021 . Last Nucala 
in·ection was given on- 2021 . lt was reported as : Patient was i nitially booked for next COVID injection on 

2021, but could obtain an earlier appointment o;1nd received COVID vaccine on ?Q21. It was u n.known if 
orter considered the asthm~tic ~ttack to be related to covid- 19 vaccine . The p~tient was taking mepoli2umab 

as Nucala ~auto- injector) . Thi s case was linked t c cases CA2021AMR113784 and CA2020AMR168025 as same patient . 

Follow up information was received from Physician via sale i::ep on - 2021 . Physician reported that a patient 
d1ed following asthma attack. Patient took Nucala from 4 months and had second dose of Covid-19 vaccine the same 
day as the last Nucala injection . Patient died about a month later , 0•■■■2021 . The Physician was now 
concerned by the safety of Nucala . .Lot number was not available . Format 0£ Nucala was not available. Suspect 
product was stac-ted 4 months ago , patient was also with Nucala PSP (patient supporL program) . Sales rep tried to 
submit the A8 (adverse event I through the system directly to PV (pharmacovigilance ) but she was not sure it went 
through (no ref number was received) so she called Medical Information . Cor1sent to follow-up granted. No other 
information provided . 

Follow up information was received from patient support program on 23 July 2021 : 
The nurse reported that tho patient received the first dose of Pfizer COVlD-19 vaccine on 12 April 2021 . The 
patient received the first dose of Nucala on 27 April 2021 and the secon- P Nucala on 25 May 2021 . The 
patient received the second dose of COVID- 19 vaccine (brand unknown ) on 2021 . The patient was planned to 

receive the third dose of Nucala onJ■l!!!l!l!l!!l 2021 however did not receive e ose on this date as physician 
authorization due to proximity to t he COVl0- 19 vacccine was pending . The physician has recommended an autopsy be 
performed .. it •Nas unknown if the reporter considered t he asthmatic attack to be related to Covid- 19 vsiccine a_nd 
Pfizer COVID- 19 vaccine. It was unknown if the reporter considered the asthmatic attack to be related to Covid- 19 
vaccine and Pfizer COVID-19 vaccine. 

Follm,,-up information rece1ved on 16-Aug-2022 . This follow-up was considered sign1ficant . 

Reporter ' s Comments : It was unknown if the reporter conside~ed the asthmatic attack to be related to Cornirnaty and 
Vaxzevria . 
Summary of Ch~nges : Added suspect product. details . Updated causality for missed dose and cause of death . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.41 

Asthma and Product dose omission issue are unlisted events which are considered unrelated to GSK drug Mepolizumab 
and mepolizumab autoinjector device . 

Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

(B.3.1.2) More Info (B.3.1.3) 
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MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Asthmatic attack 

Start date (B.1.1.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.1.1a.1) Episode name (B .1.1.1a.2) 

26.0 Missed dose 

Start date (B.1.7.1c) Continuing (B.1,7.1d) End date (B.1.1.11) 

Comments 1a .1.1.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

- · 
Past drug therapy (B.1.8) 
Drug name 1B.1.8a) 

Start date (B.1 .8c) End date (B.1 .Se) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .89.2) 

Start date (B.1.1O.7.1c) Continuing (B.1.1O.7.1d) E.nd date (B.1.1O.7.11) 

Comments (B.1.1O.1.10) 

Relevant medical history / Concurrent conditions text (B.1.1O.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.1O.Sa) 

Drug start date (B.1.1O.Sc) Drug end date (B.1.1O.Se) 

MedDRA version for Indication (B.1.1O.81.1) Indication (B.1.1O.Sf.2) 

MedDRA version for reaction (B.1.1O.89.1) Reactions 1B.1.1O.Sg.2) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu.ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Other health professi onal 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Mepoli zum~b ~atienL ~upport erogi~m 

Sponsor Study no. (A.2.3.2) 

b PSP 

Sender A.3.1 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) IMlddle name 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2.1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) _Lddlename 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

Project No 

Observed study type (A.2.3.3) 

0th 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.211 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: 

Canada Vigilance 
Adverse Reaction Report 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021887750 (1) 

Primary source country (A.1.1) 

Canadi:1 

Type of report 

eponluncou:s 

le2B 04466849 (O) 

HC Latest Received Date: 
20210726 
CCYYMMDD 

HC Initial Received Date: 20210726 
CCHMMDD 

Occur country (A.1.2) Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210?12 
CCYYMMDD 

Addltlorial documents? (A.1.8.1 ) 

No 

20210712 
CCYYM.'!DD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory_ authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-20 21887750 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF1ZERINC 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B .1.2.1) 

Gestation Period (B.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2 .3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

No 

Yes 

Oupllcate Case Identifiers (A.1.11.2) 

CA- PF!ZER t NC- 2021887750 

Reason for nullification (A.1.13.1) 

Onset Age 

24 Year s 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: I E2B 04466849 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (8.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k. ia.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Died in sleep 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Died in sleep 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary source (B.2.1.0) current reaction 

PASSED AWAY IN HIS SLEEP AND DIDN'T WAKE UP MONDAY MORNING 
MedORA version for 
reaction/event term LL T 

26 . 0 

MedORA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(Ll T) 

Died in sleep 

Reaction/event MedORA term (PT) 

Death 

(B.2. i.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t from a contactable physician for a 24-year old-male consumer (patient) , ,communicated 
to a sales representative. regarding product BNT162B2 . 

A 24-year-old male patient received BNT162b2 (PFIZER-BIONTECH COVID-19 Vaccine , Formulation: solution for 
injection, Lot number and expiration date was not reported) , via unspecified route of administration on unknown 
date as dose number unknown , single for covid- 19 immunisation . The patient ' s medical history and concomitant 
medications "'1ece not repo.rted. The reporter sta.t..ed that a healthy and active 24 yea t" old pati e nt IA'ho J"eceived the 
Pfizer vaccine on a Sund.ay passed away in his sleep and clidn ' t wake up Monday morning . Event took place after use 
of product . It was unknown if autopsy was performed. 

No follow-up attempts are not: possible . No further information expected. 
BNT162 B2 approved under Interim Order in Canada . 

Reporter's comments (8.5.2) 

MedORA version for sender's diagnosis (8.5.la) 

Sender's diagnosis (B.S.3b) 

Sender's comments (B.5.4) 

The information on tho circumstances of the patient's death is too limited to perform a meaningful company 
causality assessment: this event is handled as related to the sus·pect product BNTI 62B2 as a cautionary measure 
and for reporting purposes . 
The impact of this report on the benefit/risk profile of the Pfizer product 1s evaluated as part of Pfizer 
procedures for safety evaluation, including the review and anal:tsis of aggregate data for adverse events . Any 
safety concern identified as part of this revie11,• , as well as any appropriate action in response, will be promptly 
notified to regolat:.ory authorities~ El.hjcs Committees , and invest igatoc-s , as appc-opriate . 

Unit (B,3.1e·) Normal low range (8,3.1,11 

Results of t ests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Di~d in sleep 

Start dale (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range (B,3,1,2) 

I End date (B.1.7.11) 

More info (8,3,1,31 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

title name name name 

PRI VACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

!

Reporter country (A.2.1 .3) IQualification (A.2.1.4) 

Canada Physi c i an 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04411s40 (2) 

Canada Vigilance HC Latest Received Date: 
20210914 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20219015 60 (3 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1----------'-----~--'--------'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? 

Yes 

No 

20 210?13 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210831 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A, 1.10.2) 

CA- PFIZER IJIC-2021901560 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A,1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY 

Date of birth (8.1.2.1) 

Gestation Period (8.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Male 

Age group (B.1.2 .3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

Yes 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

C!\- l'F!ZE1' !NC- 2021901560 

Reason for nullification (A.1.13.1) 

Onset Age 

69 Year s 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA -19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada EX0904 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form {8.4.k.7) Route of admin istration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA versicm (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021-
CCYYMMDO CCYYMMDD 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

24 Days 24 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

ExpDT=31-JUL-2021 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26,0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1 b) 

CVA 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04471840 (2) 

Reaction assessed (B.4.k.18.1 b) 

CVA 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

OVT 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

OVT 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Immune-mediated thrombocytopenia 

Method of as·sessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Immune-mediated thrombocytopenia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Multi organ failure 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Multi organ failure 

Method of assessment (B.4.k..18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4,k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source 

MULTI SYSTEM ORGAN FAILURE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Mul ti organ failure 

Reaction/event MedDRA term (PT) 

Mu l tiple organ dysfunction syndrome 

(B.2. i.1.b) 

(B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 10.2.1.4) End Date (B.2.1.SJ 

202 -

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

24 Days 24 Days Fatal 

Reaction/event as reported by primary source 

SUSPECTED VITT THROMBOCYTOPENIA 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Immune- mediated thrombocytopenia 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Immune thrombocytopenia 

Start Date 1B.2HJ End Date (B.2.i.5) 

202illllll 

Duration 

Reaction first t ime (B.2 .1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

11 Days 11 Da ys Unknown 

Reaction/event as reported by primary source 

DVT 

(8.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term highllighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

DVT 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Deep vein t hrombosi s 

Start Date (B.2.1.4) End Date (B.2.1.5) 

202 -

Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

11 Days 11 Days Unknown 

Reaction/event as reported by primary source 
CVA 

(B.2.i.O) Current reaction 

MedDRA ve:rsion for 
reaction/event term LL T 

26 . 0 

MedDRA ve·rsion for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? (B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2. i.1.b) 

CVA 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Cerebrovascul ar accident 

Start Date (B.2.i.4) End Date (B.2.i.5) 

202 

Duration 

Reaction first time (B.2.i.7 .1) Reaction last time 

ll Oays 

(B.2.i.7.2) Outcome (B.2.i.8) 

11 Days Unknown 

(B.2.1.6) 

(8.2.i.6) 

(B.2.1.6) 

(8.2.i.6) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report from a contactable pharmac i st . A 69- year-- male pati ent recei ved bnt162b2 (PFIZER-
BIONTECH COVID- 19 VACClNE) , intra.muscularly at age of 69- year.s- old on 021 !Lot Number : EX0904 a :nd e.xpiration 
Date : 31Jul2021) as single dose for covid- 19 immunisation . The patient mea1cal history was not reported . Prior to 
vaccination, the patient was not d iagnosed with COVID-19 . The patient ' s concomitant medications were not reported , 
The patient experienced multi sy5tem organ failure on ~ 021 , Suspected (VITT} Vaccine-induce~

11111
· - .me 

Thrombotic Thrombocytopenia, Deep ve1n thrombosis (DVT!, Cerebrovascular accident (CVA) , all on -◊21 . The 
patient was hospitalized for Suspected Vaccine-induced Immune Thrombotic Thrombocytopenia {VITT), Deep vein 
thrombosis (DVT), Cerebro vascular accident {CVA) for 13 days . Since the vaccination , t.he pati ent. had been tested 
for COVID- 19 . The patient un<ier-i..,ent lab tests a.nd proced\lt>es which included Nasal s, ... ab : negative . 'rreatment 
received for the events included anticoagulation initially . Events resulted in E.mergency room/department or urgent 
care . The patient d ied on llllll2021 due to multi system organ failure . An autopsy was not performed. Ou tcome of 
othet: events was unknown . 

On 3!Aug202l , i nvestiqat i on result was received regard i nq cons umers compla i nt about IPFIZER-BIONTECH COVID-19 
VACCUIE lNJECl'I\BLE) Lot : EX0904, Expiralion Date : 31Jul2021 . Brief comp hint de•criptlon : Product quality 
investigiltion reguest . Lot Numbe.r : EX0904 . Since the vaccination, has the patien t been t ested for 
COVID-19?: ¥es , Reasonably Sug·gest Device Malfunction: No, Severity of Harm : N/A, Complaint Class : External Cause 
Investigation, Complaint Sub Cl ass :Adverse 8vent Safety . Request For Investigatio n , Root Cause : Non-ass ignable, 
Proces5 re l ated : No , Final Confirmation Status : Not cont irmed. Vendor Related : No , Lot-Specific Trend IdentifieU: 
No , I.ot 1'1·end Aosrot • Ration~le : Lot history period: as COVID wa e only introduced on the market as of oe:c 2020, 
al l .aival l<1ble complcl int da ta. was t·eviewed untU 31Aug2021 . Lot. h1st.or-y pa.r-.ameLe1:s : FP-haLc li: EX0904 . ·rhe complainL 
history has bee.n revie1o.1ed for the reported batch. Based on the corr.plaint subclass of the received corr.plaint , 
complaints with subclasses Adverse Eve:nt Safety Request For Inve stigation and Lack Of Effect we.re incJ.udcd . 1 
complaint has been received since the introduction on t.he market . Trending regarding adverse event/LOE 
investigations is performed by Global Safety . , Lot Trend Actions taken : No actions are required . ; Other trend 
Identified? : No; Other Trend Assmt . t Rationale? : The complaint history has been reviewed for the reported product 
and subclass Adverse Event S.ifety Request For Investigation and Lack Of Effect . 13370 simila r complaints have 
been received since the introducti on on the market, resulting in a cpm of 
B8, 45 . Trending regarding adverse event/LOE: investigations is performed by Global Safety . No actions are required . 
Site Sample Status : Not received ; Summary of Investigation from Pluurs division was The PGS Puurs investigation 
could not indicate a probable root cause for the complaint to be related to the production procezs of the involved 
batch . All reviewed t:ecords for the involved batch indicated that the batch met the established requirements at 
time of release. No impact assessment is required according to SOP-67372 v9.0 . No corrective or preventive actions 
... iere identifi ed as all revie\ .. ed records fo.r the involved batch indicated that the b.atch met the established 
requirements at time of 1.elease.; lnvestigationa.l repot:t conclusion from Puurs division was The complaint for 
PFIZER- BIONTECH COVID- 19 VACCINE was investigated. The investigation included reviewing the involved Patch 
records , deviation investigation , an analysis of the complaint history for the reported lot and product type . The 
final scope was determined to be th~ associated lot (s) o f the reported lot EX0904. F. complaint sample was not 
returned . No related quality issues were 1dentified during the investigation. There is no impact on product 
quality , regulatory, validation and stability. PGS Puurs concludes that the reported defect is not representative 
of the quality of the batch and the batch remains acceptable . rhe NTM process determined that no regulatory 
notifica t.ion was required. The reported defect could not be c onf i med. No root. cause o.r CAPA were identified as 
t he complaint was not coofirmed. 

Follow- up 01Aug2021) : New information was received via fax from a contactable Health Care professi onal 
(Pharmacist.) includes : ,;iutopsy information (An autopsy was not pe rformed) , 

Follow-up (31Aug2021) : New information r eceived from product quality complaint team includes : suspect drug details 
(expiration date) and investigation result. 
BNT162B2 approved under Interim Order in Canada. 

Reporter's comments (8.S.2) 

MedDRA version for sender's diagnosis (B.S.3a) 

Sender's diagnosis (B.S.Jb) 

Sender's comments (B.S.4) 

Based on the plausible temporal relation , the association between the events of Multi- organ failure, Immune
mediated thrombocytopenia, Deep Vein thrombosis and Cerebrovascular Accident and the suspect product of BNTl62B2 
cannot be completely ruled out . 

The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluacion, including the review and analysis of aggregate data for adverse e vencs . Any 
safety concern identified as part of this review, as well as any appropriate action in response; will be promptly 
notified to regulatory authorities, Ethics Committees , and Investigators , as appropriate . 

COVID- 1 9 virus test 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Results of tests and procedures (6,3.2) 

Normal high range (B,3.1.2) More info 

No 

(B.3,1.3) 
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Canada Vigilance AER#: IE2B 04471840 (2) 
26 . 0 Mul t.i organ failure 

Start date (8.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) E.nd date (B.1.8e) 

Indication MedORA version 1e.1.a1.11 Indication (B.1.a1.21 

Reaction MedDRA version (B .1.8g.1) Reaction (B.1.8g.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.1.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy {B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.S..) 

MedORA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

I Page~6 

I 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) Qu.ilification (A.2.U) 

Pharmaci s t 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

IMlddle name (A.3.1.3d) Family name (A.3.1.3o) 

St.ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

_Lddlename (A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 

(A.2.1.1d) 
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lcanada Vigilance AER#: le2B 04411s40 (2) 
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lcanada Vigilance AER#: le2B 04487273 (1) 

Canada Vigilance HC Latest Received Date: 
20210831 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202100923666 {2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '---~~--...c..~----''----''-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date {A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

20210?18 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

20210827 
CCYYM.'1DD 

List of documents held by send!er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021Q0923666 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERINC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B .1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Yes 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~rtZER tllC- 202100923666 

Reason for nullification (A.1.13.1) 

Onset Age 

65 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form {8.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVIO-19 immunization 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

2021- 2021-
CCYYMMDO CCYYMMDD 

Duration of drug Ad min (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

76125 Minutes 76125 Minutes 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S..2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Acuie leukemia NOS 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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ATIA- 19(1) 

~ 

I E2B 04487273 
I 

Canada Vigilance AER#: (1) Page*3 

MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Acute leukemia NOS 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Hemorrhage intracerebral 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Hemorrhage intracerebral 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Resu It (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Reaction (B.2) 
(B.2.1.0) Current reaction Reaction/event as reported by primary source 

PATI~T DtVEt.OPtO ACVTi t.iQJOi:MIA WHICH WM ONt.¥ OIAGNOStO - Af'Ti~ A BRAIN 
HEMMORHAGE. 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 8emorrhage intracerebral 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Cerebra l haemorrhage 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) I Duration (B.2.1.61 

2021 

Reaction first time {B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

76125 Mi nut es 7612$ Minutes Fa t a l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

PATIENT DEVELOPE.D ACtJTE LEUKEMIA WHICH WAS ONLY DIAGNOSED 

HEMMORHAGE . 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) 

reaction/event term LL T 

26 . 0 Acut e leukemi a NOS 

MedDRA version for 
{B.2.1.2.a) Reaction/event MedDRA term (PT) 

reaction/event term PT 

26 . 0 Acute leukaemia 

Term hightlighted by the reporter? (f!.Z.i,3) Start Date (1.1.Z,i,◄) IEnd Date 
202 -

Reaction first l ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) 

90165 Minutes 90165 Minutes 

AFTER A BRAIN 

(B.2.1.1.b) 

(B.2.1.2.b) 

(f!,Z,i.~) 

Outcome 

Fatal 

I Duration 

(B.2.1.8) 

(f!,Z,i,G) 
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ATIA-19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received fr-oni a contactable consumer v i a COVAE.S . A 65- year- old male pat i ent recelved 
BNT162B2 fl?f'IZER- BIONTECH COVID- 13 VACClNE , formulat.i.on : solution for injection, Lot number : Unknown) via an 

unspecifi ed route of administration 0 ~ 2021 at 09: 15 (at the age of 65- year- old} as dose number unknown, 
single for COVID-19 immunization . The patient. 1 s medical history was not reported . The patient did not receive any 
other medications within 2 weeks of vaccination. Patient did not receive any other vaccines within 4 weeks prior 
to cov1d vaccine. Prior to the vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, 
the atient had been tested for COVID- 19. On~ 021 at 06 : 00 , the patient deve loped brain hae morrhage and on 

021 , the patient d iagnosed with acute leukaemia . The adverse event3 resulted i nto e mergenc y room/department 
or urgent care . The patient \va.s hospitalized for 2 days . 'l'reatme,, t included for adverse e vent was blood cleaning 
machine . The patient. underwent lab tests and procedures which included nasal swab: negat.ive on 27May2020 . The 
patient d i ed o n - 021 . The cause of death wa s brain haemorrhage result i ng from acute leukaemia . It was not 
reported if an autopsy was performed. 

The lot number for lhe vaccine, [ BNT162B2 J, was not provided and will be requested during follow up . 

Follow-up ~27Aug2021) : This follow- up is being submitted to notify that the lot:/batch number is not available 
despite the folloi...•-up atte mpts made . Follow-up atte mpts have been completed and no further information is 
expected. 
BNt'l6282 approved under Interim Order in Canada. . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

Test (B.3) 
Test date (B.3.1b) Test name (B.3.1c) Test result 

20200527 
Investigation Negative. 

CCYYMMDD 

Unit (B.3.1e) Nor mal low range (B.3.1.1) INonnal high range (B.3.1.2) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 /\cut,:, l eukemi a NOS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurren.t conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedORA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedORA version (B.1.8g.1) Reaction (B.1.8g.2) 

Weight (Kg) [B.1.10.4] Height (cm) (B.1.10.5) Sex (B.1.10.6) 

(B.3.1d) 

I

More info 

No 

(B.3.1.3) 
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Start date 1e.1.10.1.1cJ Continuing (B.1.10.7.1dl 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.Bf.1) Indication (B.1.10.a1.21 

MedDRA version for reaction (B.1.10.89.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2a) 

Reporter street (A.2.1.2c) 

(A.2.1.1b) 
Reporter middle 
name 

Reporter department 

End date (B.1.10.7.11) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

PRIVACY 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2•) 

Reporter postcode (A.2.1.21) (A.2.1.3 ) 

(A.2.1.1dl 

!

Reporter country 

Canada 

!Qualification (A.2.1.4) 

lconsurne r / other non health pro fes3iona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.lc) I Middle name 

Stre~t (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.ld) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .4i) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04501910 (1) 

Canada Vigilance HC Latest Received Date: 
20211027 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:J:t INC- 2021009298;i4 (2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '---........ ----'--'-"-~-'----''----'-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Olsabllngllncapacltating? No 

20210?20 
CCYYMMDD 

Additional documents? (A.1.8.1 ) 

No 

20211021 
CCYYl1MDD 

List of documents held by send er (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER IJ{C-202100929854 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF1ZEIUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2 ) E2B_ M.507927 , (2) E2B_ 04507927, (2) E2B_04507 927, (2) E2B_ 04507927 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

Date of birth (B.1.2.1) 

Gestation Period 

GP medical record 
no. 

(B.1.2.2.1) 

(B.1.1.1a) 

Age group (B.1.2.J) 

LMP date (B.1.6) 

Specialist 
record no. 

(B.1.1 .1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- Prr~ER 1NC- 202100929854 

Reason for nullification (A.1.13.1) 

Onset Age (s.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04so1910 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstration? (B.4.k.17.1) 

Not Applicable 

Additlonal info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

Med ORA version (B.4.k.18,1 a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1a.2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1 b) 

Anaphylactic reaction 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Anaphylactic reaction 

Method of assessment (BA.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Reaction/event as reported by primary sour ce 

ANAPHYLACTIC REACTION 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Anaphylactic reaction 

Reaction/event MedDRA term (PT) 

Anaphylactic reaction 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightli ghted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

This is a spontaneous repo1t from a contactoble consumer . This consume r reported sirnilar events for t•,,io patients . 
This is the second of two reports . 

A patient of unspecified age and gender received BNT162B2 {PFIZER- BIONTECH COVID-19 VACCINE, Batch/Lot number was 
not reported), via an unspecified route of administration o n an unspecified date as dose number unknown , single 
for covro-1 9 immunisation . The patient ' s medical history and concomitant medications were not r-eported . The 
reporter s t ated she has a relat.ive and she had an anaphylactic react..ion Lo the vacc:i ne , and she died on a.o 
unspecified date . The outcome of the event was fata l . It w~s unkn own if an autopsy was performed. 

The lot number for the vaccine, BNT162B2, was not p rovided and wi ll be requested duri ng follow up. 

Follow- up (210cc2021) : This follow-up is being submitted to notify that the lot/batch number for all doses is not 
available despite the follow-up attempts made . Follow-up attempts have been completed and no further information 
i s expecte d . 
BNT162B2 approved under Jnte~im Order in Canada . 

Reporter's comments (B.s.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.lbJ 

Sender's comments (B.5.4) 

Unit (8.3.1e-) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Anaphylactic reaction 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (8.3.1.3) 
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Drug name (B.1.Ba) 

Start date (B.1.Bc) End date (B.1.Bo) 

Indication MedDRA version (B.1.8f.1) In dication (B.1.s1.21 

Reaction MedDRA version (B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1dl End date (B.1.10.1.11) 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
title name name name 

PRIVACY 

Reporter organization (A.2.1.2 a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

!:
Qualification (A.2.1.4) 

Consumer/other non health professi onal 

(A.2.3.3) 

--
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA- 19(1) 

lcanada Vigilance AER#: le2B 04soss24 (1) 

Canada Vigilance HC Latest Received Date: 
20210916 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210099181.2 (2) 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '--'-~----~---....... -----------------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

2021-
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210908 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER !NC-202100991812 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZEIHNC 

Duplicate (D) I Link (L) Report number(s) (A.1.12) 

{2) E2B_ 04629806, (2) E2B_ 04508307, (2 ) E2B_ 04508307, (2) E2B_ 04629806 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

Date of birth (B .1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

2 'i'ileeks 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

Hospital 
no. record no. record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically important 
condition? 

No 

Yes 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- Pt!2E~ !NC- 202100991812 

Reason for nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterization (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada FA9093 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2. SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202 .... 
CCYYMMDD 

Start period (B.4.k.13.1) 

577 Hours 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

ExpDT=31-0CT-2021 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Transplacental 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

2021-
CCYYMMDD 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Fetal growth abnormality 
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Canada Vigilance AER#: I E2B 04509824 (1) 
I 

Page*3 

Source of assessment (B.4.k,18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection N/A 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fetal growth abnormality 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Maternal exposure during pregnancy, first trimester 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Maternal exposure during pregnancy, first trimester 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Reaction (B.2) 
Reaction/event as reported by primary source (8.2.i.O) Current reaction 

MISSED MISCARRIAGE - FETAL GROWTH STOPPED AT 7 WEEKS AND WAS DIAGNOSED AT 11 WEEKS 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Maternal exposure d uring pregnancy , f i rs t trimester 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Maternal exposure during pregnancy 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) I Duration (B.2.i.6) 

20 21 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

577 Hours Fa e.a l 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

MISSED MISCARRIAGE - FETAL GROWTH STOPPED AT 7 WEEKS AND WAS DIAGNOSED AT 11 WEEKS 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Fetal growt h abno:rmality 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Foetal g rowth abnormal i ty 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.1.5} I Duration (B.2.1.6} 

2021 

Reaction first time (B.2.i.7.1) Reaction last t ime (B.2.i.7.2) Outcome (B.2.i.8) 

Fae.al 

Page: 1,935 of/de 2,140 
A2023000085 



ATIA -19(1) 

Case narrative (B.5.1) 

This is a spontaneous report from a contactable consumer (patient ' s mother}. Thie consumer reported inforrnatjon 
for both mother and fetus . This is a fetus report . 

A fetus pat.ient. of an unspecified gender received bntl62b2 {PFIZER-BIONTECII COVID-1:9 VACCINE), transpJ.acental, 

administered in Arm Left on - 021 17 : 15 (Lot Number : FA9093 , Expiration date: 31Oct2021) as dose 2 , single, 
transplacental , admin1stere~ m Right on - 2021 17 : 30 (Lot Number: E~l0193 , Expiration Date : 30Sep2021) as 
dose 1, single for covid- 19 immunisation. Th~ ent medical history and concomitant medications were not 
te orted. The mother is a 37- year- old female, last menstrual per- iod date - 021), Pregnancy Due Date 

022) . Facility ,,.1here the most tecent COVID- 19 vaccine was administe ~ blic Healt.h Clinic/Veterans 
Administration facility . Mother had missed miscarriage - fetal growth stopped at 7 weeks and was diagnosed at 11 
weeks . Adverse event resulted in Doctor or othe= healthcare profe.ssional office/clini c visit and Emergency room/ 
dep.at:"tment or urgent care. Treatment was given. The patient di ed on ~ 021. It was not reported if an autopsy 
was performed. 

Invest.igational r-eport conclusion from Kalamazoo division was The complaint for cw adverse event requested by 
safety with the use of the PFIZER-BIONTE:CH COVrD-19 VACCINE: INJECTABLE: lot EW0l93 was investigated . The 
investigation included reviewing the manufacturing and packaqinq batch reco rds , retained reference samples , 
devi ation inve:,tigatiom, and a n analysi:, of tho complaint history for the reported lot. The final scope wa., 
determlned to be the ,.eported tiniehed goods lot EW0l93, fl ll lot EP8739, and the bulk formulated drug product lot 
EP8620. A complaint. somple i,.1as not. r-eLurned, No rela.t.ed qutilH.y 1 ssues were identified du ting the inv~stiga.Lion . 
There is no impact on product quality . No root cause or C.APA were. identified as the complaint was not confirmed . 

Conclusion: The compla int for an adverse event requested by safety with the use of the PFIZER-BIONTECli COVI0-19 
VACCINE INJECTABLE lot EW0193 was investigated. The investigation included reviewing the manufacturing and 
packaging bat ch records , retained reference samples , deviat ion investigations and an analysis of the c omplaint 
history for the reported lot . The final scope ;,as determined to be the reported f i nJ shed goods lot EW0l93 , fil 1 
lot E.?8739,. and the bulk formulated drug product lot £P8620 . A complaint sample was not returned . No .:celated 
quality issues were identified during the investigation . There is no impact on product quality . No root cause or 
CAPA were identified as the coreplaint was not confirmed. 

Summary of Investigation : The initial scope of the investigation was limited to the reported finished goods lot 
FA9093, fill lot EY0549 , and the bulk formulated drug product lot EP8653 . Based on the results cf this 
investigation, the scope was not expanded. Manufacturing and packaging batch records were examined . There ...,ere no 
planned or unplanned deviations recorded during the manufacture of the lot that may h~ve impacted product quality . 
Pfizer Kalamazoo QO did not receive a complaint sample or photographs for examination . The complaint was not 
confirmed. No related qual i t~l issues were idcntif i ed during the i nvestiga tic-n . There were no planned or unplanned 
deviations recorded during the manufacture of the lot that were determined to have an impact on product quality . A 
review of the manufacturing and packaging records confirmed all processing steps met established requJ.rements , all 
noted defects were within limits and discarded, elapsed time tracking was within limits , and the freezer storage 
was acceptable . There were no product quality defects observed during the examination of retained reference 
samples . There is no impact t:o the quality of the lot . lt is unknown ho•..i the product was handled , s to.red, or 
admi1~is tered after it: left the Kalamazoo site. 

Conclusion : The complaint fol:' an adverse event requeste d by safety with the use of the PF!ZER-BIONTE.C11 COVlD-19 
VACCINE lot. FA9093 was investigated. The invest.igac.ion included reviewing the manufacturing and packaging batch 
records , retained reference samples , deviation investigations and an analysis of the complaint history for the 
roportod lot and product type. The final scope was determined to :be cha reported finished goods lot FA9093 , fill 
lot EY0549,. and the bulk formulated drug product lot EP8653 . A complaint sample was not returned. No related 
quality issues were identified during the investigation . There is no impact on produce quality . No root cause or 
CA.PA were identified as the complaint was not confirmed. 

Follow- up ~06Sep2021) : Follo\..,- Up ;i:lttempts completed. No further information expected. . 

Follow up (08Sep202L 08Sep2021) : New information r eceived from product quality complaint team includes: suspect 
drug information, investigation result. 

No follow-up attempts are neede d . No further information is expected . 
BNT162B2 approved under Interim Order in Canad~ . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jb) 

Sender's comments (B.5.4) 

Unit (B.3.1e ) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

--
Patient Medical History (B.1.7) 

(B.3.1 .2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 04509824 (1) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fetal growth abnormality 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Materna l exposure during pregnancy, first trimester 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8• ) 

Ind ication MedDRA version (B.1.81.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 

Page*5 

I 
I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddlename 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04534786 (1) 

Canada Vigilance HC Latest Received Date: 
20210907 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZ@neca- 2021A674645fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'------'-----'----'--------"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Oisabllngllncapacltating? No 

20210809 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210906 
CCYYMMDD 

List of documents held by sencfer (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca-2021A674 64 5 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Soutce(s) (A.1.11.1) 

CAflAD!AN f!El\l,TH AUTHOR!Ti 
MC CANADA 
AZPRODOOOO 

Duplicate (D) I Link (L) Report n:umber(s) (A.1.12) 

(l 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - AS'rRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(8.1,1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomalyfbirth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Oupllcate Case Identifiers (A.1.11.2) 

00 94 6 l 

CA-Ast·1.·azeneca-2021A674 64 5 

Reasonfornulllflcation (A.1.13.1) 

Onset Age 

48 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8.1.1.1d) 
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MedDRA versl1>11 f1>r c.iuse (B.1.9.2.a) Rep1>rted cau$e($) (B.1.9.2.b) 

26 . 0 Headache 

MedDRA version for cause (B.1 .9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Nausea 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Somnol ence 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect VAXZEVRIA VIAL CONTAINS 10 DOSES OF 0.SML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 
l;ountry arug ot>tamea (t!.4.K . .!.3) t!atcnI1ot no. \ts.4.K.3) 

UNKNOWN 

Holder and -authorlzatlon/applicatlon no. of drug (B.4.k.4) 

Authorization/Application no.: 0251084 7 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.1S..2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Immunisation 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FLOVENT HFA 

Active Substance names (B.4.k.2.2) 

fluticasone propionate 

country drug 01>tatne<1 (1:1.4.K.2.:J) 1:1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

metered dose 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k:.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug R,ecur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FLURAZEPAM HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

flurazepam hydrochloride 

country arug 01>ta1nea (H.4.k.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistTatlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant SALBUTAMOL 

Active Substance names (B.4.k.2.2) 

salbutamol 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistTatlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4,k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TEVA FENTANYL 

Active Substance names (B.4.k.2.2) 

FENTANYL 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k,8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRAversion (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04534786 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NABILONE 

Active Substance names (B.4.k.2.2) 

nabilone 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRAversion (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant DULOXETINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

duloxetine hydrochloride 

country arug 01>tatnea (t!.4.k.2.:J) t1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Delayed release 

Pharmaceutical form (8.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant LEVOTHYROXINE SODIUM 

Active Substance names (B.4.k.2.2) 

levolhyroxine sodium 

country arug 01>talnea (t:1.4.K.2.:J) t:1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistTatlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Tablet Unknown 

Gestation period (B.4,k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminist raUon? (B.4.k.17.1) 

Addit ional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant MELATONIN 

Active Substance names (B.4.k.2.2) 

melatonin 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant LEVOMEPROMAZINE MALEATE 

Active Substance names (B.4.k.2.2) 

levomepromazine maleate 

country arug 01>ta1nea (l:l.4.k.2.:J) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k,8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRAversion (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04534786 (1) Page,121 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ONDANSETRON HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

ondansetron hydrochloride 

country drug 01>tatne<1 (ts.4.k.2.:J) tsatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Tablet 

Gestation -period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRAversion (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04534786 (1) Page,nl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PMS RABEPRAZOLE EC 

Active Substance names (B.4.k.2.2) 

RABEPRAZOLE SODIUM 

country arug 01>tatnea (l:!.4.k.2.:J) 1:!atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

Enleric coaled 

Pharmaceutical form (B.4.k. 7) 

Tablet 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (l'U.k,17,2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4,k.17,Zb) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (BA.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) Page,141 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant PREGABALIN 

Active Substance names (B.4.k.2.2) 

pregabalin 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RANITIDINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

ranitidine hydrochloride 

country arug 01>taInea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Dosago text (8.4.k.6) 

Pharmaceutical form (B.4.k.7) 

Tablet 

Gestation -period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRAversion (B.4.k.11a) Indication (B.4.k.11b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TRAZODONE 

Active Substance names (B.4.k.2.2) 

trazodone hydrochloride 

country arug 01>talnea (B.4.k.2.:J) Batc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Tablet Unknown 

Gestation period (B.4,k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04534786 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant SANDOZ DICLOFENAC 

Active Substance names (B.4.k.2.2) 

diclofenac sodium 

country e1rug 01>tatnea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of admlnistrntlon (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readminlstraUon? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

HEADACHE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Headache 

Reaction/event MedDRA term (PT) 

Headache 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (8.2.1.8) 

Reaction/event as reported by primary source 

NAUSEA 

(B,2.1.0) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

(B.2.i.3) 

Nausea 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Nausea 

Start Date IB.2H) End Date (B.2.i.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

SOMNOLENCE 

(8.2.i.O) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hlghllighted by the reporter? 

No 

(B.2.1.3) 

Somnolence 

Reaction/event MedDRA term (PT) (8.2.i.2.b) 

Somnolence 

Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

!Fatal 

(B.2.1.6) 

(e.2,;,5) 

(B.2.1.6) 
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Case narrative (B.5.1) 

,ti,_ :3pontaneous report has been received from the regulatory authortty in Canada (CA.NAATAN HEALTH AUTHORITY) via 
physician concerning a 48 - year- old female patient of Unknown ethnic origin (height. '67 in 1 weight 80 kg). 

No medical history was reported . Concomitant medication included fluticasone propionate, flurazepam hydrochloride , 
salbutarnol sulfate, fentanyl , nabilone , duloxetine hydrochloride , le.vothyroY.ine sodium, melatonin , levomeprornazine 
maleate , ondansetron hydrochloride, rabeprazole sodium, pregabalin , ran1tidine hydrochloride , trazodone 
hydrochloride and diclofenac sodium. 

The patient received Astrazeneca Covid- 19 Vaccine Vial Contains 10 no ses Of 0 . 5ml (covid- 19 vaccine n:rvv ad 
(chadcxl ncov- 19)) (batch number UNKNOWN) once/single administration, via intramuscular route , for immunisation on 
an unknown date. 

On an unknown date , the patient experienced headache (prefe rred term : Headache) , nausea (preferred term: Naus~a) 
snd somnolence (preferred term: Somnolence). 

Action t{.9ken with Ast.ra2enec,;1. Covid-19 Vaccine Vial Contains 10 Doses Of 0.5ml was not. applicable 

On an unspecified date the patient died and lhc cc1u-,e ot death was headache, nau~ea and somnolence . It was not 
known whetha1 an c1utopsy was pertormed. 

The events were. consideted serious (death) . 

For regulatory reporting purposes , if a n event. is spontaneously i.-eportecl , at. least a reasonable possibility of a 
causal relationship is implied by the reporter I even if the re lat ion ship is unknown or unseated. 

The Astra-Zeneca COVJD- 19 vaccine is an Mtrazeneca Canada inc product authorized under the in terim order. 

Summary of follow- up information recei.ved by AscraZeneca/ Medlmmun e 06- SEP- 2021 A spontaneous report has been 
received ft:om the regulatory authority in Canacla (CANADIAN HEALTH AUTHORITY) via physician : Health Authority 
Refei.-ence number was capt.1..1red in the Reportei.- Case ID field and narrative updated. 
Ci\USE OF DEATH : HEADi\CHE Ci\USE OF DEATH : NAUSEA CAUSE OF DEATH : SOMNOLENCE HEADACHE - MEDICAL CONFIRMi\TION BY 
HEALTH PROFESSIONAL: Yes NAUSEA - l•JEDICAL CONFIRMATION BY HEALTH PROFE:SS10NAL: Yes SOMNOLENCE - MEDICAL 
CONFIR[-!ATION BY HEALTH PROFESSlONl\L: Yes 
The Astta - Zeneca COVlD- 19 Vacc ine is an AstraZeneca Canada lnc . product authorized under the I nter im Order . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis IB.5.3bl 

Sender's comments (B.5.4) 

Headache , nausea and somnolence are listed adverse event for AZD1222 . However , as the SAE is reported with the 
seriousness criceria of Death Che event is considered unexpected . Cause of death wa3 reporced as headache, 
nausea, and somnolence . case is confounded by polypharmacy. Due to limited informatio n on c i rcumstances leading 
to death , clinical cou r se, concurtent diseases , r:elevant medical and family hi story , vaccjne 1l..ZD122 
administration dace , even ts date, etiologic and diagnostic workup, the evaluation did not. find evidence to 

causal r elationship between the events and vaccine AZD1222 . 

Unit (B.3.1e) Normal low range (B.3.1.11 Nonnal high range 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1~.?1 

26 . 0 Headache 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1 .7.19) 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Nausea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1 .7.19) 

(B.3.1.2) More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 04534786 (1) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Somnolcrnce 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11} 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (8.1.Ba) 

Start date (B.1.8c) End date (B.1.Be) 

Indication MedDRA version (B.1.a1.1) Indication (B.1.a1.2J 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1 .10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1 .10.81.2) 

MedDRA ve rs Ion for reaction (B.1 .10.Sg.1) Reactions (B.1.10.Sg.2) 

I Page,20 

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRIVACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

PRIVACY CANADIAN HEALTH AUTHOR!TY 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

(A.2.1.2b) 

Qualification (A.2.U) 

Phys ician 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

UNKNOWN 

(A.2.Ub) 

Qualification (A.2.1.4) 

Physician 

(A.2.3.3) 

(A.3.1.2) 

(A.2.1.1d) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04551664 (O) 

Canada Vigilance HC Latest Received Date: 
20210813 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 20210813 
CCHMMDD 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZ£R INC- 202101022711{1) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ~'---'----~--'-----~--~-----~~--1 

Type of report 

Stu<.ly 

S'erlous? .(A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210809 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20210809 
CCYYM."!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty•s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202101022711 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Heal th Car,~da 
PFIZERINC 

Duplicate (0) / Link (L) Report number(s) (A.1.12) 

{l ) 000940311 

Report nullification? (A.1.13) 

NO 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAil - PFIZER 

UNKNOWN Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

other medically •important 
condition? 

No 

No 

No 

Duplicate Case identifiers (A.1.11.2) 

000940311 
CA- PITZER I NC- 202101U227l l 

Reason for nullification (A.1.13.1) 

Onset Age 

95 Year s 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04551664 (0) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorizat ion/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE NUMBER UNKNOWN, SINGLE 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA versi<>n (B.4.k.11a) Indication (B.4.k.11 b) 

26,0 COVIO-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL-COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cardiac failure congestive 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (8.4.k.18.1b) 

Dyspnoea 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 
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lcanada Vigilance AER#: le2s 04551664 (0) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ELIGARD 

Active Substance names (B.4.k.2.2) 

leuprolide acetate 

country drug 01>taIne<1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

22.5 Milligram,1 every 3 (Months) 

Dosage text (B.4.k.6) 

22.5 mg, every 3 months 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Prostate cancer 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction asse!;sed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

CARDIAC FAILURE CONGESTIVE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Cardiac failure congestive 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cardiac failure congestive 

(B.2.i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Reaction/event as reported by primary source 

DYSPNOEA 

(B,2.1.0) 

Fatal 

Current reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Dy,pnoea 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Dyspnoea 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

This is a Non- Interventional Study report from a contactable Consumer. This is a report received from the Health 
Canada Regulatory Authority via an on-line database search . Regulatory authority report No 000940311 . This 
information was initially reported to Health Canada bet•,1een 2.tJFeb2021 and 06Apr2021 from an unknown Market 
Authorization Holder A.ER# unspecified 

A 95-year-old male subject received bntl62b2 (COVID-19 VACCINE - .MANUFACTURER UNKNOWN} , intramuscu lar on an 
unspecified date (Batch/Lot rwmber was not reported) as DOSE. NUMBER UNKNOWN, SINGLE for covid-19 immunisation; 
leuprorelin acetate (ELIGARD), subcutaneous from an unspecified date (Batch/Lot number i...•as not reported) to an 
unspecified date , at 22 . 5 mg , every 3 months ; subcutaneous from an unspecified date (Batch/Lot number was not 
reported} to an unspeci£ ied d.at.e , at 22 . 5 mg ~ every 3 nionths ior prostate cancer. ~edical history included 
prostate cancer from an unknown date . The subject 1 s concomita nt. {nedicat:ions were not. reported . The subject 
experienced cardiac failure congestive, dyspnoea on an unspecified date . The action taken in response to the event 
(s ) for leupr-orelin acetate was unknown . The outcome of the event was fatal . The subject. died on an unspecified 
date . It was not reported if an autopsy was perfor med 

The reporter's assessment of the causal relationship of the events with the suspect product was not provided at 
the time of this report . Since no determination has been received , the case is managed based on the company 
causality assessmen~ 

Pfizer is t.he Marketing authorization holder of COVID-19 VACCINE in the country of incidence .This may be a 
duplicate r eport if another marketing authorization holder of COV ID-19 VACCINE has submitted the same report to 
regulatory autho rities. 

No follow- up attempts are possible; info.r-mati oo about lot/batch nurnbet cannot be obtained. No furthe:r i nformation 
is expected. 
COVID- 19 Vaccine - Manufacturer Unknown approved under Interim Order in Canada . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis 1B,5.3a) 

Sender's diagnosis (B,5.3b) 

Sender's comments (B.5.4) 

Based on the available information and the strong drug event temporal association, a possible contributory role 
of suspect product BNT162B2 to development of events cardiac failure congestive and Dyspnoea cannot be e xcluded. 
'the .impact of this report on the benefit/risk profile of the ~fJzer product is evaluated as part of l'fizer 
procedures for safety evaluat:i on , including t.he review and analysis of aggregate dat.a for adverse events . Any 
safety concern identified as part of this revi~w, as well as any appropriate action in response., will be promptly 
notified to regulatory authori ties , Ethi cs CorPmittees , and Investigators , as appropri ate . 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1 ) Episode name (B.1.7.1a.2) 

26 . 0 ~rostate cancer 

Start date (B.1.7.1c) Continuing (B .1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Cardiac fail ure congestive 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B .1.7.1a.2) 

26 . 0 Dyspnoea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7,11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1 .8e) 

Indication MedDRA version (B.1.81.1) Indication (B .1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1 .8g.2) 

Start date (B.1.10.1.1cJ Continuing {B.1.10.1.1d) End date (B.1.10.7.1f) 

Comments 1e .1.10.1.1g) 

Relevant medical history / Concurrent condit ions text (B.1.10.7.2) 

(B.3.1.3) 

I 
I 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8e) 

MedDRA version for Indication (B.1.10.sr.1J Indication (B.1.10.a1.2) 

MedDRA version for reaction (B.1.10.sg.1) Reactions 1s.1.10.sg.2) 

Primary Source (A.2) 
Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

Reporter organization (A.2.1.2a) Reporter dep.artment 

Reporter street (A.2.1.2c) 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter city IA.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

Reporter family 
name 

PRIVACY 

(A.2.1.1d) 

!

Reporter country 

Canada 

IQualiflcatlon (A.2.1.4) 

k onsumer/other non health professional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1. 1) 

Department (A.3.1.3a) 

-
Given name (A.3.1.3c) F ie name 

Street (A.3.1.,a) 

City (A.3.1.4b) 

Postcode (A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

Project No 

Observed study type (A.2.3.3) 

Other st.udies 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

-
(A.3.1.3d) Family name (A.3.1.3&) 

State (A.3.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .41) 

-
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 
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Av r. 26. 2021 6: 14AM 
I ATIA-19(1) I 

FORMULAIRE DE DECLARATION DES 
EFFETS SECONDAIRES 

P. 

Veuil le?z (?twoycr le forn1u l<1ire rempli 
p~t tf.ilecopieur :iu 1-866-678-6 789 
Pour de> plus ~mplr~s rnnsGigncments, 
composcz le 1-866-234-2345. 

0 
um n 

La declaration des effets secondaires (aussi appeles << effets In desirables l'l) de produits de 
sante commercialises au Canada peut contribuer a l' ldentlfkation d'effets secandaires graves 
ou rares, ce qui peut entrainer la modification de l' infonnation sur l'innacuite du produit. PRCT£GE « B • LORSQUE REM FU-

Les lnstructlon• ,ur la faeon de compl<lteret de soumettra le pmsent formulaira ~in•i qua !'information concemant 
la oonfidenti~lite •e 1TQ<.(y,:,r,( • 1~ page 2, Ccrripl~t.,,rtoL1,: fes Items oollgatolre9, lndique; par un ·, et founir autant 
d'information qua po5eible pourlesaum;, items-

~ ans 
___ mcls 

Iii uinai:fa 
□ Etats-Un is 
□ Autre ();pedfier): ______ _ 

:f:~}~;~µ'.ij.~p •. 
:ii!:r~:~~trn!'r.t r : 

2021 

Aslra Zeneca 

Cl Pharmacle 
C Eplcer)e 
C Internet 
Iii Autre ($peciflel'): Vaocioauoo 

.A~~/iii\yiront~if ~;1~e~~~, .... 
i-: ~.Jf ~~~:~ti~: : i:.l~_Jri!lii~l~irl~~~-J , 

II franyafa -~f~~~~rs~~9it~~Bt¥.~Y~~~~(~~~p:~~j·~~.12~ ~~h~? . ·m?~: ·-:~~liilllliWl~lills~t~Jillililli~l~ 
hC __ a~n~g=la=is~~~~=,.,,.,..,,,.,.,,,-,,,"""',,.,.-:,~,:,,:--.:--.:-.,,..--,,=.,,-,,-,-...,.,..,.,...,,,....,,.,,...,,=,,,..,-1 Prevention COVID-19 
(~:, tn9.i~Jf:;~Et'.~9,]_ y~~~~~.?})~;.(~}~~;i;::::::;.:~!:;imi~iii~:~~---:HtiJH: .·,::_J~~1!t :;;il?l/.:. ;{(·-~!ji;i~i\~Jifi!!ll~;~ 
r:l Consommateur ou autra non-profossionnel de la san t~ 

C] AuiTe professionnel de !a s,mtcl (specifier) : ----------~-~~-

·9~_:£·~~jf;\1:~~Jk;a~·.:~µ,;·fyt·~#.nt?;.;:~~: .. ~~!~--::~: .!'.!!l!Tht;:~.~~_::~~--il~!~1j'.~~~;-~!~'.0ITff~~!fi~:~-;;~TT:i··;m~ 
C Oui l!I Non 

CJ Ufet sewndait e 

[] Oui 

C Nan 

,y~·:;~It~1:a 'Uiitctt~itiiiti" d • 11 r 'H •• 

· ?!1!~1.~~mltJ:i!~~~i;;!:f ~:: 
i;! ;~~~~f.~~:~ ¥,;~rJ~ .. ~~;J; ~"-~t ~t1~~9.~;~!~~ -".j,C!;ii;e..!:_' _ .. --')=~~";(·c:<_·_: • .. • :_i~!"'?~c:.Jc.; """,....:··-:::"1::'Y·:!•~= :"":"•i"":!:""I!~"""~' .. '!:""~;-"'!::_,_;!s_..Wa.(,:,•,;: tl our 
■ Daces (fcumir la date) 2021 C Non 
[] Met la vie en d~nger □ lnc.!ipaclte I! Ne s'eppllqu" pa9 
[] H ol.pihll~~tlol'I □ M~lformatlor, congenital" 
□ Prok>ngatlo~ d'u~e ho$pltallsnlon □ Be9oln d'uoe Intervention medicale 

□ Oui l!lt Non CJ lncom1u 

:i~ii~l!~rt~i~:t,lt].lif ir:lffi1~:i:~::::: :• ;;~: t>,}i\~:Qri:~f;ttf.e_._ 
2021-

□ Qui 
Cl Non 
&I Ne s'applique p~s 

: CJ 
'c 

l!I 

Qui 
Non 
Ne s'applique pas 

Cephalea. nauseas at ~olnllalenoe posl-vacdnauoo. Patlente r:Jl:cede 1ellllll2021 . )P:; f ~@),#r.ti~,~~;ge ie~~foif~;~en:i'~~,~~ ·,i:?{;:i!l)\:1)1 
Arrtv~e dll~~e e l'h Ces soumi,; au coroner 

~~ ; 
t I : •. • I : : : ! t : I : ! . . : I : I 

"Salon to Politl~uG du gouvor,,oment du Conodo e-mise por h: Secfet..ri•t du Co"~•;I du 'fr~~OI du Canada, 

l♦I Santa 
Canada 

Health 
Canada 

Pub. : 15011\3 I Oo.te .ov~I 2020 

Page. 1,~tiai.a_1d•• 
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Avr. 26. 2021 6: 16AM cum nt H 
ATIA - 19(1) 

_ P. 3 
m n 

No de dossier local: s 
I 

21:18 

Medicaments actifs ou completes derniers 30 jours -

PRENDRE 2 CAPSULE UN!. FOIS 2021- ~:! 202- 2 14 

PAR JOUR, AU SOUPER 

TRAZOOONE 100MG COMPRIME 1 CO""RIME \ FOIS PAR JOUR 202- 53 202111 2 7 
(TRAZODONE 100MG , .. r 
COMPRIME) 1/2 HE:URE AVANT COUCHER 

LEVOTHYROXINE 88MCG 
1 COMPRIME 1 FOIS PAR JOLIR 20,!0/12110 ~6 202 ... 2 7 

COrv!Pf'!.IME 
(SYNTH~OIP eoMCG LE MATIN 
COMPRIME} 

PR!.GABALlN~ $OMG CAPSULE 1 CAPSULE 2 FOIS PAR JOUR 2020/10/06 27 2021- 2 14 
(PREGABAl.lN 60MG CAPSULE) 

MATIN ET COUGHER 

PREGABALlNE 150.MG CAPSULE 1 CAPSULE PAR LA BOUCHE 2020/10/06 27 202111 2 7 
(PREGABALIN 150MG CAPSULE) 

1 FOIS PAR JOURAVANTLE 

COUCHERAYeC 1 CAPSULE OE 

50MG DOSETOTALE 200MG 

PREGABALINE 75MG CAPSULE 
1 CAPSULE PAR LA BOUCHE 1 2020/10/oe Z1 20;?- 2 1 (PR!;GP-MllN 7SMG CAPSULE) 
FOIS PAR JOUR LE MATIN AVEC 

1 CAPSULE DE SOMG DOSE 

iO'J'ALE 17SMG 

RABEPRAZOlE 20MG COMP, 
1 COMF>~ lf..41: 1 FOlS PAR 2020/0~28 28 2021- 2 7 

ENT. 
(PMS RAl3EPRAZOLE EC 20MG 
COMP. !c.NT.) 

JOUR 30 MINVTE$ AVANT 1-E 

DEJEUNER ••PP206,. 

• L'lnforma1Jon aur le d~lal permet d'ldentmer le laps de tamps ~COi.ii& d9Puis la darn~re da11wanoo, cette lnlorrnauon peut r,o~rnmenl permetlfe de rep6rer des ~dfcameora qui eont actlt~ 
- ala qui iJOUrralent ne plus Aire pris par l'uaager. 

Pa11e1 de 3 
Ce document flllt partle tnt~erante du dossrerlocal de l'usage, 1orsqu'11 yest consign~. Page 1,971 of/de 2 , 140 

Dee lor&, lea rllglea da confldanltallt6 ot de conservallon appllcables a 00 doellment son\ cell&$ pr6Vl.leS pour ee Clos~ gQQQQ85 



Av r. 26. 2021 6 : 16 ~,..._M -------. 
I ATIA-19(1) I 

P. 4 
m n 

Medicaments actifs ou completes derniers 30 jours-

OISPILL) 

RANITIDINE loOMG COMPRIMI: PRENORE 1 COMPRIME 2 FOIS 2020,09/28 28 202- 2 
(MAR RANITIDINE 150MG 

14 

COMPRIME) PAR JOUR AU PINER ET AU 

COlJCHER 

METHOTRIMEPRAZINE 5MC3 
1 COMPRIME 1 FOIS PA~ JOlJR 2020/09/28 27 2021- 2 

COMPRIME 
7 

(M1;'fHOPR/'.2IN!: 5MG 112 HEURE AVANT COUCtll:R 
COMPRIME) 

$AU:1UiAMOL·INH 100MCG PRENDRE 2 INHALATIONS 4 FOIS 2020/09/26 e 2021- 10 200 
INKALATeUR 
(TEVASALBlJTAMOL HFA PAR JOUR SI BESOIN 
100MCG INHALATEUR) 

DICLOFENAC 50MG 1 SUPPOSITOIRE 2 FOIS PAR 2020/09/28 2 2021- 10 30 U 
SUPPOSITOIRE 
(SANDOZ OICLOFENAC 50MC3 
SUPPOSITOIRE) 

JOUR $ 1 BESOIN 

NABILONE 1 MG CAPSULE 
1 CAO PAR LA BOUCHE 2 FOIS 2020/09/;ze (j ~:21- 10 60 

(TEVA NAEIII.ONE fMG 
CAPSULE) PAR JOUR SI BESOIN ~sERVIR 

60 A LA FOIS .. 

FENT ANYL•TRANSOERM(OU e 1 Tll',11:!RE AUX 3 JOU RS (SERVIR 2020/0ll/28 5 2021- 10 10 U 
100MCC3/HR TIMBRE-72H 
(TEVA FENTANYL 100MCGIHR 10 PAR M0I$) "PIU:PA~tv' 
TIMBRE-72H) 

APPELERI LlVRt:R• 

• ~mallon aur le dEilai perm et d'idenfifKir le Jape de tlll!lps ilroule d0pliiS la dGmienl d61IVrance,, Cette lnformaIIon peul notan,mant parrr.ettra de mpsrer daa madlcalTIElllls qul eont acllfE 
~ mels qul pourratanl na plua sire pris per l'uaeger, 

. , Page 1 972 oftr1~8i?i88 3 
Ce document falt perlie lnlegran!G du dossier local de rusager loraqu'II y eat oons!gns. ' ' 

Das lora, les raglea de confidenlielile el de conaerva~on appllcabl0s a e& dooume11t oonl celleg p,evue, pour ce d,;,~1-02,.1000085 



Av r. 26. 2021 
ATIA-19(1) 

5 - P. 5 

I 
No de dossier local: 

; 

C S 

lmprime par: 
Date d'impression : 2021/ 

Medicaments actlfs ou completes derniers 30 jours 

ONDANSETRON 8MG 
COMPRIME! 
(ONDANSETRON 5MG 
COMPRIME) 

FLURAZEPAM 30MG CAPSULE 
(FLURAZEPAM 30MG CAPSULE) 

LANCETTESLANCETTE 
(LANCETTES SOFTCT..IX 
1.ANCETTE) 

GI. YCEMIE-TESl BANDEl.EiT'E; 
(ACCU CHEK AVIVA 6 ANDI: 
BANDEl'ETTE) 

2 INHALATIONS 2 POIS PAR JOUR 2020/09/28 8 

MATIN ET SOIR (BIEN RINGER LA 

BOUCHE;. APRE.S UTILISATION) 

1 COMPRIME PAR LA BOUCHE 2 2D20/09/28 7 

FOIS PAR JOUR 

1 CAPSU~ 1 FOi$ PAR JOUR. 20.20/09/28 s 

1/2 Hl:lme AVANT COUCHER 

'PREPARER/ APPELER/ LIVRER' 

UTILISE'R ces LANCIITTES AVEC 2020110/30 899 

VOTRE S'TYLO AUTOPIOUEUR 

2021-

2021, .. 

~0/11)/~0 

UTIUSER LES BANDELETTE8 

AVEC VOTRE GLUCOM~TRE 

2020/10/30 909 2020/10/30 

10 120 

10 16 

10 so 

177 200 lJ 

177 fOOU 

m n 

• . anon sur le c161al permet d'tden1mer le lape de temps b ull! depuls la clemtke deUvraoce. Cette Information peul notamment parmettre de reperer des rn~dlcaments qui sonl acllf$ 
a ais qui pourral~nl ne plus etre prls par l'usager. 

Page 1 973 ott8'~~~~e 3 
Ce document fall partle lntegranie dt1 d0$9'ler local de tusa9er ll)rsquU y eat cooslgnl!. ' ' 

obs IOfs, les r~gles de coofldentlallt~ et d(> cooservatl-On apellcables A re documMt sont cel1es p~vues pour ce dos~?~'P.000085 



I ATIA- 19(1) I 
Dawson, Dianne (HC/SC) 

From: Seguin, Michelle (HC/SC) on behalf of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 

Sent: 2021-05-26 1 :35 PM 
To: Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
Subject: FW: Suivi par Sante Canada - Vaccin COVID-19 AstraZeneca (Effets Secon,daires) 

Categories: Red Category, Michelle 

From: Seguin, Michelle (HC/SC) On Behalf Of Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) 
Sent: 2021-05-26 12:21 PM 
To: Eng, Kathleen (HC/SC) <kathleen.eng@canada.ca>; Lavigne, Andree-Anne (HC/SC) <andree
anne.lavigne@canada.ca> 
Cc: Savaria, Franc;ois (HC/SC) <francois.savaria@canada.ca>; Fraije, Jemma (HC/SC) <jemma.fraije@canada.ca>; Rose, 
Jhona (HC/SC) <jhona.rose@canada.ca>; Tam, Ron (HC/SC) <ron.tam@canada.ca>; Noble, Angela (HC/SC) 
<angela.noble@canada.ca>; Stothart, Tonja (HC/SC) <tonja.stothart@canada.ca>; Danoff, Deborah (HC/SC) 
<deborah.danoff@canada.ca> 
Subject: FW: Suivi par Sante Canada - Vaccin COVID-19 AstraZeneca (Effets Secondaires) 

Good afternoon, 

Please find the follow up response below concerning AER#000947601. 

Thank you, 
Michelle 

To: Seguin, Michelle (HC/SC) <michelle.seguin@canada.ca> 
Subject: Suivi vaccin covid astrazeneca NEI 000947601 

Bonjour Mme Seguin, 

Desole du delai, votre fax sem ble avoir ete t ransmis au mauvais endroit. 

En reponse aux questions: 

J'ai discute avec la co~ Le pathologiste aurait emis un rapport preliminaire qui montre un infact us 
t ransmural datant d~ s (le vaccin a ete rec;~ avant le deces) 

II n'y a pas eu de prelevement analyse au laboratoire de mon centre hospitalier autre qu'un test covid negatif. Les 
prelevements ont ete envoye au laboratoire du coroner. 

Je vous refere au bureau du coroner pour les resultats d'autopsie et de prelevement. II ne semble pas avoir de lien 
finalement entre le vaccin et le deces de la pat iente ace que je peux comprendre. 

Bien a vous 

1 
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From: Seguin, Michelle (HC/SC) <michelle.seguin@canada.ca> On Behalf Of Canada Vigilance COVID19 vaccine/ vaccin 
COVID19 (HC/SC) 
Sent: 2021-04-28 8:43 AM 
To: 18193723553@fax.hc-sc.gc.ca 
Cc: Canada Vigilance COVID19 vaccine/ vaccin COVID19 (HC/SC) <hc.canada.vigilance.COVID19vaccine
vaccinCOVID19.sc@canada.ca> 
Subject: RE: Suivi par Sante Canada - Vaccin COVID-19 AstraZeneca (Effets Secondaires) 

Dr 

Merci pour la declaration d'un effet secondai re suivant !'immunisation (ESSII) . Par consequent de suivi d'evaluation par 
Sante Canada, le Programme de Canada Vigilance a identifie cette declaration pour un suivi. 

L'information que vous avez fournie dans votre declaration a ete enregistree dans la base de donnees du Programme 
Canada Vigilance sous le numero d'effet indesirable (NE!) 000947601. 

Canada Vigilance NO 

000947601 

(Date de reception 

[Sante Canada]): 

26/04/2021 

Clarification 

Veuillez SVP donnez toute information supplementaire concernant: 

Informations cliniques concernant !es antecedents medicaux actuels du patient, y compris 
tout facteur de risque cardiovasculaire potentiel (par exemple, diabete, antecedents de 
tabagisme, hypertension, hypercholesterolemie ou hyperlipidemie et antecedents de 

cardiopathies ischemiques). 

Si disponible, quel etait le statut COVID-19 du patient au moment de l'effet indesirable. 

Informations sur le traitement medical et les investigations liees aux evenements 
indesirables, par exemple, des analyses de sang (par exemple, numeration globulaire 

complete et frottis sanguin, numeration plaquettaire, 0-dimere, taux d'anti-heparine) et 
examens radiologiques (par exemple, TOM, !RM, angiographie, echocardiogramme, etc.), si 

disponible. 

Resultat de l'enquete du coroner et de l'autopsie, si disponible. 

Une reponse dans !es meilleurs delais serait grandement apprecie pour !'evaluation de ce cas. 

Si vous avez besoins de plus d' informations, n'hesitez pas a me contacter. 

Merci de votre collaboration, 

Michelle Seguin 
Le Programme Canada Vigilance, Sante Canada 

--------------------------------------------------------
Michelle Seguin B.Sc., B.Sc.N., RN 
Adverse Reaction Infom1ation Specialist/ Spccialiste de !'information sur !es effcts indesirables 
Marketed Health Products Directorate I Direction des produits de sante co11:11nercialises 
Health Products and Food Branch I Direction generale d es produits de sante et des aliments 
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Health Canada I Sante Canada 
Jeanne Mance Building I lmmeuble Jeanne Mance 8th flour, Room/Pifke 808D 
200 Eglantine Driveway, Pre Tunney's Pasture 
Ottawa, Ontario KlA 0K9, A.L. 1908C 
Telephone I Telephone (613) 793-5750 
Facsimile I Telecopieur (613) 937-0335 
michelle.segwn@canada.ca 
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ATIA - 19(1) 

lc anada Vigilance AER#: le2B 04559367 (2) 

Canada Vigilance HC Latest Received Date: 
20230505 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- AstraZi,neca- 2021A684 767 () 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'---'""'--''-"-----'----'-'----"-----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date (A.1.7) Oisabllngllncapacltating? No 

20210816 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20230504 
CCYYJ<!.'IDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-Ast raZEeneca-2 021A68 4 7 6 7 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAt>!/\N HEAJ..TI! AUTHORITY 
MC CANADA 
Market Author ization Holder .AER Number 
AZPRODDOOO 

Duplicate (0)/ Link (L) Report number(s) (A.1.12) 

(2) 

Report nullification? (A.1.13) 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - ASTRAZENECA 

UNKNOWN Male 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomalylbirth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

Reason for nullification (A.1.13.1) 

Onset Age 

95 Years 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product namo (8.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

UNKNOWN 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVIO-19 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k,13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministratlon? (BA.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,.2) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04559367 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ELIGARD PRE-FILLED SYRINGES (3-MONTH) • SINGLE DOSE 

Active Substance names (B.4.k.2.2) 

leuprolide acetate 

country drug 01>taIne<1 (tS.4.k.2.:3) tSatc1111ot no. {tS.4.k.3) 

UNKNOWN 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02248240 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms, 1 every 3 (Months) 

Dosage text (B.4.k.6) 

POWDER FOR SUSPENSION, SUSTAINED RELEASE. 1 Every three months 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admln (B.4.k.9) 

Subcutaneous 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Prostate cancer 
26.0 Prostate cancer 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

MedDRA version (B.4.k.18.1a) 

f--

Source of assessment (B.4.k.18-.2) 

~ 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 
.• 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 

---
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Reaction/event as reported by primary source 

CARDIAC FAILURE CONGESTIVE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) 

Cardiac failure congestive 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cardiac failure congestive 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) 

No 

Duration 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

DYSPNOEA 

(B,2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

No 

Reaction first time (B.2 .1.7.1) 

Case narrative (B.5.1) 

Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 

Dy,pnoea 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Dyspnoea 

(B.2.i.3) Start Date IB.2H) End Date (B.2.i.5) Durat ion 

(B.2.1.8) 

(B.2.1.6) 

(8.2.i.6) 

A spontaneous report has been received from the Consumer via regulatory authority in Canada (CANADIAN HEALTH 
AUTHORlTY) r the report concer:-ning a male patient of Unknown ethnic origin (age 95 years ) . 

The patient.' s pa.st and current medical history included cardiac failure congestive {dates not reported) and 
dyspnoea (dates not reported) . No concomitant products were reported. 

On an unknown date, the patient received Covishield Vial Contains 10 Doses Of 0 . 5ml {covid-19 vaccine nrvv ad 
(chadoxl ncov-19)) (batch number UNKNO\\IN) , via intramuscular route , for covid-19 prophylax is . 

The patient. started t,·eatment ,ilth !!ligacd 22 . S.mg (leupcocel in acetate) !batch n umbeds ) UNKN◊i-m) I DF every thcee 
months, subcutaneous, on a n unknown date for prostate cancei:: and with Eligard 22 . 5mg (leuprorelin ~cetate) (batch 
number (s _) UNKNOWN ) 1 DF every three months, subcutaneous, on an unknown date for prostate cancer . 

On an unknown date , the patient experienced cardiac failure congestive (preferred term: Cardiac failure 
congestive} , dyspnoea (preferred term: Dyspnoea) . 

The patient d i ed fi:om the event of cardiac fai.lute congestive and dyspnoea on an unspecified date . 

It was not known whether an autopsy was performed. The cause of death was cardiac failure congestive and dyspnoea . 

'Ihe r eporter assessed the events carcliac failure congestive and dyspnoea to be serious due to seriousness criteria 
of death . 

For regulatory (eporting pu~poses , if an even t is spontaneously reported , at least a (easonable possibility of a 
causal relationship is implied by the reporter, even if the relationship is \.mkno•,m or unstated . 

Summary of follow up informat i on received by AstraZeneca on 16-AUG-2021 trom cegulotory auclloricy (Canada) via 
consume= : Requlatory authority reference number was updated. 

Summary of follow- up information received by AstraZeneca/Medlrnmune 04-May-2023 from consumer via spontaneous 
source: Duplicate case identified. Reporter case id associated. Event of DYSPNOEA outcome and seriousness criteria 
updclted . Rel event history updated . Narrative ame1tded . 
CAUSE DF DEATH : CARDIAC FAIL~RE CONGESTIVE CAUSE OF DEATH : DYSPNOEA 
COVISHlELD is ,;1 Verity Pharmaceuticals Inc . product authorized under the Interim Order . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04559367 (2) 
Fatal e vent of cardiac failure congestive is not listed in the company core data sheet of AZD1222. The event 
could be associated with the non-serious event dyspnoea . Age of patient could be a contributory risk factor for 
the event . Concomitant medication for p:rostate cancer could be a confounder for the event . The ca.use o f death ·,,as 
reported as cardiac fail ure congestive and d,yspnoea . Due to limited informat.ion regarding medical history of 
previous heart diseases , the onset date of the cardiac failure congestive and dyspnoea, date of vaccination, date 
of d iagnosis of prostat e cancer and s tart date of treatment , status of p~ostat @ cancer , date of death, 
circumstances leading to the event , cardiovascular risk factors {smoking, dyslipidemia, hype:-tension , diabetes) , 
concurrent diseases, autopsy report details , diagnostic and etiological work-up (clinical and cardiovascular 
evaluation, blood chemistry profile, cardiac biomarkers , renal f u nction , hepatic function, prostate- s~ecific 
antigen test , e lectrocardiogram, chest x - r-ay, cardiac images) , the evaluation did not f i nd evi dence to suggest a 
causal relationship between the event and AZDl 22 2 . 

Unit (B.3.1e) Normal low rango (B.3.1.1) Normal high range (B.3.1.2) Moro Info (B.3.1.3) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cardiac failure congestive 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Unknown 

Comments (B.1.7.1g) 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dyspnoea ---
I End date Start date (B.1.7.1c) Continuing (B.1.7.1d) (B.1 .7.11} 

Unknown 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Ca.r:diac failure congestive 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Dyspnoea 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1 .8e) 

Indication MedORA version (B.1.81.1) Indication (8.1.Sf.2) 

-
Reaction MedORA version (B.1.8g.1) Reaction (B.1.8g.2) 

I 

-
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Sa) 

- -
Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1 .10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

End date (B.1.10.7.11) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRIVACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Pharmaceutical Company 

Department (A.3.1.3a) 

Patient Safety 

IA.2.1.1b) 
Reporter middle 
name 

UNKNOWN 

Reporter department 

(A.2.1.1c) 

(A.2.1.2b) 

Reporter family 
name 

(A.2.1.1d) 

CANADIAN HEALTH AUTHOR!TY 

Reporter state 

UNKNOWN 

(A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

(A.2.1.1b) 

Project No 

Observed study type 

Reporter middle 
name 

Reporter department 

Qualification (A.2.U) 

Physician 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ub) 

Reporter family 
name 

Confidential 

(A.2.1.1d) 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

AZPRODOOOO 

Title (A.3.1.3b) 

Qualification (A.2.1.4) 

Consumer/other non he~lth professional 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

t'atient Safety Interface Organisation 

Street (A.3.1.4a) 

Peppei redsleden 1 

City (A.3.1.4b) 

Molndal 

Postcode 1A.3.1.4d) 

SE-431 83 

Tel No. (A.3.1.41) 

317061000 

Email Address (A.3.1.41) 

Sapphire . BusinessSupport@astrazeneca 

State (A.3.1.4c) 

Country code 

Uni ted Kingdom 

Fax no. IA.3.1.4i) 

317763796 

com 

1A.3.1.4e) 
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Type (A.3.2.1) 

Regulatory Authori ty 

Department (A.3.2.2b) 

Trading Pat:tner Management Office 

Given name (A.3.2.2d) 

Street (A.3.2.3a) 

250 Lanark Avenue , Mail Stop 2005A 

City (A.3.2.3b) 

Ottawa 

Postcode (A.3.2.3d) 

KlA OK9 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Tl?MO - BGPC@hc - sc . gc ca 

Middle name (A.3.2.2•) 

Organization 

MHPD 

Title (A.3.2.2c) 

(A.3.2.Za) 

Family name (A.3.2.2f) 

State (A.3.2.3c) 

0111 

Country (A.3.2.3•) 

Canada 

Fax no. (A.3.2.31) 
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ATIA-19(1 ) 

lcanada Vigilance AER#: le2B 04ss1sos (1) 

Canada Vigilance HC Latest Received Date: 
20211001 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210lD29604 (2 l 

Prlrnary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1------- ~'--"'-~-"-'--~--'-~----''----''-------~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor latest Received Date {A.1.7) Dlsabllngllncapacltating? 

Yes 

No 

2 0 2:1111111 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210925 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-FFIZER INC-202101029604 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZERTNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{l) E2B_01813733 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY Male 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1 .1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case identifiers (A.1.11.2) 

CA- PF!ZER !NC-702101029604 

Reason for nullification (A.1.13.1) 

Onset Age 

29 Years 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

Drug chara cterlzatlon (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

Country drug obtarned (B.4.k.2.3) Batch/lot no. {B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 2 (INITIAL PFIZER DOSE), SINGLE 

Pharmaceutrcal form (8.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug {B.4.k.12) Drug end date (B.4.k.14) 

202- 202-
CCYYMMDO CC D 

Duration of drug Adm in (B. 
$fart period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 
- -- ---

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA 1/erslon (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

Reaction assessed (B.4.k.18.1b) 

Cancer 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

MedDRA version (B,4.k,18,1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Souree of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

IE2B 04561608 (1) 

Reaction assessed (B.4.k.18.1 b) 

Cancer 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Dyslexia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Dyslexia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Heart attack 

Method of assessm&nt (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Heart attack 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Interchange of vaccine products 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Interchange of vaccine products 

Method of assessment (B.4.k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Off label use 

Method ofassessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Off label use 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Psychiatric disorder NOS 

Method of a·ssessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Psychiatric disorder NOS 

Method of assessment (B.4.k.18.3) 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4,k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

I Result (B.4.k.18.4) 
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Canada Vigilance AER#: IE2B 04561608 (1) 

PRIMARY SOURCE REPORTER Global Introspection -MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Retardation mental 

Source of assessment (B,4,k,18,Z) Method of assessment (B,4.k, 18,3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Retardation mental 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.J) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Retinal detachment 

Sourc11 of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Retinal detachment 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.J) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k. 18.1a) Reaction assessed (B.4.k. 18.1b) 

26.0 Retinal tear 

Source of assessment (B.4.k.18..2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Retinal tear 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.J) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Retinal thinning 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA ve~ion (B.4.k,18,1a) Reaction assessed (B.4.k, 11!, 1 b) 

26.0 Retinal thinning 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HEART ATTACK 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event tenm LL T 

26 . 0 Heart a ttdck 

MedDRA version for 
(B.2.I.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event tenm PT 

26 . 0 Myocardi al .infarct.ion 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

Reaction first time (B.2.1.7.1) I Reaction last time (B.2.1.7.2) 

!
Outcome 

Fatal 

I Pagd4 

NIA 

Result (B.4,k,18,4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Resu It (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

---
Resu It (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

I Duration (B.2.i.61 

(B.2.i.81 
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Canada Vigilance AER#: IE2B 04561608 (1) 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

RETINA TEAR 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26.0 Retinal tear 

MedDRA ve·rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 ReLinal tear 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (8.2.i.5) 

Reaction first time (8.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

RETINA DETACHMENT -- ---- -- - - - - -
MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Retinal det.achmen-c 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8 .2.1.2.b) 

reaction/event term PT 

26.0 Retinal detachment 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.1.5) 

Reaction first time (8.2.i.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unkno1·m 

Reaction/event as reported by primary source (8.2.1.0) Curront reaction 

ALL DSM 5 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8 .2.i.1.b) 

reaction/event term LL T 

26 . 0 Psychiatric disorder NOS 

MedDRA version for 
(B .2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Mental disorder 

Term hlghtlighted by the reporter? (8.2.1.3) Start Date (8.2.U) IEnd Date (8.2.1.5) 

Reaction first time (B.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

RETARDATION 
MedDRA ve.rsion for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1,1.b) 
reaction/event term LL T 

26 . 0 Retardation mental 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Intellectual disability 

Term hightlighted by the reporter? (8.2.i.3) Start Date [8.2.U) IEnd Date (8.2.i.5) 

Reaction first time (8.2.1.7.1) Reaction last time (8.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

CANCER 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (8.2.i.1.b) 
reaction/event term LL T 

26 . 0 Cancer 

MedPRA version for 
(B.2.i.2.a) Reaction/event MedDR.A term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Neoplasm malignant 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) jEnd Date (8.2.i.5) 

I 

I Duration 

(8.2.i.8) 

I Duration 

(8.2.1.8) 

I Duration 

(B.2.1.8) 

I Duration 

(8.2.1.8) 

!Duration 

Page*5 

(B.2.i.6) 

(8.2.1.6) 

(8.2.1.6) 

(8.2.i.6) 

(8.2.i.6) 
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I 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

UnknO\'in 

Reaction/event as reported by primary source (B.2.1.1)) Current reaction 

RETINA THINNING 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 ReL.i na1 thl nning 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Retinal degenerat ion 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Reaction first time (B,2.1.7,1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

DYSLEXIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Dyslexia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) [B.2.1.2.b) 

reaction/event term PT 

26 . 0 Dyslexia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

INTERCHANGE OF VACCINE PRODUCTS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Of f label use 

MedDRA version for 
(B.2,i,2,a) Reaction/event MedDRA term (PT) 111,2,i.2.b) 

reaction/event term PT 
26 . 0 Off label use 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

INTERCHANGE OF VACCINE PRODUCTS 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Interchange of vaccine products 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Interchange of vaccine products 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2 .1.5) 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Unknown 

I 
I 
(B.2.1.81 

I Duration 

(B,2.1.8) 

I Duration 

(B.2.i.8) 

I Durat ion 

(B.2.i.8) 

I Durat ion 

(B.2.1.8) 

Page*6 

(B.2.1.61 

(8.2.i.6) 

-

(B.2.1.6) 

(B.2 .1.6) 
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ATIA - 19(1) 

Case narrative (B.5.1) 

This is a spontaneous report received via COVAES from contactable consumers (patient I s parents) 29- yea r - old 
contactable m~le (patient) regarding Pfizer product Pfi2.er- BioN'rech COVID- 19 vaccine (BNT162b2) the :follo•,o,1ing was 
reported . 

A 29- ears-old male patient ceceived bntl62b2 {BNT162B2} , dose 2 via an unspecified route of administration on 
021 (Batch/Lot Number : Unknown) as DOSE 2 {INITIAL PFIZER DOSE) , SINGLE for covid-19 immunization, at the 

age at vaccination of 29 yeacs . Medical history include d ECT (electroconvulsive therapy~ from lOMai:-2020 (Duration 
of Hospitalization : 4 . Hospitalization prolonged : yes . Treatment Received : unknown ) , Meningitis acwy from Hay2018 
(Hospitalization Prolonged : Yes . Trec1tment received: No) , whole dsm5 (diagnostic and statistical manual of mental 
disorders) . The pati ent ' s concomitant medic· · were not reported. Historical vaccine included first dose of 
Moderna (Batch/Lot number : net ava i lable) o 021 {also reported a ~ 2021 , pending confirm) . The pat i ent 
expe t"ienced retina tear- retina detachment-heart attack- all dsm (diagnostic and statistical rna n1.1al of mental 
ct1sorders} 5 .... dyslex.ia--retardation-cancer-retina. thinninca , all on unknown date. Treatment received "'·as unknown. The 
event heart attack with seriousness criler1a of death , hospitalization, medically significant with fatal outcome, 
other events with seriousness criteria o f medi cally aignif.lcant W"ith outcome of unknown . the adverse -avt:ints result 
in : Doctor or ocher healthcare professional office/clinic visit and Emerg-ency room/department or urgent caro. 
Patient also eK- · ced interchanqe of vaccine products on a n unspecified date with outcome of unkno~n. The 
patien t died on 2021 . rt waD not reported it an autopsy wa:! pertormed. Prior t o vaccination, the patient wa s 
not diagnoeed with COVIO-J9 . Since the vaccination, unknown if the pHient been tested ror COVTD-l9 , 

The lot number for BNT162b2 was not p rovided and will be request~d during follow up . 

Follow-up (25Sep2021} : T'his follow ... up is being submitted to notify that the lot/batch number is not available 
despite the follow-up attempts made . Follow-up attempts have been completed and no further information is 
expected. 
BNT162B2 approved under Jntecim Order in Canada . 

Reporter's comments (B.5.2) 

MedORA version for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.Jbl 

Sender's comments (B.5.4) 

Unit (B.3.1e) Normal low range (B.3.1.11 

Results of tests and procedures (8.3.2) 

--- -
Patient Medical History (B.1.7) 
MedORA version (B.1 .7.1a.1) Episode name (B,1.7.1a.2) 

26 . 0 i;;cr 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

202003]0 
CCYYMMDD 

Comments (B.1.7.1g) 

Duration oE Hospitalization: 4 . Hospitalization prolonged: 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Meningitis mcrn i ngococcal 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

201805 
CCYYMM 

Comments (B.1.7.19) 

Hospita l ization Prolonged : Yes . Treatment received: No . 

MedORA version (B.1 .7.1a.1) Episode name (B.1.7.1a.21 

26 . 0 Mental disorder NOS 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.19) 

diagnostic and statistical manua l of menta l disorders 

Normal high range (B.3.1.2) 

End date (B.1.7.11) 

yes . Treatment Received: unknown . 

End date (B.1 .7.11) 

End date (B.1.7.11) 

More info (B.3.1.3) 
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MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unk nown cause of death 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

MODEHNA COVlD-19 VACCJN8 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA vers ion 1a.1.s1.1) Indication (B.1.s1.2J 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1cJ Continuing (B.1.10.7.1dJ End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.Bf.2) 

Med ORA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

I Page*8 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

IMlddle name 

_Lddle name 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lcanada Vigilance AER#: le2B 04561608 (1) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2B 04565536 (2) 

Canada Vigilance HC Latest Received Date: 
20220301 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A684773fl 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'---'~~~--........ ----------"----------j 

Type of report 

epontaneoua 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210816 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220223 
CCYYMMDD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2021A684773 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

C/\llAt>!/\N HEAJ..TI! AUTH0l'-IT¥ 
MC Canada 
AZPROD000() 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

() 

Report nulllficatlon? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH - AS'rRAZENECA 

Date of birth (8,1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date 

GP medical record 
(8.1.1.1a) 

Specialist 
(8.1.1.1b) 

no. record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

00094:3098 

CA-Astra Zeneca-2 021A68 4 77 3 

Reason for nullification (A.1.13.1) 

Onset Age 

85 Year s 

(8.1.1.1c) 

(8.1.2.2) 

Investigation 
no. 

(8.1.1.1d) 
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MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Disease progression 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

26 . 0 Diz.zines;; 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) 

2 6 . 0 Fall 

MedDRA versiM for cause (B.1 .9.2.a) Reported eause(s) 

26 . 0 Malaise 

MedDRA version for cause (B.1 .9.2.a) Reported cause(s) 

26 . 0 Prostd l e cance r 

(B.1.9.2.b) 

(B.1.9.2.b) 

(B.1.9.2.b) 

(B.1.9.2.b) 

(B.1.9.2.b) 

the o 
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lcanada Vigilance AER#: I E2B 04565536 (2) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVISHIELD VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

country arug 01>ta1nea (~.4 .K.2.:J) ~atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02512947 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

Dose Unknown 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k .. 16) 

Unknown 
---

Additional info (B.4.k.19) 

Drug Recurrence (B,4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (8.4.k.1&.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 COVI D-19 prophylaxis 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: I E2B 04565536 (2) 

Medicinal product name (B.4.k.2.1) Drug characterization (B.4.k.1) 

Suspect ELIGARD PRE-FILLED SYRINGES (4-MONTH) • SINGLE DOSE 

Active Substance names (B.4.k.2.2) 

leuprolide acetate 

country drug 01>ta1ne<1 (tS.4.k.2.:3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02248999 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

30 MG, 1 every 4 months 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

Start period (B.4.k.13.1) 

tSatc1111ot no. {tS.4.k.3) 

Route of administration (B.4.k.8) 

Subcutaneous 

MedDRA version (B.4.k.11a) 

26.0 
260 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Parent route of ad min (B.4.k.9) 

Indication (B.4.k.11b) 

Prostate cancer 
Prostate cancer 

Duration of drug Adm In (B. 
4.k.15) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B,4.k.13.1b) 

Source of assessment(B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k, 18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source 

FALL 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.i.2.a) 

Reaction/event MedDRA term(LL T) 

Fa l l 

Reaction/event MedDRA term (PT) 

Fall 

(B.2.i.1.b) 

1B.2.i.2.b) 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) I End Date (B.2.i.5) 

Result (B.4.k.18.4) 

Resu It (B.4.k.18.4) 

!Duration (B.2.i.6) 
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Canada Vigilance AER#: IE2B 04565536 (2) 
No I 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.1)) Current reaction 

PROSTATE CANCER 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 rrosLat.e cancer 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 .0 Prostate czince:r 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1-4) IEnd Date (B.2.1.5) 

No 

Reaction first time (B,2.1.7 ,1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DISEASE PROGRESSION 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Disease progression 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) [B.2.1.2.b) 

reaction/event term PT 

26 . 0 Disease progression 

Term hightlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

NO 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DIZZINESS 

MedDRA version for (B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Dizziness 

MedDRA version for (B.2,i.2.a) Reaction/event MedDRA term (PT) (11.2,i.2.b) 
reaction/event term PT 

26.0 Dizziness 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5] 

No 

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7 .2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

MALAISE 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Mal aise 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Mal aise 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

No 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

I 
I 
(B.2.1.81 

I Duration 

(B,2.1.8 ) 

I Duration 

(B.2.i.8) 

I Durat ion 

(B.2.i.8) 

I Durat ion 

(B.2.1.8 ) 

Page*5 
-

(B.2.1.61 

(B.2.i.6) 

-

(B.2.1.6) 

(B.2.1.6) 
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Case narrative (B.5.1) 

A :;pontaneous report has been rece i ved from Health Professional via regulatory auth-ori ty in Canada (Canadian 
Health 1'.uthorit.y) , concet-ning a m~le pat.lent of Unknown ethnic origin (age 85 years) . 

No medical history and No conc.omi t ant proctuct.s r,,,•ere reported . 

On an unknown date , patient received Covishield Vial Contains 10 Doses Of 0 . 5ml (covid-19 vaccine nrvv ad (chadoxl 
ncov- 19) ) , via intramuscular route, for covid- 19 prophylaxis . 

On an unknown date, patient started treaunent with Eligard 30mg { leuprorelin acetate) 30 MG , 1 every -4 months , 
subcutaneous , for prostate cancer . On an unknown date patient started treatment with with Eligard 30mg 
(leupr orelin aceta te} 30 MG, 1 every 4 months , subcutaneous , for prostate cancer . 

On an unknown date , che patient experienced fall (pref~rred term : Fall) , prostate cancer (pref~rred term: Prostate 
cancer) , disease progression {prefe rred term : Dieease progression) , diztiness (preferred lerm : Dizziness} and 
malaise (p.refer r:ed term : Malaise) . 

It was unknown if any action was taken with Covishield Vial Contains 10 Doses Of 0.5ml and both the do$eS of 
Eligard 30mg 

On c1n unspecified date, patient diE-d Crom L.he event. of fall, prostaL.e conl~et-, disea3e progression, dizziness and 
malaise 

The cause of death was fall , prostate cancer, disease progression , dizziness and malaise. 

The reporter assessed the events of fall, prostate cancer , disease progression, dizziness and malaise as serious 
due to seriousness criteria of death 

Surn.rnary of follow- up information recei.ved by A.s:traZeneca/ Medlmmun e on 16- AUG- 2021 From Regulatory authority via 
consume:- and Reporter ID of Regulatory Authority was a dded . 

Summary of follow up .information received by AstraZeneca/Medimrnune on 23-Feb-2022 from Health Profess1onal via 
Spontaneous sou rce . New reporter Health Professional was added . Ne w eve nts Disease Progression, Prostate Cancer 
added. Narrative amendedCAUSE OF DEATH , FALL CAUSE OF DEATH, PROST.ATE CANCER CAUSE OF DEATH: DISEASE PROGRESSION 
CAUSE OF DEATH , DIZZINESS CAUSE OF DEATH, MALAISE FALL - MEDICAL CONFIRMATION BY HEALTH PRO!"ESSIONAL, Yes PROS'fATE 

CANCER - MEDICAL CONFIRMATIOII BY HEALTH PROFESSIONAL: Yes DISEASE PROGRESSION - l~EDICAL CONFIRMATION BY HEALTH 
PROFESSIONAL: Yes DIZZINESS - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes MALAISE - MEDICAL CONFIRMATION BY 
HEALTH PROFESSIONAL : Yes 
COVISHlELD 1s a Verity Pharmaceuticals Inc . product authorized uncle~ the Interim Order. 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Fat~l events of fall , prostate cancer , disease progression, dizziness and malaise are not listed in company core 
data sheet of AZD1222 . The cause of death was reported as fall , prostate cancer , di:sea.se progression, dizziness 
and malaise . Prostate cancc~ and disease progression could be in association with aach other a nd contribu tory to 
fall, dizziness and malaise. Vaccinee's history of prostate cancer could be considered as contributory factor to 
the events . Vaccinee's concomitant use of leuprorelin acetate cou ld be considered as a confounding factor to the 
events . Due to limited information on risk factors , circumstances surrounding the events , date of the 
vaccination, onset date of the events , date of death , therapeutic ,neasures taken •aith respect to the events, 
relevant family history , o ther concomitant medications, autopsy details if performed, detailed etiological and 
d iagnostic work- up {complete blood analysis , general physical examination, radiology imaging studies) , the 
evaluattion did not find evidence to suggest a causal relati onshi p between the events and AZD1222 . 

Unit (B.3.1e-J Normal low range (8.3.1.1) 

Results of tests and procedures (B.3.2) 

- -------
Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fall 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

-
Comments 1e.1.1.1g) 

Normal high range (B.3.1.2) 

I End date (B.1.7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 04565536 (2) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Prostate cancer 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Disease progression 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1,7.1a.2) 

26 . 0 Dizziness 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Malaise 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7,1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

I 

(B.1.7.11) 

(B.1.7.1f) 

(B.1 .7.11) 

(B.1 .7.11) 

End date (B.1 .10.7.11) 

Pagen 
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Drug name (B.1.10.Ba) 

Drug start date (B.1.10.ac) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.a1.1) Indication (B.1.10.s1.2) 

MedDRA version for reaction (B.1.10.ag.1) Reactions (B.1.10.ag.2) 

the o 
ana um 'lt 
ur I 

ada 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

UNKNOWN 

Reporter organization (A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter g iven 
name 
U}IKNO'i/N 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

UNKNOWN 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode 

UNKNOWN 

(A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter g iven 
name 

Reporter organization (A.2.1.2•) 

Reporter str eet (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

CANADIAN HEALTH AUTHOR!TY 

(A.2.1.2b) 

Qu.ilification (A.2.U) 

Other heal t h professi onal 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

(A.2.1.2e) 

Observed study type 

UNKNOWN 

(A.2.Ub) 

Qu.ilification (A.2.1.4) 

Other health p rofessio nal 

(A.2.3.3) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country (A.2.1.3 ) 

Canada 

Project No 

Observed study type 

Confident i al 

(A.2.1.2b) 

Qu.ilification (A.2.1.4) 

0Lher health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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ATIA-19(1) 

lcanada Vigilance AER#: le2B 04566093 (1) 

Canada Vigilance HC Latest Received Date: 
20210906 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Astrazeneca- 2021A68480l(l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1---------'-----'-"----'------------'--------~--j 

Type of report 

epontaneoua 

Serious? (A.1.5.1) 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospita lization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210816 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20210816 
CCYYJ<!.'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

No 

Company number (A.1.10.2) 

CA-AstraZeneca- 2021A684801 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

CAflAt>!I\N HEAJ..TI! AUTHORITY 
MC CANADA 
AZPROD0000 

Duplicate (0) / Link (L) Report n.umber(s) (A.1.12) 

(l 

Report nulllflcation? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MJ\H - ASTRAZENECA 

Date of birth (8.1.2.1) Age group (8.1.2.3) 

Gestation Period (8.1 .2.2.1) LMP date (8.1.6) 

GP medical record 
no. 

(8.1.1.1a) 
Specialist 
record no. 

(B.1.1.1b) 
Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

000944]95 

CA-AstraZene~a-20211\6848O1 

Reason for nullification (A.1.13.1) 

Onset Age (8.1 .2.2) 

(8.1.1.1c) 
Investigation 
no. 

(8.1.1.1d) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVISHIELD VIAL CONTAINS 10 DOSES OF 0.5ML 

Active Substance names (B.4.k.2.2) 

chadox1-s [recombinant] 

Country drug obtained (B.4.k.2.3) Batch/lot no. (B.4.k.3) 

UNKNOWN 

Holder and authorization/application no. of drug (B.4.k.4) 

Aulhorizatio n/Application no.: 0251294 7 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose Unknown ONCE/SINGLE ADMINISTRATION 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intramuscular .. ---- - ---· - -- --Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Product used for unknown 
26.0 indication 

Start date of drug (B.4.k.12) Drug end date {B.4.k.14) 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version {B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Reaction/event as reported by primary source 

CEREBROVASCULAR ACCIDENT 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(B.2.i.1.a) Reaction/event MedORA term(LL T) 

Cerebrovascular a~cident 

(B.2.i.2.a) Reaction/event MedDRA term (PT) 

Cerebrovascul ar accident 

(B.2. i.1.b) 

IB.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date IB,2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

No 

Reaction first time (B.2.1.7.1) (8.2.1.8) 

Case narrative (B.5.1) 

A spontaneous report has been received from the regulatory autho1.ity in Ca r1ada (CANADIAN HE.ALTH AUTHORITY) via 
Consurr:e!' concerning a female patient (age not p!'ovided) of Unknown ethnic origin . 

No medical history and no concomitant proclucts r,.,•ere reported . 

The patient received Covishield covid-19 vaccine Vial Contains 10 Doses Of 0 . 5ml (covid~19 vaccine nr,,·v ad 
<chadoxl ncov- 19) ) tbatch number UNKNO\'YN) once/single admlni.st:rat'ion, via intramuscular route , on a n unknown date . 
On ~n unknown date , the patient experienced cer-ebrovascular accident (preferreO term : Cerei::>rovasculai::: accident) . 

The action taken for Covi shield Covid-19 Vaccine Vial Contai ns 10 Doses Of O. 5ml in r esponse to the event 
ce=ebrovascular accident was not applicable . The patient died from the event cerebrovascular accident on an 
unspecified date . 

It i..-as not known whether an autopsy •,o,1as performed. The ca.use of death was ce:rebrovascula.r: acc ident. 

The event cerebrovascular accident was considered serious by the reporter due to seriousness criteria death . 

For r:-egulat.ory reporting purposes , if an event. is spontaneously r:-eported , at. least a reasonable possibility of a 
causal relationship is implied by the reporter , even if the relationship is unknown or unstated . 

The AstraZeneca COVID- 19 vaccine is an AstraZeneca Canada I nc . product authorized under the tnterim Order. 

Su111mar:y of follow-up informr-l t:.ion received by AstraZeneca on 16- AUG-2021 : A spontaneous report had been recei.ved 
from the re9<1latory aul.horit;' in Canada <CANAOlAN H£Al/l'Jl AUTHORITY) via Consumer and new intoro,ation """ added. 
The regulatory authority Refetence number was incorporated in the Reporter 1 s Case ID field. 
CAUSE OF DEATH : CEREBROVASCULAR ACCIDENT 
COVISHJE:LD is a Verity Pharmaceuticals Inc . product authorized under the Interim Orde.r . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (8.S.3b) 

Sender's comments (B.5.4) 

Fat.al evenc of cerebrovascular accident is not listed in the company core data sheet of AZD 1222 . The reported 
cause of the death was cerebcovascula= accident (PT: cerebrovascular accident). 
Due to the limited information on patient's baseline health status, patient demographic information, medical 
histoq1, family history , concurrent diseases, concomitant medications, risk factors , autopsy report, e xact onset 
date of the event , diagnostic and etiological work- up (such as complete laboratory workup, imaging techniques, 
neurological evaluation and exams) , further c larification of the event, clinical course and tteatroent details, 
the evaluation did not find evidence to suggest. a causal relationsllip between the event and J\ZD 1222 . 

Unit (B.3.1c) Normal low range (B.3.1.1) 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedORA version (B.1.7.1a.1) Episode name (B.1.1.10.2) 

26 . 0 Cerebrovascular accident 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Normal high range (B.3.1.2) 

End date (B.1.7.1f) 

More info (B.3.1.3) 
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Canada Vigilance AER#: I E2B 04566093 (1) 

I I 
Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Bc) End dale (B.1.Be) 

Indication MedDRA version 1e.1.s1.1) Indication (B.1.sr.21 

Reaction MedDRA version (B .1.s g.1) Reaction 1e.1.sg.2) 

Start date 1e.1.10.1.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

Med ORA ve rs Ion for reaction (B.1.10.Bg.1) Reactions (B.1.10.Sg.2) 

I 

End date (B.1.10.7.11) 

Page*4 
-

I 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRI VACY 

(A.2.1.2•) 

Reporter street 

UNKNO\iN 

(A.2.1.2c) 

Reporter city 

UNKNOWN 

IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

UNKNOWN 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

Reporter organization (A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

UNKNOWN 

Reporter department 

Reporter state (A.2.1.2e) 

UNKNOWN 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

CANADIAN HEALTH AUTHOR!TY 

(A.2.1.2b) 

Qualification (A.2.U) 

Physi cian 

(A.2.3.3) 

(A.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

(A.2.1.1d) 

Reporter department 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) 

Project No 

Observed study type 

Organization 

Title (A.3.1.3b) 

Confidentia l 

(A.2.Ub) 

Qualification (A.2.1.4) 

Consumer/other non he~lth pro f e ssional 

(A.2.3.3) 

(A.3.1.2) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A3.1.3e) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode 1A.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1.41) 

State (A.3.1.4c) 

Country code 

Fax no. (A.3.1.4i) 

1A.3.1.4e) 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04571440 (3) 

Canada Vigilance HC Latest Received Date: 
20220203 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101\122572 { 4 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------~'---'---~'---'-'--'------'~--~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Olsabllngllncapacltating? 

Yes 

No 

20210809 
CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

20220124 
CCYYM,'!DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority 's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER IJIC-2021Ql022572 

Other ease identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZER'lNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report null ification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Yes 

Source (A.1.4) 

MAH• PFIZER 

PRIVACY 

Date of birth (B .1.2.1) 

Gestation Period (B .1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

Yes 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CA- ~FrZtR INC- 202101022572 

Reason for nullification (A.1.13.1) 

Onset Age 

89 Years 

(B.1.1.1c) 

(B.1.2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA-19(1) 

MedDRA ver sion for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

26 . 0 Bacteraemia 

MedDRA ver sion for cause (B.1.9.2.a) Reported cause(s) (B.1.9.2.b) 

2 6 . 0 Endo ca rdi tis i nfe ctive 

MedDRA version for cause (B.1.9.2.a) Reported cause(s) (8.1.9.2.b) 

26 . 0 Urosepsis 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.k.2.3) Batch/lot no. {S.4.k.3) 

Canada EL0203 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1. SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug {B.4.k.12) 

202-
CC D 

Start period (B.4.k.13.1) 

6534 Minutes 

Actlon(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Unknown 

MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunization 

Drug end date {B.4.k.14j 

2021-
CCYYMMDD 

Duration of drug Adm in (B. 
Last period (BA.k.13.2) 4.k.15) 

6534 Minutes 

Did reaction recur on readminlstration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

I Reaction assessed (B.4.k.18.1b) 
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Canada Vigilance AER#: 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

Med[)RA version (B,4,k. 18,1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA versio-n (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of ;15sessment (S,4,k.16-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k,18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

IE2B 04571440 (3) 

Bacteraemia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4,k, 18.1 b) 

Bacteraemia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cardlorenal syndrome 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cardiorenal syndrome 

Method of assessment (B.4.k .. 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Dementia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Dementia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Endocarditis infective 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Endocarditis infective 

Method of assessment (S.4.k,18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hypernatremia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hypernatremia 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Pleural effusion 

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page*3 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Re:;ult (B.4,k.15.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: le2B 04571440 (3) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Pleural effusion 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Respiratory distress 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMAC!::UTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (8.4.k.18.1 b) 

26.0 Respiratory distress 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Urosepsis 

Source of assessment (B.4.k.18-2) Method of assessment (8.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Urosepsis 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k_.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Do ument R 
Inf A 
d1vul v 
I' f 

I 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18,4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

f'l/A 

Result (B.4.k.18.4) 

NIA 

the o 
ana um 'lt 
ur I 

anada 
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lcanada Vigilance AER#: le2s 04571440 (3) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant TECTA 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchi lot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada -Structured dosage info (B.4.k.5) 

40 Milligram 

Dosage tex:t (B.4.k.6) 

40 mg 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (BA.k.11b) 

26.0 GERO 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstratlon? (BA.k.17.1) 

Additional info (BA.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (BA.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.lc18.1b) 

Method of assessment (BA.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04571440 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant DONEZEPIL ACCORD 

Active Substance names (B.4.k.2.2) 

DONEPEZIL HYDROCHLORIDE 

country drug 01>ta1nee1 (l:l.4 .k.2.3) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

10 Milligram 

Dosage text (B.4.k.6) 

10 mg 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Dementia 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,016 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04571440 (3) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN D3 

Active Substance names (B.4.k.2.2) 

vitamin d3 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

1000 IU (International Unit), 1 every 1 (Days) 

Dosage text (B.4.k.6) 

1000 iU, 1xtday 

Pharmaceutical form (8.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (8,4.k.11a) Indication (B.4.k.11 b) 

26.0 Bone disorder 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.1s..2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04571440 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ELTROXIN 

Active Substance names (B.4.k.2.2) 

levolhyroxine sodium 

country arug 01>talnea (t:1.4.K.2.:J) t:1atc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

100 Microgram, 1 every 1 (Days) 

Dosage text (B.4.k.6) 

100 ug, 1x/day 

Pharmaceutical form (B,4.k, 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Hypothyroidism 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19} 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a} 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

Source of assessment (B.4.k.1&.2) 

--

Which reactlon(s)/event(s} recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b} 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04571440 (3) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant CYANOCOBALAMIN 

Active Substance names (B.4.k.2.2) 

vitamin b12 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

1000 Microgram.1 every 1 (Days) 

Dosage text (B.4.k.6) 

1000 ug, 1x/day 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4,k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Sublingual 

MedDRA version (B,4.k,11a) Indication (B.4.k.11 b) 

26.0 Vitamin 8 12 deficiency 

Drug end date (B.4.k.14) 

Durat ion of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04571440 (3) Pagenol 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ESTRING 

Active Substance names (B.4.k.2.2) 

estradiol 

country drug 01>ta1nee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02168898 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

2 Milligram, 1 every 3 (Months) 

Dosage text (8.4.k.6) 

2 mg, every 3 months 

Pharmaceutical form (B,4.k, 7) Route of administration (B.4.k.8) Parent route of ad min (B.4,k.9) 

Vaginal 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

-Additional info (B.4.k.19) 

Drug Recurrence (B.4,k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

--

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B:4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04571440 (3) Page,ul 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant SYMBICORT TURBUHALER 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK, 2x/day (200. 2 puffs inhaled) 

Pharmaceutical form (B.4.k.7) Route of administration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recunence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k,18.1a) 

Source of assessment (B.4.k.18,.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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ATIA - 19(1) 

lcanada Vigilance AER#: le2s 04571440 (3) 

Drug characterization (B.4.k.1) 

Concomitant 

Active Substance names (B.4.k.2.2) 

salbutamol 

country drug 01>ta1ned (H.4.K.:l.:J) 

Medicinal product name (B.4.k.2.1) 

VENTOLIN HFA 

Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Authorization/Application no.: 02241497 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

100 Microgram,6 every 1 (Days) 

Dosage text (B.4.k.6) 

100 ug, every 4 hrs (100 mcg, 1 puff, PRN) 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Route of administration (B.4.k.8) 

MedDRA version (B.4.k.11a) 

Drug end date (B.4.k.14) 

Last period (B.4.k.13.2) 

Page, 121 

Parent route of admin (B.4.k.9) 

Indication (B.4.k.11 b) 

Duration of drug Adm in (B. 
4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17} 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred'? (B.4.k.17.2b) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Reaction (8.2) 
Reaction/event as reported by primary source 

DIAGNOSED WITH UROSEPSIS 

(B.2.i.O) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

6534 Minutes 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Urosepsis 

Reaction/event MedDRA term (PT) (8.2.i..2.b) 

Urosepsis 

(B.2.1.3) Start Date (B.2.1.4) 

2021-

IEnd Date (B.2.1.5) 

Reaction last time (B.2.1.7.2) Outcome 

6534 Minutes Fatal 

Reaction/event as reported by primary source 
BACTERAEMIA 

(B2.1.0) Current reaction 

Result (B.4.k.18.4) 

(B.2.1.8) 

(B.2.1.6) 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 04571440 (3) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Bacteraemia 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 Bacteraemia 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date 18.2.i.4) IEnd Date (B.2.i.5) 

202 -

Reaction first time (B.2.i.7.1) Reaction last time IB.2.i.7.2) Outcome 

5 Days 5 Days Yatal 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

INFECTIVE ENDOCAROITIS . 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 r.ndocardl tis I nr~ct i v~ --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) IB.2.1.2.b) 
reaction/event term PT 

26.0 Endocardi tis 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

202-

Reaction first time (B.2.i.7.1) Reaction last time IB.2.1.7.2) Outcome 

6534 Mi nutes 6534 Minut e s Fatal 

Reaction/event as reported by primary source (B.2.1.0) Curronl reaction 

CARDIORENAL SYNDROME GIVEN THE WORSENING PULMONARY EDEMA 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Cardio renal syndrome 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26. 0 Cardiorenal syndrome 

Term hightlighted by the reporter? (B.2.i.3) Start Date 1B.2.i.4) IEnd Date (B.2.1.5) 

202 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

6534 Minutes 6534 Minutes Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

RESPIRATORY DISTRESS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Re5piratory dis t ress 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Respiratory distr~ss 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.L~) IEnd Date (B.2.i.51 

202 

Reaction first time (B.2.1.7.1) Reaction last time 18.2.1.7.2) Outcome 

6534 Minutes 6534 Minut..es Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

ACUTE HYPERNATREMIA 
MedDRA version for 

(B.2.1.1.o) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Hypernatremia 

MedDRA ve.rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) 1B.2.i.2.b) 

reaction/event term PT 

26 . 0 Hypernatraemi a 

Term hightllghted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) IEnd Date (B.2.i.5) 

202 ~ 

Reaction first time (B.2.i.7.1) !Reaction last time 1B.2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

I Duration 

(B.2.i.8) 

PageU3 

(B.2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(B.2.i.6) 

(B.2.i.6) 
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ATIA-19(1) 

~ 

Canada Vigilance AER#: E2B 04571440 (3) 

6534 Minutes 6534 Minutes Fatal 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

RAPID PROGRESSION OF HER DEMENTIA 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Dement ia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Dementia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) !End Date (8.2.i.S) 

202 

Reaction first time (B.2.1.7.1) Reaction last time (B,2.1.7.2) Outcome 

6534 Mi.nutes 653 4 Mi not.es f ata l 

Reaction/event as reported by primary source (B.2.1.0) Current reacllon 

PLEURAL EFFUSIONS 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 Pleural e ::fusion 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Pleural e f fus ion 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

202 .... 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

6534 ~i nut2s 6534 Minutes l'atal 

Reaction/event as reported by primary source (8.2.i.O) Past reaction 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Drug allergy 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26. 0 Drug hypersensitivity 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) !End Date (B.2.1.5) 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

Reaction/event as reported by primary source (B.2.1.0) Past reaction 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2J.1.b) 

reaction/event term LL T 

26.0 Allergy 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26.0 Hypersensit ivity 

Term hlghtllghted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.i.7.21 Outcome 

Reaction/event as reported by primary source (B.2.i.O) Past reaction 

MedDRA version for 
(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction/event term LL T 

26 . 0 AllH gy 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Hypersensit ivity 

I 

I Durat ion 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.i.8) 

I Duration 

(B.2.1.8) 

PageU4 

(8.2.i.6) 

(8 .2.i.6) 

(B.2.1.6) 

(B.2.i.6) 
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ATIA-19(1) 

Canada Vigilance AER#: E28_04571440 (3) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) End Date (B.2.i.S) Duration (B.2.i.6) 

Reaction first time (B.2.1.7.1) (B.2.i.8) 

Case narrative (B.5.1) 

This is a spontaneous ~eport from t"rJO contactable consumet:"s Cone consumer was reported as "patient'') ~nd a 
physician. 
A 89 year-old female pati ant (not pregnant ) received b n t162b2 (COMIRNATY), administered in arm left , 
administration date .-to21 11 : 06 (Lot number : EL0203) at t.he age of 89 years as dose 1 , single for covid-19 
immunisation. Relevant medical history included: " Hypothyroid" {ongoing); " severe Alzheimer 1 s dementia", start 
date : 2015 longoingl , note~ : Progressive worsening since 2015 , most recent MMSEi thought to be 13- 15, loaseline GCS 
approximately 14-15, urinary and fecal .Lncontinence at baseline, on Donepezil ; "mix<>d urinary 
incontinenceu (unspecified if ongoing); " liable of COPD., (ongoing} , notes: Pat..i ent ·was neve.t a smoker so the 
diagnosis is very much i n doubt .; "Osteoarthritis" (ongoing) ; " Dyslipidemia" (unspecified if o ngoing} ; " mixed 
stress and urge incontinence•• (unspecified it ongoing); "mixed stress and urge incontinence" (unspecified if 
ongoing); " Nephrolithidsis" (unspecified if ongoing); "Osteoporos,s" !unop~citie(l if ongoing ); " VitAmin b12 
d,>Fic!~ncy" (noc ongoJng), notes: rnaincenani:e; " Ai,pendecl.orny", 9ldtl ddlA : 1060 tunspacl!led tr ongoinyl ; 
" Cat~ract exltaction", start date: 20ll (unspecified if cnyoing ) , notQS : tighL; " Cat.:nact extr:actio11", start data: 
2012 (unspecifiC!d if ongoing), notes : left ; "Cholecystectomy", st.art data : 1965 (unspecified if ongoing) ; " Total 
abdominal hysterectomy", star.t date: 1969 (unspecified if ongoing} , notes : with unilate.!:al salpingo-oophorectomy; 
" Total hip arthroplasty" , start da te : 2003 {unspecified if ongoing) , notes : left , In the setting of a motor 
vehicle accident ; "significant UT!" (unspecified if ongoing) , notes : r e quiring hospitalization; "Breast 
biopsies" <un$peci.f i ed l f ongoing) ; " Hysterectomy" (unspecified if ongoing) ; "GE:RD" (unspecif ! e d if ongoing); 
" bone health" (unspecified if ongoing). Prior to vaccination, the patient was not diagnosed with COVID- 19, 
Concomitan t medication (s) included: TECTA taken for gastrooesophageal reflux disease {ongoing); DONEZEPIL ACCORD 
taken for dementia {ongoing ); VITAMIN D 3 takeT, for bonQ disorder (ongoing) ; ELTROXIN taken for hypothyroidism 
(ongoing) ; VITj:I..MlN Bl2 NOS taken for vitamin bl2 deficiency (ongo ing) ; ESTRING ; SYMBICORT TURBUHALER; VENTOLIN 

HFA , Past drug h.1story included: Codeine, reaction(s) : "Known allergies" , notes : Gastrointestinal upset in 
response: to Code ine; Clavulin, reaction (s) : "Allergy" ; Penicillin, reaction (s ) : "allergy", notes : Label on 
patient's chart . She has however reportedly had penicillin, amox.icillin and other beta- lactams in the past with no 
1eaction, according t.o her d,;aughter . The patient did not receive any other vaccines within 4 weeks ptior to the 
COVID vaccine , but received ether medications the patient wi thin 2 weeks of vaccination . Past drug history 
included known allergies with codeine . Patient experienced onset. of vomiting on- 0:21, the n low-grade fever, 
raid heart. r ate , rapid breathing pattern, steady decline in health, eventually leading to hospitalization on 

021 , for duration of 13 days . Patient was diagnos ed with urosepsis , bacteraemia and eventually 1nfective 
endocarditis 1 cardiorenal syndrome given the worsening pulmonary edema, Acu te hypernatremia , respiratory distress . 
pleural effusion~. rapid progression of her dementia with onset 021 (death, hospitalization, medically 
siqnificant:: , life threateni~ !he patient was hospitaliz.ed £or urosepsis , bacteraemia, endocarditis (.start date : 

021 , discharge date : ~ 021 , hospitalization duration : 12 day(s)). Treatment received included IV 
treatment and cardidc ca~e - T h e ~dverse event. result in Doctor or other healthcdre profession~l office/clinic 
visit and Emergency room/d~part.ment or urgent care. No hospitalization prolon, ed applied. The patient underwe nt 

h f llowing laboratory tests and procedures : alanine aminotransferase : 021 ) 108, notes : Elevated; 
021) 145, note~: High ; anion gap: ...ita2J) 12; aspartate aminotransferase : ~ 021) 71 , notes : High ; 
lbumin : 021} 30, notes : Low; blood alkaline phosphatase : - 021) 88; blood bicarbonate : 

-◊21) 85; blood bilirubin : - 021) 8 ; blood calcium: - 2~ 3; blood chloride: -.ii021 ) 98; 
~ reatine phosphoki.nase : ~ i) i?; blood creatinine ; ◊2iJ 76; -◊21) 13$; blood culture; 
- 021) positive for aerococcus urinae (aa) , notes : also repo . gram- positive cocci a nd Ae ~ s 
bacteremia, blood lactic!lli 021) 3.0, notes : elevated, .021} l.9; blood magne,iu 021) 
0 . 82 : blood phosphorus : 021) 1.03; blood potassium: 0211 3 . 3 , notes : hypokalemia : 
blood pressure measurement : 021 ) 120/68 m.-nHg ; ~ 55/50 mmHg ; blood sodium: 
notes: mild hyponatremia ; - 021.~

111111
•

1
ii

1
i/ - 021 ) 1-47 ; - 021} 150, notes : from 146 {unspecified date} ; 

blood thyroid stimulat.inq hormone : -.ii2021) 1 . 94 ; bod. rature : - 021) 37. rade ; brain 
natriuretic pept.1de : - 2021) 1 . 498 ; carbon dioxide : 1021 ) 30; chest x-ray : 021} normal ; 

021) pleural e ffusions , notes : with slight worsening o right basilar atelectasis ; 021} 
deterioration, notes : ,.dth woi:sen.irig interstitial pulmonary edema, mostly on the le.ft lower and upper zone ; 
computerised tomogram head : - 021) no acute intracranial abnormality , notes : Generalized atrophy noted ; c 
rea.ct.ive protein : ~ 021 ) 173, notes : High; - 021 ) elevated; echocardiogram: - 021) severe pulmonary 
hypertension , note~ RVSP at 75 with moderate mitral requ~gitation and moder ate aort i c regurgitation; 
ejection fraction : - 021) 5 ~ ectrocardiogram: 021) did not show any acute st segment. changes, 
notes : she was in sinus rhythm; ~ 021) sinus tachycardia with anterior t wave inversions, notes : Not new 
compared to the previous ECGs ; glomerular filt ration rate : ~ 60 ; ....,0211 29 , note5' drorpi~g from 46 
(unspecified date); haematocrit : . 0.37 ; hae-~021J "'T't'r"-o21 ) 121; 021) 102; 
hean rate ; (unspecified date! rap • 02l l ~8 ; 02l} l00- 110, no~es : bprn; lymphocyte coun~: 

021) l.O; mean cell 1Jalume : ~ neutrophil count : - 021} 15 ~ 021 ) 13 . S , notes : 
Hi h ; oxygen saturation : - 2021) 99 %; -□21 98 1 , notes : on lL 02; pco2 : ~ 021} SO~ dy fluid : 

021 ► 7 . 49 ; - 021) 7 . 46; platelet count: 021 ) 260; red cell distribution width : - 021) 
13.6; respiratory rate : (unspecified date) rapid ; 021) 42 , not.es : d id not look to be in any distress ; 
.ii021) 20s; sars-cov-2 test : ~ negative; 021) negative ; - 2021) n~gative; -◊211 
negative ; troponin : - 021} 0 .19; -□21) 0 . 16, notes : High ; urine analysis : 021} positive for 
entococcus faecalis, notes : >• lxl0E7 CE'U/L no pyuria . Unless there is a clinical diagnosis of UTI {e . g . dysuria , 
freq1..1ency, or non-localizing symptoms/signs e . g . fevec, sepsis with KO other cause) 1 this result roost often 
represents asymptomatic bacter iuria (ASB), antibiotics are NOT i ndicate d for ASB EXCEPT during pregnancy or prior 
to a ny urologicaJ proced ure l i.kely to cause mucosal bleeding . Chc1nges in mental status or character of urine 
WITHOUT localizing urinary symptoms are NO't diagnostic o f U1'I ; white blood cell count : - 021) 17 . 6; 
- 021) 16 . 3 , notes : High ; - 021) 9.1 . Therapeutic measures were taken as a result of urosepsis~ 
bacteraemia, e ndocarditis , The patient dat.e of death was ~ 02 l, ~ orted cause of death was urosep.sis , 
bacteraernia, endocarditis . No autopsy was perfo=rned . Pacient died o~ 021 . Outcome of the events was fatal . 

Additional infor~ 
Medical profile - 021} Patient in intensive care un · 
Fosfomycin ,. Ceftriaxone and ~IP 'l'azo . Consult note dated 

r l from- 021 ccllllllll2021 . Treated with 
021 : Patient presenting with altered level of 
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consc ousness and dyspnea , found to have a m~rKed leukocytosis, elevated CRP, tachycardia/tachypnea and oo 
cultures positive for Aerococcus , consistent with a diagnosis of urosepsis . Reason Ior referral : uros€psis . Social 
hist.cry : For the past years , patient has been living in the facility (nam~ rodactQd ) , owing to her advanced 
dementia . According to her daughter, she is able to walk approximately half a block unassisted and will provide 
short verbal answers to questions . She is able to understand and obey commands . History of presenting illness : 
Transferred from ospital (name redacted)with d presumed diagnosis of urosepsis and possibly congestive heart 
failure . The patient i s currently nonverbal so much of what folloY1s is collateral h.:isto:y provided both by the 
transrer docum,:,11es as ,,en as the paetent 's daughter . Apparenety, t.M paei1>11t. was essentially well untll receiving 
her COVID- 19 vaccine on······•·2021 . In the week following this vaccination, the patient. developed symptoms 
of nausea and vomiting, r esul.ting in a period of isolation at her facility . Followinq this isolation, she was 
found to not be at her functional baseline, both physically and cognitively. Her family suspected that she was 
developing a urinary tract infection as of approximately 10 days ago . Vil th her previous urinary tract infections, 
the patient has had very similar symptoms . She was initially investigated as an outpatient with a urinalysia on 

whict} revealed no pyuria but uri ne culture positive for En terococcus faecal is . She was subsequently started 
on treatment wit.h fosfomycin on - 021 . Due to worsening symptoms , she was subsequently transferred to hospital 
on ~ 021 where she was initially treated with ciprofloxacin . Mo repeat urine culture was sent , but blood 
cultutas were posltlvo for Acrococcus urinae. She was subsequently started on ceftriaxone ror her Aerococcus 
bacteremia . In hospital , the patient was noted to be continuously tachypneic dnd clyspneic, despite requiring no 
oxygen. Given an elevated BNP and bilateral pleural effusions , she was felt to be in decornpensated heart fail ure 
and was startP.d on furosemide 40 mg JV daily from - unUl - 021 . She ~eceived a 4-day course of err,piric 
pr~dnisone Lh~rapy for query acute e xacerbntion of COPD betwee~ 021 and ~ 021 . This was dis~ontinued, dS 

it wa!I folt. that Lhe bulk of hc1· sympLoms were more consiaurnt with hcarL tai.Lu1e. Given hci clinical 
dete1ioration and rising white blood cell count , she was transfe1red to the Hoopital !name redacted! on- 021 
2021 . Here she was rioted to have had an abrupt decrease in her level of conaciouaness to approximately 11 frorn a 
ba3eline of appro:dmately 14- 15 in facility name t.:edacted . Physician spoke 'flith patient's daughter who confirmed 
that. her goals of care a.re Ml . She YJorks as a nurse and is very aware of how potentially serious this prognosis 
is . As an interesting aside , physician asked the patient ' s daughter about the patient 1 s previous smoking history 
in light. of her diagnosis of COPO. Hor daughter replied that the patient. never smoked . In terms of any lung 
problems, t.he patient's daughter reported that the patient used to routinely go down to vacation in Arizona and 

that she frequently returned with a harsh, barky cough that the patient refer.=ed to as " valley fever". Physician 
does not feel that this is relevant to her current presentQtion, but does wonder about a history of histcplasmosis 
or blastomycosis that may be worth investigating . 

0 ~ 021 : Afebrile , looks unwell , moaning continuously . Neuro : GCS 11- 12, obeys some but not all commands, 
PERL . HEENT: Non-contribute::)~ . CVS : Normal SlS2. no EUS/murmurs audible in ED, JVP below the clavicle by 
ultrasound. Resp: Clear , decreased air entry to the bases. Abdomen: Soft and non-tender. GU : Non-contributory . 
Extrem1 ties: 'Narrn and dry, no peripheral edema. Skin : Warm and dry . Impression: : Overall , her presentation seems to 
be most in keeping with vrooepsia plus o, minus de~ompensated heart failute on a background of ove.all poor 
furlction . 
Issues and plan : 1) Urosepsis with Aerococcus bacteremia: 
- Etiology : Given her past history of recurrent UTls and the similarity of her current presentation to those 
episodes , urosepsis appears to be the most likely diagnosis at this period . 
It. is interesting that her urine culture grew Enterococcus faecalis whereas her blood grew A.erococcus urinae , 
however physician thinks it would be reasonable to treat both organisms at this point . 
-Investigations : l-Je have repeated her blood cultures , urinalysis , and urine cultures . We have repeated her Covid 
s•,;,1ab due to her ongoing dyspnea. we have ordered a repeat CRP. 
- Management: We will change the patient 1 s antibiotics from ceftriaxone to piperacillin-tazobactam 3.375 g IV every 
6 hours. She will need a 14- day course following the o nset of her bactere:n1a . 
Given the patient•s flat JVP and ongoing tachycardia , we i.,.•ill provide a 500 rnL bolu:s of R.inger •s lactate and will 
run a Ringer's lactate infusion at 50 ml./h for 10 hours . Her volume status 'rJill need to be reassessed in Jight of 
the concerns ot ongoing heart taLlure . 
2) Query decompensated heart failure : 
-Etiology : Patient has no previous history of heart failure . Ber BNP is certainly markedl y elevated, but he.= 
pleural effusions may be of alternate etiologies . She has no peripheral edema. Repeated x-rays have not 
demonstrated pulmonary edema . 
- Investigations: We will arr~nge for the patient to have a transthoracic echocardiogram while in hospital . Given 
the patient. 's. tachypnea , tachycardia , and pleural effusions o f unclear origin, we i.,,•;t 11 order a CT PE. to rule out 
pulmonary embolism as a cause of her ongoing presentation and to further evaluate these pleural effusions . 
- Managemenc : iVe: will not diure:se t.he patient any further at chis t.ime owing to the :fact that she appears 
clinically dry , that she is developing a metabolic alkalosis, and that she is currently septic . We will start the 
patient on a low-sodium diet and will monitor her weights daily. lile will gently fluid resuscitate the patient in 
light of the possibil1ty of heart failure. We will follow-up on the results of the CT PE and manage accord1ngly . 
3} Normocytic anemia : 
- Etiology : very mild anemia overall , roost likely etiologies being anemia of chronic disease and iron deficiency 
anemia. 
- Invest.igat.ions : We have ordered a preliminary work- up including iron studies , ferritin , Bl2 , fola.te, TSH, 
per ipheral blood smear, and liver enzymes . 
-Management.: We will follow up on the aforementioned work-up and arrange management accordingly. 
4) Altered level of consciousness : 
-Etiology : The patient's level of consciousness reportedly fell from 15 to 11 over the course of the day . Though 
ongoing sepsis superimposed on pre-existing dementia is the most likely ca1.1se of her symptoms , all of the usual 
DIMS etiologies apply. 
- Jnvestigat.ions : All of the basic DlMS work-up has been sent , including septic work-up, met.d-bolic studies, and ,;;1 

c·r of the patient I s head . She is o n no offending medications of note . C'I head did not reveal any acute 
intracranial abnormality . The rest of her \Ol'Otk-up is currently pending. 
- Management. : We will follow- up on these investigations and will manage accordingly . 
5) Transaminitis : 
-Etiology : Unclear etiology at present time , but has worsened since her initial admission to hospital on 

021. 
- nvestigat1ons : We will obtain an ultrasound of the patient 1 s abdomen to look for any evidence of hepatic abscess 
or other structural lesions that may be causing the potient ' s pc1ttern of hepatocellular transaminitis . We have not 
sent off the full tr-ansaminitis work- up at this point as viral, metabolic, and autoimmune etiologies •Aould ..>eem to 
be far less likely . I/le will consider additional work- up should the patient. ' s transaminitis persist without a clear 
etiology. 
-Management: : We will continue to monitor her liver enzymes daily for the next 3 days and will follow up on her 
abdominal ultrasound. 
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-Etiology : Likely demand ischemia in the context of ongoing sepsis plus or minus heart failure . No complaints of 
chest pain and no apparent ECG changes from previous . 
- Investigations : R.epeat troponin i r~ 3 houts time . 
- Managemen t. : Follow- up on this repeat. troponin, wi th response depending on the amount of elevation . 
1) Chronic cond.i tion s : 
Management : Dementia : Continue: on home donQ:pezil . We wi ll consult. l?T/OT/SLP to assess the patient ' s overall 
function and see if any optimization ca n be made . SLP in par ticular will be consulted to see if ther e is any risk 
of aspiration in light of the patient 1 s severe dementia . Hypothyroidism: Continue on home levothyroxine . COPD : 
Continue on home puffers . 
8)Standaods of care: VTE prop hyla xis : Tin,apaxin . Nutdtion: Heart healthy diet . Di sposition : Prom ,·edacted 
facility, with a baseline GCS of approximately 14- 15 . Goals of care : Ml. 

Discharge summary : Admit date : - 021 , discharge datC! : - 021 . 
Discharge diagnosis : Urosepsis wit h urine culture growing Enterococcus faecalis susceptible to ampicillin , 
complicated by bacte.cemia with blood culture demonstrating Aerococcus urinae susceptible generally to penicillin . 
Patient transferred to hospital to treat the following issues : 
1. o,osepsh : Thi3 pati~nt h~s a history of r~cu<Lent UTl anti urine culture grew Entexococct>3 faecalis , currently 
on PI? Tazo. 
2 . Bactere.mia growing aerococcus urinae that is susceptible to Penicillin, currently on PIP Tazo . 
3. Nutrltion : SLP assessment was done , and she is at high risk ot aspiration. She was previously on moditied diet , 
buL for now we wlll keep her n. p . o . and gentle no,-mal saline JV infuslon ot SO mL/h while waiting SLP 
1ecommendaL1cn . 
4 . A3ymmatrical pulmonary adema : Tliis se:'=!ms cardioganic in nature. •,.iith BNP at 1498. Of note, no evide:nce of 
previous i schemic heart disease or heart fai lure . Radio imaging with chest x-ray initially shows modezate size 
left - sided pleural effusion a nd small right pleur al effusion, but on - it seems her imaging showing 
deterioration with worsening interstitial pulmonary edema , mostly on the left lower and upper zone . Echocardiogram 
was done on- sho1,,•ing severe pulmonary hypertension with a RVSP at 75 with moderate mitral regurgitation and 
mode rate aott i c regurgitation, however , ejection fraction was at 55% . This cou:1 d be diastoli c dysfu nction al though 
there is no mentioni ng of this in echocardiogram report . Currently, she is on Lasix 20 mg IV b. i.d . and her 02 
supply remained steady at 1 . 5 to 2L nasal cannula . Her GCS is difficult to interpre:t , although she is alert with 
eye opening. Other vital signs are withi n accept able range . Goals of care : At t h is point , her goals of care is Ml . 
We had a conver sation with the daughter about switching goals of care to comfort level given the overall pictu re 
as p ulmonary edema is worsening, and it would be wise to switch her to Cl . It seems the family fully understood 
the situation and the daughter will be phoning the brother to make the final decision . 
Ojscharge sum..-nary : tnfectious di 3ease te&ll\ was consulted as echoca.r-diogram shows a possi ble vegetation while 
transesophageal echoca.rdiogram is optimal to pinpoint whether: there is vegetation or not . Given the age of the 
patient and the complex picture, this transesophageal echocardiogram may not be feasible upon Cardiology team 
impression . TD decided to stop ampicill i n temporarily and switch to piperacillin and tazobactam because the 
ae:-ococus b a cteremia could increase risk of Infective endocarditis . We had a lengthy conversation with ID team, 
and we felt that we w.111 continue the piperacillin and taz.obactarn for 5 days before S1'J.ltching back to ampicillin 
on - for 6 weeks and treating the bacteremia and urosepsis . Ne w issues : New A.Kr with creatinine of 138 and GFR 
29 , d.ropping from 46. It seems to me this is more of cardioi=enal syndrome given the wor.senin 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (6-5_3a) 

Sender's diagnosis (B.5.3b) 

Sender's comments (B.S.4) 

The events of Urosepsis , baccer aemi a , Ca r diorenal syndrome, Respi ratory di stress, Hypernat r emi a , p l eural effusion 
and Enclocar ditis are assessed as possibly related to the suspect drugBNT162B2 based on tempo:-al association , but 
consider also possible contributory effects from patienc's medical history and/or concomitant medicacions 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures Cot safety evaluat.lon, includi ng the revie,,· and analysis of aggregate data fot" adverse eveot..s . Any 
safety concern identified as part of this review, as well as any appropriate action in response, will be promptly 
notified to regulatory authorities , Ethics Committees , and Investigators , as appropri ate . 

202l. 
CCYY _ 

Unit (B-3.1e ) 

Test date (B.3.1b) 

202~ 
CCYYMMDD 

Unit (B.3_1oJ 

Test date (B.3.1b) 

2◊2-
CCYYMMDD 

Unit (B.3.11,J 

Test date (B.3.1b) 

C0\11D- \9 virus test 

Normal low range (S.3.1.1) 

Test name (B.3.1c) 

COVID-19 virus test 

Nor mal low range (S.3.1.1) 

Test name (B.3.1c) 

Urinaly:::1.s 

Normal low range (B.J.1.1) 

Test name (B.3.1c) 

Norma) high range (B-3.1-2) More info 

No 

Test result (B.3.1d) 

Negative 

Normal high range (6 _3.1-2) More info 

No 

Test result (B.3.1d) 

positive for Entococcus faecalis 

Normal high range (B.3.1.2) More Info 
Yes 

Test result (B.3.1d) 

(B.3-1.3) 

(B.3.1-3) 

(B.3.1.J) 
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202~ Abso l ute neutrophil count 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B .3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021-
CCYYMMDD 

Alanine aminotransferase 

Unit (B.3.1e) Nor mal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021'11111 Albumin 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (8.3.1b) Test name (B.3.1c) 

20.! l - Bl ood c ulture 
CCYYMMDO ---
Unit (B.3.1e-) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ 
CCY\'MMDD 

Blood prQ.ssurc 

Unit (B.3.1o) Normal low range (B.3.1.1) 

mmHg 

Test date (B.3.1b) Test name (B.3.1c) 

202ialll Body temperature 
CCYYMMDD 

Unit (B.3.1e,) Normal low range (B.3.1.1) 

Cent.igrade 

Test date (B.3.1b) Test name (B.3.1c) 

202 - Chest X-ray 
CCYYMMDD 

Unit (B.3.1e ) Nor mal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021- COVID- 19 vi~us test 
CCHMMDD --- --
Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2 0 21-
ECG CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ 
Heart rc'lte 

CCYYMMDO 

Unit (B.3.1e) Nor mal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ 
He-rnog Lob1 n CCHMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021-
K 

CCYYMMDD 

Unit (B.3.1e) Nor mal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202tlll 
Lact..ate 

CCYYMMDD 

(3) I PageU8 

15 . 3 

I Normal high range (B.3.1.2) 

I
More Info (8.3.1.3) 

No 

Test result (B.3.1d) 

108 

I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

Yes 

Test result (B.3.1d) 

30 

I Normal high range (B.3.1.2) 

I
More Info (B.3.1.3) 

Yes 

Test result (B.3,1d) 

pooitive for Aerococcus or inae (AA) 

I Normal high range (B.3.'1.2) 

Test result 

120/oll 

I Normal high range (B.3.1.2) 

Test result 

37 

I Normal high range (B.3.1.2) 

Test result 

Normal 

I Normal high range (B.3.1.2) 

Test result 

Ne9ative 

I Normal high range (B.3.1.2) 

Test result 

d i d not shot..- any 

I Normal high range (B.3.1.2) 

Test result 

98 

I Normal high range (B.3.1.2) 

Test result 

ll9 

I Normal high range (B.3.1.2) 

Test result 

J . 3 

I Normal high range (B.3.1.2) 

Test result 

3 . 0 

I
More info (B.3.1.3) 

Yes 

(B.3.1d) 

I
More info (B.3.1.3) 

No 

(B.3.1d) 

I
More info (B.3.1.3) 

No 

(B.3.1d) 

I
More info (B.3.1.3) 

No 

(B.3.1d) 

I
More Info (B.3.1.3) 

No 

(B.3.1d) 

acute ST segmen t changes 

I
More info 

Yes 

(B.3.1d) 

I
More Info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

(B.3.1.3) 

(B.3.1.3) 

(B .3.1.3) 

(8.3.1.3) 
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Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 ... Oxygen saturation 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

% 

Test date (B.3.1b) Test name (B.3.1c) 

2021- pH 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202-
CCY M 

Respiratory l d L~ 

Unit (B.3.1o) No rmal low range (B.3.1,1) 

Test date (B.3.1b) Test name (8.3.1c) 

2021- Sodium 
CCYYMMDP 

Unit (11,3,11>) Normal low range (B,3.1,1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ 
CCYYMMDP 

Troponi n 

Unit (8.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (8.3.1c) 

202~ TSH 
CCYYMMDD 

Unit (B.3.1e,) Normal low range (B,3.1.1) 

Test date (8.3.1b) Test name (B.3.1c) 

202 1- NBC 
CCYYMMDO 

Unit (B.3.1e-) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202-
CCY 

Trop onin 

Unit (B.3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021- C- :i;eactive protein 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 .. 
CCY . 

Chest X-ray 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021- Absol ute l ymphocyte count 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 - Abso l ut e neut rophil c:ounr... 
CCYYMMDO 

Unit (B.3.1e) Normal low range (B.3.1.1) 

(3) 

I Normal high range (B.3.1.2) 

Test result 

99 

I Normal high range (B.3.1 .2) 

Test result 

7 . 49 

I Norma) high range (B,3.1.2) 

Test result 

42 

I Normal high range (8.3,1,2) 

Test result 

133 

I Normal high range (8,3,1,Z) 

Test result 

0 .19 

I Normal high range (8.3.1.2) 

Test result 

l. 94 

I Normal high range (B.3.1 .2) 

Test result 

17 . 6 

I Normal high range (B,3.1.2) 

Test result 

0 . 16 

I Normal high range (B.3.1.2) 

Test result 

173 

I Normal high range (B.3.1.2) 

Test result 

Pleural e ffusions 

I Normal high range (B.3.1.2) 

Test result 

l. 0 

I Normal high range (B.3.1.2) 

Test result 

13. 5 

I Normal high range (8,3.1.2) 

I
More info 

Yes 

(B.3.1d) 

I
More Info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I

More Info 

Ye s 

(8.3.1d) 

I
More Info 

Yes 

(B.3.1d) 

I
More info 

No 

(8.3.1d) 

I
More info 

NO 

(B.3.1d) 

I
More info 

No 

(8.3.1d) 

I
More info 

Yes 

(B.3.1d) 

I
More info 

'les 

(8.3.1d) 

I
More info 

Yes 

(8.3.1dl 

I
More Info 

No 

(B.3.1d) 

I More info 

I PageU9 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(8,3,1.3) 

(8,3,1,3) 

(8.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(8.3.1.3) 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 04571440 

Test date (B.3.1b) Test name (B.3.1c) 

202- Alanine aminotransferase 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202-
CCYYt'!lMDD 

All< phos 

Unit (B.3.1<>) Normal low range (B .3.1.1) 

Test dale (B.3.1b) Test name (B.3.1c) 

202 ~ Anion gap 
CCYYMMDD ---- -
Unit (B.3.1ol Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202-
CCYYMMDD 

i .spartat.e aminotransferase 

Unit (B.3.1e) Normal low range (B.3.1.11 

Test date (B.3.1b) Test name (B.3.1c) 

2021'11111 Bic arbo nate 
CCYYMMDO 

Unit (B.3.1e,) Normal low range (B.3.1.11 

Test date (B.3.1b) Test name (B.3.1c) 

202- Bil.irubin 
CCYYMMDD 

Unit (B.3.1o) Normal low range (B.3.1 .1) 

Test date (B.3.1b) Test name (B.3.1c) 

2◊2-- Blood pres sure 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

mmttg 

Test date (B.3.1b) Test name (B.3.1c) 

2021-
BNP 

CCUMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (8.3.1b) Test name (B.3.1c) 

201~ 
Calci um 

CCYYMMDD 

Unit (B .3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202 - CK 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1cl 

202- Cl 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (8.3.1c) 

2◊2-
CCYYMMDD 

CO2 

Unit (B.3.1o) Nor mal low range (B.3.1.1) 

(3) 
I 

Test result 

145 

INonnal high range (B.3.1.2) 

Test result 

88 

I Nonna I high range (B.3.1 .2) 

Test result 

12 

I Nonna I high range 
-

(B.3. 1.2) 

Test result 

71 

INonnal high range (B.3.1.2) 

Test result 

85 

I Nonna I high range (B.3.1 .2) 

Test result 

8 

INonnal high range (B.3.1.2) 

Test result 

155/50 

INonnal high range (B.3.1.2) 

Test result 

t . 498 

I Nonna I high range (B.3.1.2) 

Test result 

2 . 23 

I Nonna I high range (B.3.1 .2) 

Test result 

17 

INonnal high range (B.3.1.2) 

Test result 

9 8 

I Nonna I high range (B.3.1.2) 

Test result 

30 

I Normal high range (B.3.1.2) 

IYe s 

(B.3.1d) 

I

More info 

Yes 

(B.3.1d) 

I

More Info 

NO 

(B.3.1d) 

1:
More Info 

No 

(B.3.1d) 

I

More info 

Yes 

(B.3.1d) 

I

More info 

No 

(B.3.1d) 

I

More Info 

No 

(B.3.1d) 

I

More info 

No 

(B.3.1d) 

I

More info 

No 

(B.3.1d) 

I

More Info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

No 

(8.3.1d) 

I

More Info 

No 

I Page,20 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(8.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 
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ATIA - 19(1) 

---
Canada Vigilance AER#: IE2B 04571440 (3) I Page,21 

-
Test date (B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202~ 
COVID- 19 virus test Negative 

CCYYMMDD 

Unit (B.3.1o) Normal low range (B.3.1.1) I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

No 

Test date [B.3.1b) Test name (B.3.1c) Test result (B.3.1d) 

202 -
CCHMMDl:f 

C- rea.ctive protein elevated 

Unit (B.3.1e-) Normal low range (B.3.1.1) I Normal high range (B.3.1.2) 

I
More info (B.3.1.3) 

No 

Test date (B.3.1b) Test name (B.3.1cl Test result (B.3.1d) 

202 J- Crea t i nine 76 
CCYYMMDD 
I- --- - -

I Normal high range Unit (B.3.1o) Normal low range (B.3.1.1) (B.3.1 .2) 

I
More info (B.3.1.3) 

No 

Tosi dato (B.3,1b) Tosi namo (B.3,1cl Tosi result (B.3.1d) 

2 0 2 ~ 
ECG 

Sinus tachycardia with ante rior T wave 
CCYYMMDD inversions 

Unit (B.3.1o,) Normal low range (B.3.1.1) I Normal high range (B.3.1.2) 

I
More Info (B.3.1.3) 

Yes 

Test date (B.3,1b) Test name (B,3,1c) Test result (B.3.1d) 

2 0 2 )-
EstjmaLed g lorne:r:ulat fi1 Lr a t.1 on. tate 60 CCYYMl-'DD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202111111 
Head CT 

CCYYMMDD 

Unit (B.3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202]- Heeirt rate 
CCYYMMDD 

Unit (B.3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021- Hematocrit 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.11 

Test date (B.3.1b) Test name (B.3.1c) 

202 - Hemoglobin 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ 
K 

CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2◊2-
Lactate 

CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202iaill Magnesium 
ccn~n100 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

I Normal high range (B.3.1 .2) 

I
More info (B.3.1.3) 

No 

Test result (B.3.1d) 

No acute int r acranial abnormality 

I Normal high range (B.3.1 .2) 

Test result 

l00- l l0 

I Normal high range (B.3.1.2) 

Test result 

0 . 37 

I Normal high range (B.3.1.2) 

Test result 

121 

I Normal high range (B.3.1.2) 

Test result 

4 . 1 

I Normal high range (B.3.1.2) 

Test result 

l. 9 

I Normal high range (B.3.1.2) 

Test result 

0 . 82 

I Normal high range (B.3.1.2) 

!Test result 

I
More Info 

Yes 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More Info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More Info 

No 

(B.3.1d) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 04571440 
202-

MCV 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202111111 Oxygen saturation 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

\ 

Test date (B.3.1b) Test name (B.3.1c) 

202 ~ 
CCYYMMDD 

PCO2 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (8 .3.1b) Test name (B.3.1c) 

20. - pH 
CCYYMMDD ---
Unit (B.3.1e-) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202~ 
Phosphat.@ 

CCY\'MMDD 

Unit {B.3.1o) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202. 
CCY 

Platelet coun t 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

202-
Red cell dist.r i but.ion width 

CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2 0 21- Respi ratory rate 
CCHMMDD 
c-- --- -
Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2 0 21- So d i um 
CCYYMMOD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021-
WBC 

CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2 0 21 -
Echocar d 1 ogr am 

CctVMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

Test date (B.3.1b) Test name (B.3.1c) 

2021- E:j~ctio n trac e.i on 
ccnMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) 

% 

Test date (B.3.1b) Test name (B.3.1c) 

202 - Sodium 
CCYYMMDD 

(3) 

94 

I Normal high range {B.3.1.2) 

Test result 

98 

I Normal high range {B.3.1.2) 

Test result 

50 

I Normal high range (B.3.1.2) 

Test result 

7 . 16 

I Normal high range (B.3.-1.2) 

Test result 

1. O'.l 

I Normal high range {B.3.1.2) 

Test result 

2 60 

I Normal high range {B.3.1 .2) 

Test result 

13 . 6 

I Normal high range (B.3.1.2) 

Test result 

20s 

-~ 
I Normal high range {B.3.1.2) 

Test result 

139 

I Normal high range (B.3.1.2) 

Test result 

16. 3 

I Normal high range {B.3.1.2) 

Test result 

se vere pulmo nary 

I Normal high range {B.3.1.2) 

Test result 

55 

I Normal high range (B.3.1.2) 

Test result 

147 

I
More Info 

No 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

I
More Info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More Info 

No 

(B.3.1d) 

\
More info 

No 

(B.3.1d) 

I
More Info 

Yes 

(B.3.1d) 

hypertens i on 

I
More info 

Ye s 

(B.3.1d) 

\

More info 

No 

(B.3.1d) 

I Page,22 

(8.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 04571440 (3) 

Unit (B.3.1e) Normal low range (B.3.1.1) I Normal high range (B.3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

202- Chest X-ray deterioration 
CCYYMMDD 

Unit (B.3.1e) Normal low range (B.3.1.1) I Normal high range (B.3.1 .2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

202- Creatinine 138 
CCYYMMDD 

Unit (B.3.1e) Nor mal low range (B.3.1.1) I Norma) high range (B,3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

2021-
1-~stirn,it e d glo meruLi r f ill ration t (, tF!' 29 

CCYYMMDD 

Unit (B.3.1o) Normal low range (B.3.1,1) I Normal high range (B.3,1,2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

202 ... Hemoglobin 102 
CCYYMMDD 

Unit (a.a.11>J Normal low range (B,J.1,1) I Normal high range (ll,J,1,2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

202~ 
CCYYMMDD 

Sodium 150 

Unit (B.3.1e) Normal low range (B.3.1.1) I Normal high range (B.3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

202:11111 
NBC 9 . 1 

CCYYMMDD 

Unit (B.3.1e,) Normal low range (B,3.1.1) I Normal high range (B.3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

Heart rate Rapid 

Unit (B.3.1e) Normal low range (B.3.1.1) I Normal high range (B,3.1.2) 

Test date (B.3.1b) Test name (B.3.1c) Test result 

Respi r a tory rate r apid 

Unit (B.3.1o) Normal low range (B.3.1.1) I Normal high range (B.3.1.2) 

Results of tests and procedures (8.3.2) 

I
More info 

No 

(B.3.1d) 

I
More Info 

Ye s 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I

More Info 

Ye s 

(B.3.1d) 

I
More Info 

NO 

(B.3.1d) 

I
More info 

Yes 

(B.3.1d) 

I
More info 

NO 

(B.3.1d) 

I
More info 

No 

(B.3.1d) 

I
More info 

No 

I Page,23 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B,3,1.3) 

(ll,J,1,J) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 

(B.3.1.3) 
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ATIA- 19(1) 

Canada Vigilance AER#: IE2B_04571440 (3) 

Alanine aminotransferase- 1 ):High 
Aspartate aminotransferas 021):High 

Troponin 
Chest X-ray 
Neutrophil coun 
C-reactive protei 

2021):Low 
021):High 

1 ):with slight worsening of right basilar atelectasis. 
021):High 
2021):High 

Alanine aminotransferas 
Blood lactic aci 

021 ):Elevated 
021):elevated 

Blood potassi 
Blood sodium 
Electrocardiogram 
Computerised tom 
Electrocardi og 
Blood sodium 
Chest X-ray( 
Glomerular , r 
Echocardiogra 
Blood cultur 
White blood C 

Respiratory r 
Urine analysi 
no pyurla. 

-2021 ):hypokalemia 
021):mild hyponatremia 

-

• as in sinus rhythm 
a 2021 ):Generalized atrophy noted. 
021 : ot new compared to lhe previous ECGs. 

20 1 ):from 146 (unspecified date) 
2021 :with worsening interstitial pulmonary edema, mostly on the left lower and upper zone. 

2021 ):dropping from 46 (unspecified date) 
2021):with RVSP at 75 with moderate mitral regurgitation and moderate aortic rregurgitation. 

o reported as gram-positive cocci and Aerococcus bacteremia 
2021):High 

20 1 :did not look to be in any distress 
2021 ):>~ 1x10E7 CFU/L 

Unless there is a clinical diagnosis of UTI (e.g. dysuria, frequency, or non-localizing symptoms/signs e.g. fever, sepsis with NO other cause), 
this result most often represents asymptomatic bacteriuria (ASB), antibiotics a re NOT Indicated for ASB EXCEPT during pregnancy or prior 
to any urological procedure likely to cause mucosa! oleeding. Changes in mental status or character of urine WITHOUT localizing urinary 
symptom diagnostic of UTI. 
Heart rate 021 :b m 

2021):on 1 L 02 
--· -- ------- --- - ----- ---- ----------- ---- ------------ ------ ------ -------- - - -------------- --- - -------

Patient Medical History (B.1.7) 
MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hypothyroidism 

Start date (B.1.7.1c) Continuing (8.1.7.id) End date 

Yes 

Comments 1B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Dementia Alzheimer ' s type 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

2015 
CCYY 

Yes 

Comments IB.1 .7.1g) 

Progressive worsening since 2015, most recent. MM.SE thought t.c be 13- 15, 

MedDRA version (8.1.7.1a.1) Episode name (8.1.7.1".2) 

26 . 0 Incont inence urinary 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Comments 1B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 COPO 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Yes 

Comments 1B.1.7.1g) 

Patient was never a smoker so the diagnosis is very much in doubt . 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Oste oarthd t i s 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Yes 

Comments (e.1.7.1g) 

(B.f.7.11) 

(B.1.7.11) 

baseline GCS approximately 1 

(B.1.7.11) 

(B.1.7.11) 

(B.1.7.11) 
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Canada Vigilance AER#: 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7,1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

Comments (B.1.7.1g) 

rnain,enance 

MedDRA ve.rsion (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

l960 
CCYY 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) 

26 . 0 

Start date (B.1.7.1c) 

2011 
CCYY 

Comments (B.1.7.1g) 

right 

MedDRA version (B.1.7.1a.1) 

26 . 0 

IE2B 04571440 (3) 

Episode name (B.1.7.1a.2) 

Dyslipidemia 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Stress incontinence 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Urge incontinence 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Nephrolithiasis 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Osteoporosis 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Vitamin B12 deficiency 

Continuing (B.1.7.1d) 

No 

Episode name (B.1.7.1a.2) 

Appendectomy 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Cataract extraction 

Continuing (B.1.7.1d) 

Episode name (B.1.7.1a.2) 

Cataract e xtraction 

End date (B.1.7.11) 

End date (B.1.7.1f) 

End date (B.1 .7.11) 

End date (B.1 .7.11) 

End date (B.1 .7.11) 

End date (B.1.7.11} 

End date (B.1.7.11) 

End date (B.1.7.11) 
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Canada Vigilance AER#: IE2B 04571440 (3) 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

2012 
CCYY 

Comments (B.1.7.1g) 

l e ft 

MedDRA ve·rsion (B.1.7.1a.1) Episode name (B.1.7.la.2) 

26 . 0 Cholecystectomy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

1965 
CCYY 

Comments (B.1 .7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Total abdomina 1 hysterectomy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

1969 
CCYY 

Comments (B.1.7.1g) 

with unilateral salpingo-oophorectomy 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hip arthroplas ty 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

2003 
CCYY 

Comments (B.1.7.1g) 

left 
Jn the setting of a motor vehicle accident 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Urinary tract infection 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Comments (B.1.7.1g) 

requiring hospita l ization 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Breast. biopsy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26. 0 Hysterectomy 

Start date (B.1.7.fc) Continuing (B.1.7.1d) End date 

Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26.0 GERO 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Bone disorder 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

I 
(B.1 .7.1f) 

(B.1.7.11) 

(B.1.7.11} 

(B.1.7.1f) 

(B.1.7.11) 

(B.1.7 .11} 

(B.1.7.1f) 

(B.1.7.1f) 

(B.1.7.11} 
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Canada Vigilance AER#: IE2B 04571440 (3) 

I 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Urosepsi s 

Start date (B.1.7.1c) Continuing (8.1.7.1d) I End date 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Bacteraemi a -
I End date Start date (B.1.7.1c) Continuing (B.1.7.1d) 

- ---~ 
Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Endocarditis infective 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date 

Comments (B.1.7.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past dru therap (B.1.8 
Drug name (B.1.8a) 

CLAVULJN [AMOXJCJLLJN SODIUM; CLAVUL~.NATE POTi.SSIUM) 

Start date (B.1.8c) End date (B.1.8e) 

Ind ication MedDRA version (B.1.8f.1) Indication (B.1 .8f.2) 

Reaction MedDRA version (B,1,Sg.1) Reaction (B,1,Sg.2) 

v .26 . 0 Allergy 

Drug name (B.1.8a) 

CODEINE 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.8g.2) 

v. 26 . 0 o.rug allergy 

Drug name (B.1.8a) 

PENICILLIN NOS 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedORA version (B.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.Sg.1) Reaction (B.1.Sg.2) 

v .26 . 0 Allergy 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

I 

(B.1.7.11) 

(B.1 .7.11) 

(B.1.7.11) 
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Start date (B.1.10.1.1cJ Continuing (B.1.10.7.1dl End date (B.1.10.7.11) 

Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Bc) Drug end date (B.1.10.Be) 

Med0RA ve·rslon for Indication (B.1.10.81.1) Indication (B.1.10.81.21 

MedDRA version for reaction (B.1.10.Bg.1) Reactions (B.1.10.Bg.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

(A.2.1.1c) 
Reporter family 

(A.2.1.1dl 
title name name name 

PRI VACY 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) (A.2.1.3) 

!

Reporter country 

Cana d a !
:Qualification (A.2.1.4) 

Con s ume r / othe r n o n health pro f e s 3iona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Reporter 
(A.2.1.1a) 

Reporter g iven 
title name 

Reporter organization (A.2.1.2a) 

-
Reporter street (A.2.1.2c) 

Reporter city (A.2.1.2d) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1b) 
Reporter middle 

(A.2..1.1c) 
Reporter family 

name name 

PRIVACY 

Reporter department (A.2.1.2b) 

--

Reporter state (A,2.1.2e) 

!

Reporter country (A.2.1.31 

!
Qualification (A.2.1.4) 

Canada Phys i c ian 

Project No 

Observed study type (A.2.3.3) 

(A.2.1.1d) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04577460 (1) 

Canada Vigilance HC Latest Received Date: 
202 10915 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 20210lDS7 411 ( 2 l 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ '-'----~-'------........ ----~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

20210813 
CCYYHMDD 

Additional documents? (A.1.8.1) 

No 

20210903 
CCYYMl1DD 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA- PFIZER IJIC-202101057411 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZEIU~C 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{2 ) E2B_ 04604593, 12) , (2 ) E2B_ 04601593 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

UNKNOWN 

Date of birth (B .1.2.1) 

Gestation Period (B.1.2.2.1) 

12 '"'eeks 

GP medical record 
(B.1.1.1a) 

no. 

Age group (B.1.2.3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically 1mportant 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PFIZER t~C- 202\0105741 1 

Reason for nullification (A.1.13.1) 

Onset Age (B.1 .2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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ATIA - 19(1) 

Drug characterizat ion (B.4.k.1) Medicinal product name (8.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Aeti've Substance names (B.4.k.2.2) 

tozinameran 

(;ountry drug 01>taIned (1:1.4.K.2.3) 1:1atchtlot no. (S.4.k.3) 

Canada EX2294 

Holder and authorization/application no. of drug (8.4.k.4) 

Authorizatio.n/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

Dosage text (8.4.k.6) 

DOSE 1. SINGLE 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

202-
CCYYMMDD 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (BA.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (8.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Transplacental Intramuscular 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

202. 
cc D 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k .. 18.1b) 

Baby premature 

Method of assessment (B.4.k.18.3) I Result (B.4.k:.18.4) 
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Canada Vigilance AER#: 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18. 1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Do ument R 
Inf A 
d1vul v 
I' f 

le2B 04577460 (1) I 
Global Introspection NIA 

Reaction assessed (B.4.k.18.1b) 

Baby premature 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Global Introspection NIA 

Reaction assessed (B.4 .k.18.1 b) 

Maternal exposure during pregnancy, first trimester 

Method of assessment (B.4.k.18.3} Result (B.4.k.18.4) 

Global Introspection N/A 

Reaction assessed (B.4.k.18.1b) 

Maternal exposure during pregnancy, first trimester 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Global Introspection N/A 

the o 
ana um 'lt 
ur I 

anada 

Page«J 
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lcanada Vigilance AER#: le2s 04577460 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RABEPRAZOLE 

Active Substance names (B.4.k.2.2) 

rabeprazole 

country drug 01>ta1ned (tS.4.K.:l.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedORA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readmlnlstratl-on? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (8.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

. 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

MOTHER RECEIVED PFIZER COVID-19 VACCINE DURING PRENANCY/ AT 12 WEEKS GESTATION 
PERIOD 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(8.2.i.1.a) 

(B.2.1.2.a) 

Term high!lighted by the reporter? 

Reaction first time (B.2.1.7.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (l'l.::U.1.b) 

Maternal exposure during pregnancy, first tri mester 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Maternal exposure d uring pregnancy 

Start Date 

202 

(B.2.1.4) End Date (B.2.1.5) Duration 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Fatal 

Reaction/event as reported by primary source 

PRETERM BIRTH AT 24 WEEKS 

(B.2.1.0) Current reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first t ime (B.2.1.7.1) 

1909 Hours 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Baby premature 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Premature baby 

(B.2.i.3) Start Date 

202 

(8.2.i.4) End Date (B.2.i.5) Duration 

Reaction last time (B.2.1.7.2) Outcome (B.2.t.8) 

86 Hou rs Fatal 

Reaction/event as reported by primary source (B.2.1.0) Past reaction 

MedDRA ve.rsion for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

Orng allergy 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Drug hypersensitivity 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

(8.2.i.8) 

This is~ spontaneous report recei ved from ,;;r, contact.able physici an through COVJ\.E:S . 'The physician reported 
inform.o.tion for both mother a nd fetus . This is the fetus report . 

(B.2.1.6) 

(8.2.i.6) 

(B.2.i.6) 

A fetus pat ient of unspecified gender received BNT162B2 (PFIZER-B I ONTECH COVID-19 ~ ) , transplacental on 
2021 11 : 30 (Batch/Lot Number : EX2294 ) as clos e 1 , single and transpla cental o~ 021 10 : 00 (Batch/Lot 

u1 er: FA9099} aa dose 2, single , for COVID-1~ immunization at the clinic . The patient ' s me dical history was not 
.repor ted. Concorrdtant roedicat:ions i ncluded i:·abeprazole and asco-cbic acid1 betacar.otene, calcium sulfate, 
colecalci ferol , cyanocobalamin, fet rous fumarate , folic acid, nicotinamide, pyridoxine hydrochloride, retinol 
acetate , riboflavin , thiamine monon.itrate, tocopheryl acetate , zinc oxide (E?RE:NA'l'AL VITAJ.1INS ) . The patie11t 1 s 
mother medical history included gestational diabetes (pr evious pregnancy 2014 ) , peniciilin allergy, IgA 
nephropathy, inflammat~ hritis NOS; and previously took macrolides and had drug allergy. The patient was 
exposed on BNT162B2 on - 021 (at 12 weeks Gestation Period). On ~ 021 00 : 30 , the patient 1 s mother had a 
preterm labor resulting in emergency caesarean. Preterm birth at 24 weeks and death of newborn . The patient had 
d ied on- 2021 . It \l\'as unknown i f an autopsy was per fo::mecl . 

Information on the batch/lot number has been requested . 

Amendment : Th)s f o l low- up is being subrojtted to amend previously repocted information : Classification (r:ernoved At 
Risk classification} and Reaction details (events updated to Maternal exposure during pregnancy and Premature 
baby) . 
BNT162B2 approved under Intet:i m Orde r i n Canada . 

Reporter's comments (B.5.2) 

MedDRA version for sender's diagnosis (B.5.3a) 
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ATIA-19(1 ) 

Canada Vigilance AER#: le2B 045774_6_0~ (~1~) ---------------~-----Page~6 

Sender's diagnosis (B.5.3bl 

Sender's comments (B.5.4) 

Based on the information available and considering temporal association a possible contributory role of the 
suspect BNT162B2 cannot be completely e xcluded for the reported events of neonatal d eath owing to patient ' s 
mother having a preterm labor resulting in emergency caesarean and preterm birth at 24 r.o.•eeks1 and death o f the 
newborn . The case l.i.i 1 1 be r eassesse d fu1·t her upon receipt of add i tional i nfo rmation . 
'rhe impact of this report. on the benefit/risk profile o f the Pfizer product is evaluated as part of P:fize.r 
procedur es for safety evaluation, including the review and analysis of aggregate data for adverse events . Any 
safety concern identified as part of this r-evier...,•, as well as any appropriate action in response, will be promptly 
notified to regulatory authorities , Ethics Committees , and Investigators , as appropriate. 

Unit (B.3.1o) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Materna: e ~posur e d uring pregnancy 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1>.1) Episode name (B.1.7.1a.2) 

26.0 Baby premacure 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1 .8c) End date (B.1 .8o) 

Indication MedDRA version (B.1.81.1) Indication (B.1.st.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

40 Years 

Weight (Kg) (B.1.10.4) Height (cm) (B.1.10.5) Sex (B.1.10.6) 

Fe male 

(B.3.1.2) 

202-
CCYYMMDD 

More Info (B.3.1.3) 

I 
I 
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Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

previous pregnancy 2014 

MedDRA version (B.1.10.7.1a.1) Medical history (B.1 .10.7.1a .2) 

V . 26 . 0 IgA nephropathy 

Start date (B.1.10.7.1c) Continuing (8.1.10.7.1d) 

Comments (B.1.10.7.1g) 

MedDRA version (B.1.10.7.1 a.1) Medical history (B.1.10.7.1a,2) 

v . 26 . D Inflammatory arthritis 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

MedDRA version (B.1.10.7.1a.1) Medical history (B.1.10.7.1a.2) 

v . 26 . 0 Penicillin allergy 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

Comments (B.1.10.7.1g) 

MedDRA ve.rsion (B.1.10.7.1a.1) Medical history (B.1 .10,7.1a.2) 

v .26 . 0 Pregnancy 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) 

2014 
ccn 
Comments (B.1.10.7.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

MACROLIDES 

Drug start date (B.1.10.Sc) Drug end date (B.1 .10.Se) 

MedDRA version for Indication (B.1.10.81,1) Indication (B.1.10.81.2) 

Med ORA version for reaction (B.1 .10.Bg.1) Reactions (B.1.10.Bg.2) 

v .26 . 0 Drug allergy 

End date (B.1.10.7.11) 

End date (B.1.10.7.11) 

End date (B.1.10.7.11) 

End date (B.1.10.7.11) 

End date (B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) Qualification (A.2.U) 

Physician 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

IMlddle name (A.3.1.3d) Family name (A.3.1.3o) 

State (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

_Lddle name (A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 

(A.2.1.1d) 
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ATIA-19(1 ) 

lcanada Vigilance AER#: le2B 04586624 (1) 

Canada Vigilance HC Latest Received Date: 
20220419 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- Taiho Oncology l nc - £U- 2021- 02662 fl) 

Primary soufce country (A.1.1) Occur country (A.1.2) 

Canada 

Type of report 

Study 

MAH/Sponsor Initial Received Date MAH/Sponsor Latest Received Date (A.1. 7) 
(A.1.6) 

202- 20220411 
CCYYMMOD CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority"s number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-Taiho Oncology lnc-E0-2021-02662 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Dupllcate Source(s) (A.1.11.1) 

MJ\AAtT AUTHO!UZATtON HOLDER 
MARKET AUTHORlZATION HOLDE!l. 

CA,~ADA VIGILANCE 
CANADA VIGILANCE 
Taiho Oncology Irie 

Duplicate {D) / Link (L) Report number(s) (A.1.12) 

(2 ) {2 ) (l) E2B_050284Si 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - TAIBO PHARMA CANADA , INC 

Serious? (A.1.5.1) Serious 

Seriousness (A.1.5.2) 

Caused/prolonged 
Yes hospitalization? 

Results In death? Yes 

Dlsabllngllncapacltating? No 

Life threatening? No 

Congenital anomaly/birth 
No 

defect? 

other medically important 
No condition? 

. 

Duplicate Case Identifiers (A.1.11.2) 

202111862455 
202101746598 
E2B 04 :9'97896 
E2B 05028497 
CA•Taiho Oncology foe 

Reason for nullification (A.1.13.1) 

, , 
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ATIA-19(1) 

Date of birth (B.1.2.1) 

19~~ 
CCYYMMDD 

Gestation Period 

GP medical record 
no. 

Date of death 

202-
CCYYMM 

(B.1.2.2.1) 

(B.1.1.1a) 

Male Centimeter 

Age group (B.1 .2.3) 

Specialist 
(B.1.1.1b) 

record no. 

63 Kilogram 

Onset Age (B.1.2.2) 

70 Years 

(B.1.6) 

Hospital 
(B.1.1.1c) 

Investigation 
record no. no. 

(B.1.1.1d) 

the o 
ana um 'lt 
ur I 

ada 
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ATIA-19(1) 

lcanada Vigilance AER#: le2s 04586624 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect LONSURF 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Country of authorization/application: Canada --Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Dose. frequency and current cycle unknown 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Metastatic colorectal cancer 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202C11111 
CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

8 Months 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Drug discontinued 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Company 

MedDRA version (BA.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

Reporter 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Reaction a.ssessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Reported 
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lcanada Vigilance AER#: le2s 04586624 (1) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

.5 ml 

Dosage text (B.4.k.6) 

Solution 

Pharmaceutical form (B.4.k.7) 

Gestation period (BA.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Not Applicable 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Reporter 

Route of administration (8.4.k.8) Parent route of admin (8.4.k.9) 

Intramuscular 

Med0RA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 C0VID-19 immunizaiion 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method 6f assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Pneumonia 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Not assessable 

Result (B.4.k.18.4) 

Not Reported 
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ATIA-19(1 ) 

Reaction/event as reported by primary source 

PNEUMONIA 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B .2.i.1.a) 

(B .2.i.2.a) 

Term hightlighted by the reporter? (B.2.1.3) 

Reaction/event MedDRA term(LLT) (B.2.i.1 .b) 

~neumon i a 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Pneumoni a 

Start Date (B.2.1.4) 

202-
CCYYMM 

End Date (B.2.1.51 

202-
CCYY~fM 

Duration (B.2.1.s) 

the o 
ana um 'lt 
ur I 

ada 

Reaction first time (B .2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

8 Mont hs Fa tal 
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ATIA-19(1) 

Case narrative (B.5.1) 

Loca l refe~ence number 

A solicited report was receige d fro m a consume r via a patient suppo~t program concer ning a 70 - years - old male 
patient treated with Lonsurf {trifluridine and tipiracil hydrochloride) tablets , (unknown dose and frequency ) 

given orally from ~ 020 (unknown cycle) for metastatic colorectal cancer (mCRC) . Lonsurf is appioved to be 
administered after the morning and the evening meal, on Day 1 through Day 5, followed by a recovery period from 
Day 6 through Day 7. Lonsurf will again be administered on Day 8 through Day 12, followed by a recovery period 
frott1 Day 13 through Day 28 . 

Medical history was reported as unknown. 

Previouslyr the patient experienced enecgy level was l/10 (A.ER No : 

Concomitant medicati on was report ed as unknown. 

Co-suspect. d r ug included Covid vaccine {COVI D-19 vaccine ). 

On 111111111.02 1, the patient was hospiLa lized duo to pne umonia , du ring which time he had received an antibiotic 
(un•pecltldd) and morphine . On an unspecilled , late the patlt>nt received a second dose o f COVI0-19 vaccirte , and the 
r e p o r ter ( spou se ) e xp r essed concern if l t hild a n imp~ct on Lhe patien t.a pne umonla . 1'h e course of ho3pi ti.ll i2.:i tJ o n 
was not repo r ted . [twas noted that it went very fast , not o therwis e specified . At the time of reporting, the 
patie.nt had passed away on an unspecified date ~ 021} , descri..bod as one week prior . No furthe;: in:formation was 
provided. 

Treatment rendered included morphine and unspecified antibiotics for pneumonia . 

Lab tests ... ,ere reported as unknown. 

Action taken with Lonsurf d ue to the event , pnQumonia , was reported as drug discontinued on an unknown date . 
Action taken with Covid vaccine due to the event , pneumonia, was not applicable . The date when the la5t dose of 
Lonsurf was administered prior to the onset of the event was not reported . 

The outcome of the event, pnewnonia, was fatal on an unknown date in- 021 . It wQs unknown if an autopsy was 
performed. 

Reporter causality assessment : 
The reporters assessment for the causal rel.ation:ship between the event, pneumonia , and Lonsur f was not repor ted 
and for the seriousness (criteria) was serious (Death and hospitalization) . 
The reporters assessment for the causal relationship between the event, pneumonia, and Covid vaccine ~as not 
reported and for the seriousness (cri teria ) was seri ous (Death and hospitalization) . 

No additi onal information i s expected for t hi s r eport . 

Initia l repor t r ece ived o 

The following information has been updated or newly reported . 

This information was received from the Canadian Vigilance Database. Other manufacturer Control Number was 
reported . 

The prevjousl y t'eported co- suspect rnedi c ati on COVt0- 13 vaccine wa s updated as Vax z.evri a {COV!0- 19 vacci ne nr vv ad 
(chodoxl nc ov- 19)) . 

On a n unspecified date the patient passe d away due to pneumonia (previously reported} . 

Action taken tdth Vaxzevria due to the event, pneumoniat was not applicable . 

Reporter causdlity assessment : 
The reporter's c:1ssessment for the causal relationship between the eve nt, pneumonia, and Lonsurf wa.s not reported 
and for the seriou sness (criteria) was serious (Death and hospitalization) . 
The reporter ' s assessment foe the causal relationship between the event, pneumonia , and Vaxzevria was not r eported 
and for the seriousness (criteria) was serious (Death and hospitalization} . 

Follow-up 1 report was received on 11 / Ap:r/ 2022 . 

Reporter's comments (B.5.2) 

The reporter's assessment for the causal relationship between the event, pneumonia , and Lonsurf was no t reported 
and for the seriousness (criteria) was serious (Death and hospitalization). 
The reporter's assessment for the c aus al relationship between the event, pneumonia , and Vaxzevria was not 
reported and f or the serio u::rnes s {c r i t e r i a ) was s e r-i ous (De ath and hospi tctl i zatio n) . 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comment$ (B.S.4) 
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ATIA - 19(1) 

Canada Vigilance AER#: E28_04586624 (1) 
Pneumonia ~Pneumonia} : Serious (Death, Hospitalization), Related 
A 70-years-old male patient with metastatic c olorectal cancer (mCRC ) was under treatment with Lonsurf from. 

2020 (unknown cycle) ·,ihen expe r i enced pne urnonia . Pneumon i a is a serious event as thi s l ead t o hos~i tali-zat i on 
and death . f?neumonia is a well- known side effect for the safety profile f o r L.onsurf but the pneumonia with fatal 

Unit (B.3.1e) Normal low range 

Results of tests and procedures (B.3.2) 

Unknown 

Patient Medical History (B.1 .7) 

(B.3.1.1) 

MedDRA version (B.1.1.1a.1) Episode name (B.1.1.1a.2) 

26 . 0 Pne umoni t1 

Normal high range (B.3.1.2) More info 

Start date (B.1.7.1c) Continuing (B.1.7.1d) /End date (B.1.7.11) 

Comments (B.1 .7.19) 

Relevant medical history/ Concurrent condit ions text (B.1 .7.2) 

enQrgy level was l/1D 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.Sc) End date (B.1.Se) 

Indication MedDRA version (B.1.8f.1) Indication (B.1.8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.Sg.2) 

Start date (B.1.10.7.1c) Continuing (e .1.10.1.1d) End date (B.1.10.1.1!) 

Comments (B.1.10.7.19) 

Relevant medical history I Concurrent conditions tex:t (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Se) 

- -
MedDRA version for Indication (B.1 .10.Sf.1) Indication (B.1.10.Sf.2) 

Med ORA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.8g.2) 

(B.3.1.3) 

Pagen 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

PRI VACY 

(A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Cons ume r /othe i: non health pr.of essiona l 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Lons ur f CONI-.:XUS l?aLien t Support Progi-am 

Sponsor Study no. (A.2.3.2) 

Lonsurf CONEXUS 

Sender A.3.1 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) IMlddle name 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) _Lddlename 

-
Street (A.3.2.3a) 

City (A.3.2.3b) 

Postcode (A.3.2.3d) 

Tel no. IA,3.2.31) 

Email address (A.3.2.31) 

Project No 

Observed study type (A.2.3.3) 

Other st.udies 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

(A.3.1.3d) Family name (A.3.1.3o) 

St;ite (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

(A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 
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lc anada Vigilance AER#: I E2B 04594271 (6) 

Canada Vigilance HC Latest Received Date: 
20220i04 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- SA- 201SSA310104 (7 ) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadl'I 

Type of report 

StucJy 

MAH/Sponsor Initial Received Date MAH/Sponsor Latest Received Date (A.1. 7) 
(A.1.6) 

20181105 20220628 
CCYYNMDD CCYYM.'IDD 

Additional documents? (A.1.8.1 r 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-SA-SAC20210802000887 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.f) 

SA 
PORTI\L Ib 
SA 
PORTAL ID 

SA 

SA 
$MVPR6D 

Duplicate {O) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1, 14) 

Yes 

Source (A.1.4) 

Ml\H - SANO FI - i>.VE:N'rl S 

Serious? (A.1.5.1} Serious 

Seriousness (A.1.5.2) 

Caused/prolonged 
Yes hospitalization? 

Results In death? Yes 

Dlsabllngllncapacltating? No 

Life threatening? No 

Congenital anomaly/birth 
No 

defect? 

Other medically important 
Yes condition? 

.. 

Duplicate Case Identifiers (A.1.11.2) 

CA- SA- SAC20220304000777 
SanofiPVPortal20220303000407 
CA-SA-SAC00000000335152 
~anofiPVPort al202203180003~8 
CA~SA-SaAC00000000335152 
CA-SA-SAC00000000335152 
CA- SA- 2018SA310104 

Reason for nullification (A.1.13.1) 
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ATIA-19(1) 

PRIVACY Female 

Date of birth (B.1.2.1) Age group (B.1.2.3) Onset Age (B.1.2.2) 

Adult 49 'fears 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

Hospital 
(B.1.1.1c) 

no. record no. record no. 

Drug chara cterlzation (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ALEMTUZUMAB 

Active Substance names (B.4.k.2.2) 

alemtuzumab 
l.;ountry arug oDtamea (1:1.4.k.Z.3) 1:1atcnI10I no. \ts.4.k.3) 

Canada 7HV2644 

Holder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

12 Milligram,1 every 1 (Days) 
Cumulative dose to first reaction: 36 Milligram 

Dosage text (B.4.k.6) 

12 mg, QD 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Intravenous drip 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indicat ion (B.4.k.11 b) 

Relapsing-remitting multiple 
26.0 sclerosis 

Start date of drug (13.4.k.12) brug end date (B.4.k.14) 

20181114 20181115 
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4 .k.13.1) Last period (B.4.k.13.2) 4.k.15) 

959 Days 949 Days 3 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministraHon? (B.4.k.17.1) 

Drug discontinued 

Additional info (B.4.k.19) 

. 
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Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Healtl1 Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Pharmaceutical Company 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PhaITT1aceuticalCompany 

MedDRA version (8.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (8.4.k.18.1a} 

26.0 

Source of assessment (BA.k.18-.2) 

PhaITT1aceuticalCompany 

Med ORA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k.18,,2) 

PhaITT1aceutical Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-,2) 

Health Care professional 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

I E2B 04594271 (6) 
I 

Page*3 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.18.1 b) 

Abdominal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Abdominal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Abdominal pain 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Abdominal pain 

Method of assessment (B.4.k.18.3) 

Glooal Introspection 

Reaction assessed (B.4.k.18.1b) 

Appelite lost 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Appetite lost 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Appetite lost 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Appetite lost 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chest pain exertional 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chest pain exertional 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Related 

Resu It (B.4.k.18.4) 

Related 

Result (B.4.k.18A) 

Not Reportaole 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18A) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

I Result (B.4.k.18.4) 
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Health Care professional Global Introspection -MedDRA version (B.4.k.18.1a} Reaction assessed (B.4.k.18.1b) 

26.0 Chest pain exertional 

Source of assessment (B,4,k, 18,2) Method of assessment (B.4,k,18,3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Chest pain e)(ertional 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.J) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Cold 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.J) 

Health Care professional Global lntrospecl1on 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cold 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.J) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Cold 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cold 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.J) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Cold sores 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (6.4.k,18,1a) Reaction assessed (6.4.k, 11!, 1 b) 

26.0 Cold sores 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (BA.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Cold sores 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pham1aceulical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cold sores 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection -MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Cough 

I 
Pagd4 

Not Reported 

Result (B.4.k,18,4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

---
Resu It (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 
~ 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 
-

Page: 2,061 of/de 2,140 
A2023000085 



Canada Vigilance AER#: I E2B 04594271 (6) 

Source of assessment (B.4.k,18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cough 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k,18.1b) 

26.0 Cough 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Cough 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Rliaction assessed (B.4.k.18.1 b) 

26.0 Diarrhea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.'3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k ,18.1a) Reaction assessed (B.4.k, 18, 1 b) 

26.0 Diarrhea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Diarrhea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k .18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Diarrhea 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global lntro~pei;;tion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Difficulty in walking 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Difficulty in walking 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Rliactlon assessed (B.4.k.18.1b) 

26.0 Difficulty in walking 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I Pa gd5 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 
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26.0 Difficulty in walking - -
Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (13.4,k, 18,1a) Reaction assessed (El.4,k, 18,1b) 

26.0 Elevated BP 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Elevated BP 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Elevated BP 

Source of assessment (B.4.k.18-.2) Method of assessment{B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Elevated BP 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

Med ORA version {B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Feeling unwell 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Feeling unwell 

Source of assessment (B.4.k.18.2 ) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Feeling unwell 

Source of assessment (B.4,k.18.2) Method of assessment (B.4.k.18.3) 

Pham,aceutlcal Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Feeling unwell -Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Fever 

Source of assessment (B.4.lc.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fever -Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

I Page~6 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Reportable 

-
Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4} 

Related 
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MedORA version (B.4.k,18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Fever 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .. 18.3) 

Phannaceutical Company Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fever 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 
... -- --

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Flu 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Flu 

Source of assessment (B.4.k.11J..2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Flu 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Flu 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fool pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Foot pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B,4.k,18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Foot pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Foot pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedORA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Hair loss 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

I 
Pagen 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable -~ 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.lc18.4) 

Reportable 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

I Result (B.4.k.18.4) 
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Health Care professional 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (El.4,k,18-,2) 

Healll1 Care professional 

MedORA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18 .2) 

Pharmaceutical Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Pharmaceutical Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Health Cara professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Pharmaceutical Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Pharmaceutical Company 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

Health Care professional 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Pharmaceutical Company 

MedORA version (B.4.k.18.1a) 

26.0 

I E2B 04594271 (6) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hair loss 

Method of assessment (6,4,k, 18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hair loss 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hair loss 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hemophagocytic lymphohistiocytosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hemopha9ocytic lymphohlstiocytosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hemophagocytic lymphohistiocytosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.A.k.18.1 b) 

Hemophagocytic lymphohistiocytosis 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (E!.4.k.18.1 b) 

Infusion site burning 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Infusion site burning 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Infusion site burning 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Infusion site burning 

I 
Page~8 

Not Reported 

Result (IU,k,18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 
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Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 lnlennittent headache 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4 .k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Intermittent headache 

Source of assessment (B.4.k.18.2) Method of assossment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Intermittent headache 

Source of assessment (8.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4. k.18.1 b) 

26.0 Intermittent headache 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Joint pain 

Source of assessment (B.4.k.18-.2) Method of assessment (8.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (8.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Joint pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k, 18.1 b) 

26,0 Joint pain 

Source of assessment (B.4.k.18-.2) Method of assessment (BA.k.18.3) 

Phannaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Joint pain 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Kidney disorder 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Kidney disorder 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I Page~9 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Nol Reported 

Result (B.4.k.18.4) 

Reportabre 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4 ) 

Not Reportable 

Result (8.4.k.18.4 ) 

Not Reportable 

Result (B.4.k.18.4) 

Not Rer:>orted 

Result (B.4.k.18.4) 

Not Reported 
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26.0 Kidney disorder 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4,k, 18,1a) Reaction assessed (6.4.k.18.1b) 

26.0 Kidney disorder 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lymph node disorder 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lymph node disorder 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k .. 18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Lymph node disorder 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspec tion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Lymph node disorder 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

Med ORA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Migraine 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Migraine 

Source of ;1:;;sessment (l:3.4,k.16-,2) Method of ~ssessment (6.4.k,16,3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Migraine 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pham1aceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Migraine 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Nausea 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

I 
PageH O 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4 ) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4,k.15.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 
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MedDRA version (B,4.k,18,1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Nausea 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k .. 18.3) 

Health Gare professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Nausea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Nausea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Nausea 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Nausea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Nausea 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Nausea 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k, 18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pulse rate increased 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Hea(!h Care professional Glooal Introspection 

MedDRA version (B,4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Pulse rate increased 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Pulse rate increased 

Soorce of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Pulse rate increased 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

I 
PageUl 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Resu It (B.4.k.18.4) 

Not Reported 

Result (B.4,k.18.4) 

tfot Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Reportable 

Resu It (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Not Reported 

Resu It (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Reportable 

I Result (B.4.k.18.4) 
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Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sickness 

Source of assessment (13.4,k, 18,2) Method of assessment (B,4.k. 18,3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sickness 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sickness 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceu tica I Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sickness 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k. 18.1b) 

26.0 Sinus infection 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sinus infection 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sinus infection 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pham1aceutical Company Global Introspection 

MedDRA ve~ion (B,4.k,18,1a) Reaction assessed (B.4.k, 11!, 1 b) 

26.0 Sinus infection 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sore throat 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sore throat 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sore throat 

I 
PageU2 

Reportable 

Result (B,4,k,18.4) 

Related 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18,4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

---
Resu It (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 
-

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 
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Source of assessment (B.4.k,18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sore throat 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4,k.18:1a) Reaction assessed (B.4.k.18.1b) 

26.0 Stomach pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Stomach pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Rliaction assessed (B.4.k.18.1b) 

26.0 Stomach pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18, 1 b) 

26.0 Stomach pain 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sweating 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sweating 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

Health Care profession.ii Glol>al lntrospei;;tion 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Sweating 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Phamiaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Sweating 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Phamiaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tingling of extre mlty 

Souree of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I PageU 3 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not ReportecJ 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 
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26.0 Tingling of extremity - -
Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (BA,k,18,1a) Reaction assessed (B,4,k, 18,1 b) 

26.0 Tingling of extremity 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PharmaceuucalCompany Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Tingling of extremity 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Vertigo 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Vertigo 

Source of assessment (BA.k.18-.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Vertigo 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k .18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Vertigo 

Source of assessment (BA.k.18.2) Method of assessment (B.4.k.18,3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Walking pneumonia 

Source of assessment (El.4.k.18-.2) Method of asses$ment (El.4.k.18,3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1 b) 

26.0 Walking pneumonia - - -
Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Health Care professional Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Walking pneumonia 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Walking pneumonia - - -
Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

Pharmaceutical Company Global Introspection 

I 
PageU4 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Reportable 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reportable 

Result (B.4.k.18.4) 

Not Reported 

-
Result (B.4.k.18.4) 

Not Reported 

Result (B.4.k.18.4) 

Not Reportable 

-
Result (B.4.k.18.4) 

Not Reportaole 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect COVID-19 VACCINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Canada 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (BA.k.11b) 

26.0 COVID-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Old reaction recur on readministratlon? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedORA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (BA.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect CHAD0X1 NCOV-19 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3) Batch/IOI no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug (B.4.k.4) 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

solution intramuscul;ar 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Vial contains 10 doses of 0.5ml 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of admin istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intramuscular 

MedDRA version (B,4.k.11a) Indication (B.4.k.11 b) 

26.0 C0 VI0-19 immunisation 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2} 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k,17,1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.18.1 b) 

Method of assessment (B.4.k.18.3) R.esult (B.4.k.18.4) 
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Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RANITIDINE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

150 Milligram 

Dosage text (B.4.k.6) 

150 mg, UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (BA.k.11b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20181105 20181115 
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

2 Days 949 Days 11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA vers'ion (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,074 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GRAVOL 

Active Substance names (B.4.k.2.2) 

dimenhydrinate 

country drug 01>ta1ned (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

50 Milligram 

Dosage text (8.4.k.6) 

50 mg. UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B,4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20181105 20181115 
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

2 Days 949 Days 11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18,,2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of.assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,075 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant BENAORYL [DIPHENHYDRAMINE KYDROCHLORIDE] 

Active Substance names (B.4.k.2.2) 

DIPHENHYORAMINE HYDROCHLORIDE 

country arug 01>ta1nea (ts.4.k.2.:J) tsatcn11ot no. {ts.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

50 Milligram 

Dosage text (B.4.k.6) 

50 mg, UNK 

Pharmaceutical form (B.4.k.7) Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

20181105 20181115 
CCYYMMDD CCYYMMDD 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

2 Days 949 Days 11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,076 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METHYLPREDNISOLONE 

Active Substance names (B.4.k.2.2) 

methylprednisolone 

country drug 01>talnee1 (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

1 Gram 

Dosage text (B.4.k.6) 

1 g, UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

20181105 
CCYYMMDD 

Start period (B.4.k.13.1) 

2 Days 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Intravenous (not otherwise specified) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

20181115 
CCYYMMDD 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

949 Days 11 Days 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,077 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) Page,211 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACETAMINOPHEN 

Active Substance names (B.4.k.2.2) 

acetaminophen 

country arug 01>taInea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

12 mg 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Intravenous drip 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

26.0 Premedication 

Start date of drug {B.4.k.12) Drug end date {B.4.k.14) 

20181105 20181115 
CCYYMMDD CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

2 Days 949 Days 11 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readmlnlstraHon? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18..2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,078 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) Page,221 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACYCLOVIR 

Active Substance names (B.4.k.2.2) 

acyclovir 

Gountry arug 01>ta1nea (H.4.K.:l.:J) Hatch/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

200 Milligram 

Dosage text (B.4.k.6) 

200 mg, UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4,11, 10) 

Start date of drug (B.4.k.12) 

20181105 
CCYYMMDO 

Start period (B.4.k.13.1) 

2 Days 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

'"' 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B,4,k,11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

20181115 
CCYYMMDD 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

949 Days 11 Days 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,079 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) Page, 231 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant GABAPENTIN 

Active Substance names (B.4.k.2.2) 

gabapentin 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

300 Milligram 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

MedDRA version (B.4.k,18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 

Page: 2,080 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENLAFAXINE 

Active Substance names (B.4.k.2.2) 

venlafaxine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info (B.4.k.5) 

37.5 Milligram 

Dosage text (B.4.k.6) 

37.5 mg, UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration {B.4.k.8) Parent route of ad min {B.4.k.9) 

Oral 

MedDRA version (B.4.k,11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,081 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant MIRTAZAPINE 

Active Substance names (B.4.k.2.2) 

mirtazapine 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

45 Milligram 

Dosage text (8.4.k.6) 

45 mg, UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Tablet Oral 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction asse!;sed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,082 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NORTRIPTYLINE 

Active Substance names (B.4.k.2.2) 

nortriptyline 

country arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

25 Milligram 

Dosage text (8.4.k.6) 

25 mg, UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction asse!;sed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,083 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) Page, 271 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ZOLMITRIPTAN 

Active Substance names (B.4.k.2.2) 

zolmitriptan 

country drug 01>ta1ned (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

5 Milligram 

Dosage text (B.4.k.6) 

5 mg, UNK 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B,4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministraHon? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,084 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FROVATRIPTAN 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchilot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Structured dosage Info (B.4.k.5) 

2.5 Milligram 

Dosago text (B.4.k.6) 

2.5 mg, UNK 

Pharmaceutical form (B.4.k.7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Route of administration (8.4.k.8) Parent route of admin (8.4,k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministration? (B.4.k.17.1) 

Which reaction(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B,4.k.18.1 b) 

Method of assessment (B.4.k.18.3) R.esult (B.4.k.18.4) 

Page: 2,085 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NAPROXEN 

Active Substance names (B.4.k.2.2) 

naproxen 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

500 Milligram 

Dosage text (B.4.k.6) 

500 mg, UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

"" 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k_.18.1a) 

Source of assessment (B.4 .. k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,086 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) PageO~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN D 

Active Substance names (B.4.k.2.2) 

vitamin d 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (B.4.k.S) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm In (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k .. 16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 
--

Additional info (B.4.k.19) 

Drug Recurrence (B,4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.1&.2) 

Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

Page: 2,087 of/de 2,140 
A2023000085 



lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN B 12 [VITAMIN B12 NOS] 

Active Substance names (B.4.k.2.2) 

vitamin b12 

country arug 01>ta1nea (tS.4.K.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.1s..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VITAMIN ENOS 

Active Substance names (B.4.k.2.2) 

vitamin e 

country arug 01>ta1nea (H.4.K.:l.:J) Hatc1111ot no. {tS.4.k.3) 

Canada 

1-tolder and authorization/application no. of drug (B.4.k.4) 

Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k.12) 

Start period (B.4.k.13.1) 

Action(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17 .2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.lc.18.1a) 

Source of assessment (B.4.k.18-.2) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of ad min (B.4 .k.9) 

Unknown 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministrati-on? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) 

Reaction assessed (B.4.k.18.1 b) 

Method of assessment (B.4.k.18.3) 

-

Result (B.4.k.18.4) 

Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) PageB~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACRIVASTINE 

Active Substance names (B.4.k.2.2) 

acrivastine 

country drug 01>ta1ne<1 (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.1s..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant ACYCLOVIR SODIUM 

Active Substance names (B.4.k.2.2) 

acyclovir sodium 

Gountry arug 01>ta1nea (H.4.K.2.:J) Hatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.1s..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant FROVATRIPTAN SUCCINATE 

Active Substance names (B.4.k.2.2) 

frovatriptan succinate monohydrate 

country drug 01>talnee1 (l:l.4.K.2.3) I 1:latcll/lot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

0osago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) PageB~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant METHYLPREDNISOLONE SODIUM SUCCINATE 

Active Substance names (B.4.k.2.2) 

methylprednisolone sodium succinate 

country drug 01>tatnee1 (B.4.k.:l.:J) Batc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.18-.2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Intravenous (not otherwise specified) 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant VENLAFAXINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

Country drug obtained (B.4.K.2.3J Batchi lot no. (B.4.K.3) 

Holder and authorlzatlon/appllcatlon no. of drug {B.4.k.4) 

Country of authorization/application: Canada --Structured dosage info (B.4.k.5) 

Dosage text (B.4.k.6) 

UNK 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminlst ration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

Source of assessment (B.4.k.18.2) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.lc18.1b) 

Method of assessment (B.4.k.18.-3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) Page B ~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant NORTRIPTYLINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

nortriptyline hydrochloride 

country arug 01>talnea (l:l.4.k.2.:J) 1:latc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

0osago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) 

Gestation period (B.4.k.10) 

Start date of drug (B.4.k 12) 

Start period (B.4.k.13.1) 

Actlon(s) taken with drug (B.4.k.16) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

Source of assessment (B.4.k.1s..2) 

Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Last period (B.4.k.13.2) 4.k.15) 

Did reaction recur on readministraUon? (B.4.k.17.1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 
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lcanada Vigilance AER#: le2s 04594211 (6) PageB~ 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Concomitant RANITIDINE HYDROCHLORIDE 

Active Substance names (B.4.k.2.2) 

ranitidine hydrochloride 

country arug 01>taInea (tS.4.k.2.:J) tSatc1111ot no. {tS.4.k.3) 

Holder and authorization/application no. of drug {B.4.k.4) 

Structured dosage info {B.4.k.5) 

Oosago text (8.4.k.6) 

UNK 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Premedication 

Start date of drug (B.4.k 12) Drug end date (B.4.k.14) 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Actlon(s) taken with drug (B.4.k.16) Did reaction recur on readministraUon? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SICKNESS/ HEMOPHAGOCYTIC LYMPHOHISTIOCYTOSIS/ PATIENT WAS DECEASED/ 

HAEMOPHAGOCYTIC LYMPHOHISTIOCYTOSIS 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26.0 Hcmophagocyti c lymphohi stiocytosis 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Haemophagocytic lyrnphohistiocytosis 

Term hightlighted by the reporter? (8 .2.i.3) Start Date (B.2.1.4) IEnd Date (B.2.i.5) 

Yes 20210621 

React.Ion first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

959 Days 
949 Oays i:at al 2 Oays 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

SICKNESS/ HEMOPHAGOCYTIC LYMPHOHISTIOCYTOSIS/ ILLNESS 

Result (B.4.k.18.4) 

HLH/ 

I Durat ion 

(B.2.1.81 

(B.2.1.6) 
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Canada Vigilance AER#: I E2B 04594271 (6) 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.V.1.b) 
reaction/event term LL T 

26 . 0 Sickness 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 I llness 

Term hlghtlighted by the reporter? (B.2.i.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

Yes 20210621 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

959 Days 949 Days ~atal 

Reaction/event as reported by primary source (8,2.i.O) C1,.1rrent reaction 

FEVER 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Fove1 --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26.0 Pyrexia 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2.1.5) 

Yes 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (8.2.1.0) Curronl reaction 

ABDOMINAL PAI N 
MedDRA ve·rsion for 

{B .2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Abdominal pain 

MedDRA ve·rsion for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26. 0 Abdominal pain 

Term hightlighted by the reporter? (8.z.i.3) Start Date (B.2.i.4) IEnd Date (8.2.1.5) 

Yes 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

JOINT PAIN 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (8.2.1.1.b) 
reaction/event term LL T 

26 . 0 Joi nt pain 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Arthra lgL(.l 

Term hightlighted by the reporter? (8.2.i.3) Start Date !B.2.i.4) IEnd Date (8.2.i.5) 

Yes 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

LYMPH NODES 

MedDRA version for 
(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Lymph node d i sord~r 

MedDRA ve.rsion for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i .2.b) 

reaction/event term PT 

26 . 0 Lymphadenopathy 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (8.2.i.5) 

Yes 

Reaction first time (B.2.i.7.1) !Reaction last time (B.2.i.7.2) !outcome 

I 

I Duration 

(B.2.i.81 

I Durat ion 

(B.2.1.8) 

I Duration 

(B.2.1.8) 

I Durat ion 

(8.2.1.8) 

I Duration 

(B.2.i.8) 

Page#40 

(B .2.i.6) 

(B.2.1.6) 

(B.2.1.61 

(8.2.i.6) 

(8 .2.i.6) 
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Canada Vigilance AER#: E2B 04594271 (6) I Page,41 

Fatal 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

CHEST INFECTION/WALKING PNEUMONIA/ ATYPICAL PNEUMONIA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Wa l king pneumonia 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Atypical pneumonia 

Term hightlighted by the reporter? (8.2.i.3) Start Date (8.2.U) End Date (8.2.i.S) Durat ion (8.2.i.6) 

Yes 201903 

Reaction first time (B.2.1.7,1) Reaction last time (B,2.1.7.2) Outcome (B.2.1.8) 

Recovered/resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reacllon 

NOT FEELING WELL RECURRENT/ MALAIS.E 
MedDRA ve.rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Feeling unwel l 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Ma l aise 

Term hightllghted by the reporter? (B.2.1.3) Start Date (8.2.i.4) End Date (B.2.i.5) Duration (B.2.i.6) 

Yes 20181106 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

3 Days Not recover~d/not resolved 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

INTERMITTENT ELEVATED BP/ BLOOD PRESSURE INCREASED 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Elevated BP 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 
reaction/event term PT 

26.0 Blood pressure incccasod 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration (B.2.1.6) 

Yes 
20181108 201811H 

6 Days 
CCYYMMDD CCYYMM.DD 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

3 Days Recovered/resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

SHOCKS GOING DOWN HER LEGS ALL NIGHT, (TINGLING FEELING), THE SAME IN HER LEFT ARM/ 

PARAESTHESIA 

MedDRA version for (B.2.i.1.a) Reaction/event MedORA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Tingling o f e x tremity 

MedDRA version for 
(B .2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26.0 Paraesthesia 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2H) End Date (B.2.1.5) Duration (B.2.1.6) 

Yes 
20181107 20181107 

1 Days 
CCYYMMDD CCYYMMDD 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

2 Days Recovered/resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

INTERMITTENT ELEVATED PULSE 121 BPM ASYMPTOMATIC/HEART RATE WAS ELEVATE TO 114/ 
HEART RATE INCREASED 

MedDRA version for 
(B.2.1.1.a) 

reaction/event term LL T I Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
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26 . 0 Pul se rate inc reased 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Heart rate increased 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Yes 201 81105 20181107 2 Days CCYYMMDD CCYYMMDD 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.8) 

l Days Recovered/res olved 

Reaction/event as reported by primary source (B.2.i.O) Current ,.-9action 

FLU/ INFLUENZA 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Flu 

MedDRA version for 
(B.2.1.2.n) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Influenza 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Yes 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

Unknown 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

INTERMITTENT HEADACHE:/ HEADACHE 
MedDRA version for 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Intermi ttent headache - --
MedDRA ve.rsion for 

(B .2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 Heada che 

Term hightli ghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Yes 
201 81106 20181111 

8 
CCYYMMDD CCYYNHDD 

Days 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

1 Days Recovered/resolve d 

Reaction/event as reported by primary source (B.2.i.O) Current reaction 

DIARRHEA/ DIARRHOEA 
MedDRA ve·rslon for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26 . 0 Diarrhea 

MedDRA ve:rslon for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

2 6 . 0 Di arrhoea 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.i.51 Duration 

Yes 
2 0 181108 2 0181114 

6 Days 
CCYYMMDD CCYYMMDD 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

3 Day s Recover ed/ resol ved 

Reaction/event as reported by primary source (B.2.i.O) Curre nt reaction 

NAUSEA 
MedDRA version for 

(B .2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Nausea 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Nausea 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

201 81108 20181114 
6 Yes 

CCYYMMDD CCHHl-1D0 
Days 

Reaction first time (B.2.i.7.1) !Reaction last time (B.2.1.7.21 !Outcome (B.2.1.8) 

I Page,42 

(B.2.1.6 ) 

(B.2.1.6) 

(B.2.1.6) 

(B.2.i.61 

(B.2.1.61 
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3 Days Recovered/resolved 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

MIGRANES/ MIGRAINE 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Migraine 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Migraine 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) End Date (8.2.i.S) Duration (8.2.i.6) 

Yes 2019 

Reaction first time (B.2.1.7,1) Reaction last time (B,2.1.7.2) Outcome (B.2.1.81 

Not recovered/not resolved 

Reaction/event as reported by primary source (B.2.1.0 ) Current reacllon 

SWEATING/ HYPERHIDROSIS 
MedDRA ve·rsion for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Sweating 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Hyperhidrcsis 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

Yes 20181218 20181221 
3 Day::. 

CCYYMMDD CCYYMMDD 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7 .2) Outcome (B.2.i.81 

43 Days 33 Days Recovered/resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

NO APPETITE/ DECREASED APPETITE 
MedDRA version for 

(B.2.I.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 A~petite lost 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Dccreas8d appetitQ 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Yes 20181218 20181221 
3 Days 

CCYYMMDD CCYY11!-lDD 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

43 Days 33 Days Recovered/resolved 

Reactionfevent as reported by primary source (8.2.1.0) Current reaction 

LOST ALL OF HER HAIR 
MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Hai r loss 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Alopecia 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion 

Yes -
Reaction first time (B.2.1.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.1.8) 

Unk nown 

Reaction/event as reported by primary source (B.2.i.O) CurTent reaction 

ISSUES WITH HER KIDNEYS 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Kidney disorder 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

(8.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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26 . 0 Renal disorder 

Term hightllghted by the reporter? (B.2.i.3) Start Date iB.2.i.4) End Date (B.2.i.5) Duration (B.2.i.6) 

Yes 

Reaction first time (8.2.i.7.1) Reaction last time 18,2.i.7.2) Outcome (B.2.i.81 

Unknown 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

BURNING PAIN AT IV SITE/IV NOTED TO BE PAINFUL/ INFUSION SITE PAIN 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1 .b) 
reaction/event term LL T 

26.0 Infusion site burning 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Infusion site pa i n - -
Term hlghtllghted by the reporter? (B.2.1.31 Start Date 1B.2.1,4) End Date (8.2.1.5) Duration (B.2.1.6) 

Yeo 20181106 2018111, 
9 Days CCYYMMDD CCYYMMDD 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

1 Days 18 Minutes Recovered/resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

COUGH 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2. i.1.b) 
reaction/event term LL T 

26 . 0 Cough 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB,2.1.2.b) 

reaction/event term PT 

26. 0 Cough 

Term hightlighted by the reporter? (B.2.1.3) Start Date (8.2.1.4) End Date (8.2.1.5] Duration (8.2.1.6) 

Yes 201903 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

Recovered/resolved 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

CHEST FEELS LIKE STABBING KNIVES WHEN SHE COUGHS/ CHEST PAIN 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1,1,b) 
reaction/event term LL T 

26 . 0 Chest pain exertional 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.1.2.b) 

reaction/event term PT 

26 . 0 Chest pain 

Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) End Date (8.2.i.5) Duration (B.2.i.6) 

Yes 
Reaction first time (8.2.1.7.1) Reaction last time (8,2.1.7.2) Outcome (8.2.1.8) 

Not recovered/not .t"esclved 

Reaction/event as reported by primary source (8.2.1.0) Current reaction 

SEVERE PAIN IN HER LEFT FOOT/ PAINFUL LEFT FOOT/ PAIN IN EXTREMITY 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26.0 Foot pain 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Pain ln extremi t y 

Term hightllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Duration 

Yes :20l90907 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (8,2.i.8) 

306 Days :296 oays Recovered/ resolved 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

VERTIGO 

(B.2.1.6) 
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MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(l l T) (B.V.1.b) 

reaction/event term LL T 

26 . 0 Vert igo 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) IB.2.i.2.b) 

reaction/event term PT 

26 . 0 VertJgo 

Term hlghtlighted by the reporter ? (B.2.i.3) Start Date (8 .2.i.4) End Date (B.2.i.5) Duration (B.2.i.6) 

Yes 20190907 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome (B.2.i.81 

306 Days 296 Days Not recovered/not resolved 

Reaction/event as reported by primary source (8 ,2.i.O) C1,.1rrent reaction 

COULD NOT WALK/ GAIT DISTURBANCE 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(ll T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Ol Hlc u lry l t> wa lktnq --
MedDRA version for 

(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 
reaction/event term PT 

26 . 0 Gait disturbance 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.1.5) Durat ion (B.2.1.6) 

Yes 20190907 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

306 Days 296 Days Not recovered/ not .resolved 

Reaction/event as reported by primary source (B.2.1.0) Curronl raactlon 

LARGE PAINFUL COLD SORE/ ORAL HERPES 
MedDRA ve·rsion for {B.2.i.1.a) Reactlonlevent MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Co l d sores 

MedDRA ve·rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Oral herpes 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) End Date (B.2.1.5) Duration 

Yes 
20181211 20181221 

4 Days 
CCYYMMDD CCYYMMDD 

Reaction first t ime (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

42 Days 32 Days Recovered/ r esol ved 

Reaction/event as reported by primary source (8.2.i.01 Current reaction 

PAIN IN BELLY/ ABDOMINAL PAIN UPPE:R 
MedDRA version for 

(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 
reaction/event term LL T 

26 . 0 Stomach pain 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Abdominal pain upper 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.~) End Date (B.2.i.5) Durat ion 

Yes 
20181218 20181221 

3 Days 
CCYY~U~DD CCYYMMDD 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.1.81 

43 Days 33 Days Recovered/resolved 

Reaction/event as reported by primary source (B.2.1.0 ) Current reaction 

NAUSEA 
MedDRA version for 

(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (8.2. i.1.b) 
reaction/event term LL T 

26 . 0 Nausea 

MedDRA ve;rsion for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event term PT 

26 . 0 Nausea 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (B.2.1.4) End Date (B.2.i.5) Duration 

Yes 20181218 20181221 
3 Days 

CCYYMMDD CCYYMMDD 

(B.2.1.61 

(B.2.i.61 

(B.2.i.6) 
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Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7 .2) Outcome (B.2.i.81 

43 Days 33 Days Recovered/resolved 

Reaction/event as reported by primary source (B.2.i.O) Curront reaction 

COLD (RECURRENT)/ A FEW BAD COLDS/SICK 2 MORE TIMES WITH BAD COLDS/ NASOPHARYNGITIS 
MedDRA ve·rslon for 
reaction/event term LL T 

26 . 0 

Med0RA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1 .a) 

(B.2.i.2.a) 

Term hlghtllghted by the reporter? 

Yes 

Reaction first t ime (B.2.i.7.1) 

Reaction/event MedDRA term(LL T) (B.V.1.b) 

Co l d 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Naeopharyngitis 

(B.2.i.3) Start Date (B.2.i,4) End Date (B.2.i.5) Durat ion 

201903 

Reaction last time (B.2.i.7.21 Outcome (B.2.i.81 

Recoverinq/re5olving 

Reaction/event as reported by primary source 
SORE THROAT/ OROPHARYNGEAL PAIN 

(B.2.1.0) Currenl reaction 

MedDRA ve·rsion for 
reaction/event term LL T 

Z6,0 

MedDRA ve-rsion for 
reaction/event term PT 

26.0 

(B.2.i.1 .a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Yes 

Reaction first time (B.2.1.7.1) 

175 Days 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Sore throat 

Reaction/event MedORA term (PT) (B.2.1.2.b) 

Oropharyngeal pain 

(B.2.1.3) Start Date 

20190 429 

(B.2.1.4) End Date (B.2.1.5) Duration 

Reaction last time (B.2.1.7.2) Outcome (B.2.1.8) 

165 Days Recovered/resolved 

Reaction/event as reported by primary source 
SEVERE SINUS INFECTION/ SINUSITIS 

(B.2.1.0) Curfent reaction 

MedDRA version for 
reaction/event term LL T 

26.0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.1.1.a) 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Yes 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

(B.2.i.3) 

Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

Sinus infection 

Reaction/event MedDRA term (PT) (B.2.i.2.b) 

Sinusitis 

Start Date (B.2.i.4) End Date (B.2.i.5) Duration 

201903 

(B.2.i.8) 

(B.2.i.6) 

(B.2.1.6) 

(B.2.i.6 ) 

Inltial information received on 05- Nov- 2018 regarding a solicited valid non - serious case received frorn a c ons1.1mer/ 
non- hep (healthcare professional), in the scope of post - marketing sponsored study " SPON_I_ALEMTUZUMAB~. 

Patient ID Countr~r : Canada 

Study Title : PATlENT SUPPORT PROGRAM INVOLVING ALEMTUZUMAB . 

Thls case involves a 49 years old f emale patient who had sickness/ hemophagocyli.c lymphohistl.ocytosis/ patient was 
deceased/ hlh/ haemophagocytic lyrnphohistiocytosis, joint pain, chest infection/walking pneumonia/ ac.ypical 
pneumonia , not feeling well recurrent/ malaise , intermittent elevated bp/ blood pre~sure increased , shocks going 
down har legs all night , (tingling feeling) , the same in her left arm/ paraesthesia~ intermittent elevated pulse 
121 bpm asymptomatic/heart rate w~s elevate to 114/ heart rate incre~sed , flu/ influenza, intermittent headache/ 
headache , diarrhea/ diarrhoea , nausea, migranes/ migraine , sweating/ hyperhidrosis , no appetite/ decreased 
appetite , lost all of her hair, issues with her kidneys , burning pain at iv site/iv not8d to be painful/ infusion 
site pain , cough, severe pain in her left foot/ painful left foot/ pain in extremity, vertigo , could not walk/ 
gait disturbance , large painful cold sore/ oral herpes, pain in belly/ abdominal pain upper, nausea, cold 
(:recurrent)/ a fe1,1 bad colds/sick 2 more times r,.,•ith bad colds/ nasopharyngitis and severe s inus infection/ 
sjnusitis 'flhile receiving vaccine Covid- 19 vaccine and while treated with alemtuzumab (Lemtrada) and covid- 19 
vaccine NRV\1 AD cchadoxl ncov- 19) [vax:zevria] . 

The patient ' s past medical history included Influenza . 
The patient.'s past medical treatment(s), vaccination (s) and family history were not provided. 
At the time of the event, the patient had ongo1ng M1graine , Depression, Anxiety, Urinary tract d1sorder 
(Micturition disorder) , multiple sclerosis and hypertension . 

Page#46 
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Concomitant medj cations l ncl uded ranitidine; d i.menhydri flate (Gravel) ; diphenhydramine hydrochloride <Benadr.yl 
fdiphenhyd:c:a.mine hydrochloride]) ; Methylprednisolone; Acetaminophen ; acyclovir [aciclovir] (Acyclovir 
[aciclovir]) ; Acrivast.ine, Acyclovir sodium; Methylprednisolone sodium succinate; Ranitidine hyd rochlor ide for 
premedic.ation; Gabapentin ; Venlafaxine; Mirtazapine; Nortriptyline; Zolmitriptan; Frovatriptan; Naproxen ; vitamin 
D (Vit.amin d nos ) ; vitamin 812 NOS (Vitamin B 12 [vitamin B12 nos) ) ; Vitamin ENOS ; rrovatriptan guccinate; 
Nortriptyline hydrochloride ; and Venlafaxine hydrochloride . 

On 05- Nov- 2018 , the patient started taklng alemtuzumab, concentration for solution for infusion, at dose of 12 rug 
daily dose intravenous drip {lot - 7HV2644 l for Relapsing- remitting multiple sclero:sis . On the same day patient 
had intermittent elevated pulse 121 bpm asymptomatic (blood pressure increased; heart rate increased) . 
On 06-Nov-2018 , patient had intermittent headache (headache) and burning pain at IV site (infusion site pain; 
latency: 1 day) and on the same d.ay IV was removed and new one was inserted at right hand . 
On 07-Nov-2018 , patient completed his treatment with alemtuzumab . On same day , patient experienced shocks going 
down her legs all night , {tingling feeling ), the same in her left arm {paraesthesia i latency : 2 days) and her 
heat·t rate was elevated to 114 lasting about 20 seconds . All this happened -,,hen lying down and resolved when she 
got up . On 07 - Nov- 2018, p~tient recov~red frcm I ntermittent Elevate<i pulse 121 bpm o;1symptomatic, shocks going doYt.111 

her legs all night , (tingling foaling ), the same in har left arm . Patient reported qetting shocks in her legs 
periodically but not usually both legs at one time. 
On 08-Nov-2018 , 3 days after receiving Lemtrada in the morning patient had elevated BP !61/116, 142/112 , 148/110 
also pdlient stated not feell ng well ~•it.h diarrhea (6 times) since 2 am, ao loperamide hydrochloride (tmodium} 
(dJu1~rhoet1} wtJ~ Laken .-11~0 pal 1anL had 11ausfu!1 ( nausea ) :~inee 4 arn and cltm,,H1hydrlnntP (Gravol) was tak"~u. Patient 
also had hendoch& Lhtouqhout the nighL, so pata.cetamol (Tylenol) was Lak~n. PaLlent contacted rnfe<ri:ng physician, 
and he requested to hold the infusion and send patient to ER Lor further asses~ment. 
On 14-Nov-2018 che infusion was re-started , and it was done for 2 days . The same day , the patient recovered from 
the events or intermittent headache, not feeling well (malaise ) , intemittent elevated BP 161/116, diarrhea and 
na\isea . 
On 15- Nov - 2018 the infusi on was noted to be painful and so intravenous drip was removed 3nd replaced . 
On 17- Dec- 2018 , after 1 month 12 days of treatment with alemtuzumab , patient experienced large painful cold sore 

lotal herpes) in Che morning . No ocher intormat.ion was proviclod . 
On 18- Dec-20 18, patient eY.pecienced, pain in belly (abdominal pain upper ) , nausea , :.sweating (hype:rhydrosis), no 
appetite (decreased appetite) . It was reported that the patient suspected ic might be the flu (influenza) . 
On 21-Dec-2018, the patient recovered from pain in belly, large painful cold sore , nausea, sweating and no 
appetite which lasted for about 3 days . Sl)e took. Tylenol , anti- nausea pills and went back on het: ant ivirals . 
On ~n unknown date in Mar- 2019 since the last t.hree Yt.•eeks Patient •..ias really sick with the worst cold of her life 
(nasopharyngitis) and her chest. feels like stabbing knives (chest pain ) when coughed (c:ough) and had a sinus 
infection {sinusitis} and chest infection and was still sick . Patient would be seeing doctor again today . Patient 
had been sick for 3 weeks now . Patient saw doctor and was d iagnosed with .a severe s.in1.1s infection and walking 
pneumonia <atypical pneumonia ; medically significant) . Patient was put on Clavulanic . As follow up , patient 
reported her infections had resolved on an unknown date in 2019. 
Patient had a sore throat 1oropharyngeal pain) on 29- Apr- 2019 anci now had a foll- fledged cold . Jf her symptoms 
worsen, she will go to the doctors. The patient reported the antibiotics worked very well and did clear it. all up . 
She ha d been sick two more times with bad colds since Apr- 2019 1 but she was recovering. On an unknown date 2 weeks 
ago, the patient had migraines (migraine} . 
On 07-Sep-2019 (10 months 2 days) the patient could not walk due to severe pain in her left foot (pain in 
extremity} and vertigo. The foot was better now, but she etill had vercigo . No further information provided. 
Patient reported she had suffered chronic migraines since the age of 12, but they had been terrible this last 
month . She was taking frovatciptan and zolmitriptan (Zomig) as treatment. 
On an unknown date , the patient received a dose of suspect COVID-19 vaccine not produced by Sanofi Pasteur lot 
number not reported via unknown rou te and VAXZEVRIA (COVlD-19 VACClNE NRVV AD (CHAOOXl NCOV-19)) at an unkno1,·n 
dose intramuscular (with an unkno wn batch number) for COVID-19 immunisation 
On 21- Jun- 202'1 after a latency of 2 years 7 months 16 days the patient was \n intensive care unit for sic)rness 
(illness) and did not k.novm when she would be discharged . She was pretty sick right n ow and the doctors were 
unsure if it was because of alemtuzumab or COVID- 19 vaccine . 
She returned home on 29-Jun-2021 after being in hospital for 40 days . She was diagnosed with hemophagocy-tic 
lymphohistiocytosis (haemophagocytic lymphohistiocytosis ; medically significant) and is being treated with 
chemoc.herapy. She is off all her multiple sclerosis medication until levels normal out and she has finis hed her 
chemotherapy 
Follov, up to previously r:epocted hospitalization in the intensive care unit vJith onset date : 21 June 202] Patient 
report.ed she was not well and is get.ting her blood work done twice a week plus chemotherapy. She i.s being followed 
by Rheumatology . They feel her Lemtrada caused the hemophagocytic- lymphohistiocytosis (HLH) . No further 
information given . Cor::ective: treatment : chemotherapy, blood work twice a week . 
As follow up patient. for hospitalization on 2 1 June 2021 reported she •..,ias admitted back into the intensive ca.re 
unit on September 171 2021 and was still the.re . and as Corrective treatment : chemotherapy, blood work twice a 
week . The patient reported she was back in the intensive care unit for a week, but was back home now . On an 
unknown date after unknown latency patient r·eported having issues ,,., ith kidney (renal disorder) and lost all her 
hair (alopeci.a} . Program received blood .,.,ork completio n Teport from neurologist office which stated pati ent was 
deceased (death, fatal , medically significant) . 
Upon follow-up , it was reporced that, on an unknown dat.e and latency, the patient began experie.ncing Ieve.r 
(Pyrexia), joint pain (Arthralgia) , abdominal pain, lymph nodes (Lymphadenopathy) and headache and died on-

2022 due to HLH . The patient had serum ferritin at a value of >500 ~µg/L and other diagnostic tests used to 
confirm the diagnosis of HLH were: Alkaline Phosphatase, Bilirubin, Prothrombin time/ international normalized 
ratio (PT/INR) , hemoglobin , leukocytes , creatinine, urea, lipid panel with fasting triglycerides , Cranial CT 
(Coroputer tomography) 
1mmunosupp.ressive therapy with cyclosporine/ etoposide/ Prednisone Outcome for HLH : Oedth - 2022 . 

Action taken : drug withdt:.a•.,m for in termittent elevated bp, not feeling well, intetmJttent headache , diarrhea, 
nausea , no action taken for burning pain a.t iv site, elevated pulse, shocks going down her legs, not a.pplicable 
for rest oE the events 

Corrective treat.rnent : Imrm.mosuppressive therapy with cyclosporine/ etoposide/ Preclnisone for hemophagocytic 
lymphohistiocytosis , Clavula.nic fo~ chest inf1;oction/walking pneu;monia, sevi;r1; sinus infecc1on, Tylenol for 
intermittent headache ; gravol for nau5ea; imrnodium for diarrhea , Tylenol , anti-nausea pills , anti~viral pills for 
pain in belly, La rge painful cold sore , nausea, sweating and no .;ippetite, antibiotic for cold (recun:ent) / a fev, 
bad colds/sick 2 more times \With bad colds, not. reported issues with her kidneys and has lost all of her hair; 
none for rest of the events . 
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ATIA - 19(1) 

Canada Vigilance AER#: IE2B_04594271 (6) I 
iOUtcorr:e : Eatal tor Haemophagocyt.1c lymphcfh---rst.1ocytos1s, Not Recovered / Not Resolvea tor the event not tee.J.1.ng 
well recurrent, Unknown for the event flu, alopecia, renal disorder; was Recovering/ Resolving for the event cold 
(recurrent)/ a few bad colds/sick 2 more times with bad colds , Not Becovered / Not Resolved for the event 
rnigranes , was Not Recovered/ Not Resolved for the event could not walk, Not Recovered/ Net Resolved for the 
event vertigO; Recovered/ Resolved foi; i::est of ttie events. 

Reporter causality : related for Hae.mophagocytic lymphohistiocytosis and malaise; not reported for rest all the 
@vents. 

Company causalicy : not reportable for death , sickness/ hemophagocytic lymphohistiocytosis, alopecia, renal 
disorder , Sweating, No Appetite, burning pain a:t IV site/IV noted to be painfuL Cough, chest feels like. stabbing 
knives 11,•hen .she coughs , Che.st infection/walk ing pneumo ni a , large painful cold sore, pain in bet ly, Nausea, cold 
{recurrent.►/ a fei.,,• bad colds/sick 2 more times with bad colds , severe Sinus infec.tion, migraine, could not walk , 
severe pain in her left foot and vertigo, and reportable for rest all the events. 

Additional information received on 14-Nov-2018 from patient . regirr.en was updated . Stop date of concomitant drugs 
added . Event term of e levated B~ updated to intermittent elevated BP . Event term of buining pain al IV site 
updated to burning pain at rv site . Clinical course updated and text amended aceordlngly . 

Additional information was received on 17-0ec-2018 from a patient . Additional event of large painful ~old sore wari 
added . Clinical course updated and text amondad accordingly . 

/\ddltional inform,tion was rec~lve<i on 18-Dec-2018 (rom patient. l\ddJtional events o! pdn in belly, Musea, 
s•,,ie~t.ing , no appet..ite and flu v1ere added ln detail . Clinical coutse was updated and text was rJmended accordingly . 

Additional informati on was .received on 14-Jan-2019 from pati ent . Outcome updated for pain in belly, large painful 
cold so=e, nausea , sweating and no appetite ancl corrective treatment was added for same. Clinical course was 
updated and text 11o•as amended accordingly . 

Additional information 1 ... as received on 26- Mar- 2019 from non- healthca~e professional . new events of cold and cough 
was added ,..,ith details . clinical course was 11pdated and texc amended accordingly . 

Additional information was =~ceived on 05-Apr -2019 from patient. ovent chest infection/walkinq pneumonia , severe 
sinus infection were added wit.h details . Start date for event cold and cough were added with details . Upon 
internal review formulation of suspect dug was updated to unknown . Clinical course wa5 updated, and text amended 
accordingly . 

Additional information was received on 02- May- 2019 from patient . outcome of the event.s cough, Severe Sin11s 
infectionr Chest infection/walking pneumonia were updated to recovered. Verbatim was updated for event of cold. A 
new event of sore throat was added with details: . Clinical course ,_,ias updated and text amendC!d accordingly. 

Additional information received on 10-Jun-2019 from patient . Outcome of sore throat was updated from unknown to 
recovered; cold (recurrent) w-as updated from unknown to recovering . Verbatirn of cold {recurrent) was updated to 
cold (recurrent)/ a few bad colds/sick 2 mo:re times with bad colds . Clinical course was updated . Text amended 
accordingly . Upon internal review sore t.hroac was updated as symptom of cold (recu~rent)/ a few bad colds/sick 2 
more times •,,i ith bad colds . 

Addit.ional information received on 12- Sep-2019 from patient . Additional event of miq-raine could not. walk, sever:e 
pain in her left foot and vertigo added . Clinical course was updated , and text amended accordingly. 

Additional informati on received on 21-0ct.-2019 from patient : Corr ective treatment drugs added for the event of 
migraines , medical history added . Action taken updated . Clinical course updated and text was amended accordingly. 

Additional ir~for-n1aticn was received on 06-Jul-2021 from the !)atient . This case initially considered as non-serious 
·,1as upgraded to sedous for as the event of sickness 1.,.i.th sei::iousness criter-ia : hospjtalization was added . 
Concomitant medication was added . &vent of sickness was added . Cosuspect was added . Clinical course updated and 
text was amended accordingly . 

Additional information was received on 30-Jul-2021 from the patient. Event verbatim of sickness/ hemophagocytic 
lymphohistiocytosis was updated. This case initially considered as non-serious was upgraded to serious for as the 
event of sickness/ hemophagocytic l ymphohistiocyto~lis was added . Clinical course updated and text wa.s amended 
accordingly . 

Additional information was received on 18- Aug- 2021 from the patient via call center. outcome f or event sickness/ 
hemophagocytic lyrnphohistioc1~tosis was updated . Verbatim and outcome for event not :feeling well was updated . 
Causality updated. Clinical course was updated and text was amended accordingly. 

Additional information was received on 20-Sep-2021 from patient . Clinical course was updated and text was aniended 
accordingly . 

Additional infor:mation 1,.as received on- 2021 from patient . Outcome of event of Haemophagocytic 
lymphohistiocytasis was updaced . Text amended . 

Additional information received on - 2021 from the patient. Event of alop@cia , renal disorder were added . 
Clinical course updated and text amended accordingly. 

Additional information received on - 2022 from physician . New event of death was added . Text amended 
accordingly . 

AdditiOt\al informat:ion 1~·as received on ~ 2022 from the phystcian . Event verbatim was updated for
Haemophagocytic lymphohistiocytosis anO additional symptoms of fever , jolnt pain, abdominal pain, lymph nodes, 
headache were added. Date of death was added. Text amended accordingly. 

Additional information was received on 28-Jun-2022 from physician . The case 2022SA129724(to be deleted) was 
identified to be duplicate of 2018SA310104(to be retained), Hence , all the information from the case 2022SA129724 
has beer. merged in the case 2018SA310104 . Upon internal review, event verbatim and concomitants •,,ias uE)da ted . Text 

I.._.,,,,.._,..,~,..~ A,..,-. ,..-~~"''" V 
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Canada Vigilance AER#: E28_04594271 (6) 

Reporter's comments (8.5.2) 

MedDRA ver sion for sender's diagnosis (8 .5.3a) 

Setlder's dlagtlOSI$ (B.5.3b) 

Sender's comments (8.5.4) 

Unit (8 .3.1e) Normal low range (B.3.1.1) Normal high range 

Rosults of t ests and procedures (B.3.2) 

Test Name: Serum ferritin,Date: , Notes: >500; 

Patient Medical History (B.1.7) 
MedORA version (8.1 .7.1a.1) Episode name (8 .1.7.1a.2) 

26 . 0 Migraine 

Start date (B .. 1.7.1c) Continuing (B.1.7.1d) I End date (8 .1.7.11) 

Yes 

Comments (B.1.7.19) 

MedDRA version (8 .1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Flu 

Start date (B.1.7.1c) Continuing (B.1.7.1d) !End date (B.1.7.11) 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Depression 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

MedORA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Anxiety 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Ye~ 

Comments (B.1.7.19) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Micturitio n diso rder 

Start date (B.1.7.1c) Continuing (8 .1.7.1d) 
_ _tddate 

(8 .1 .7.11) 

Yes -
Comments (B.1.7.1g) 

MedDRA version (B.1 .7.1a.1) Episode name (B, 1.7.1a.2) 

26 . 0 Mul cipl e sclerosi s 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

(B.3.1.2) More info 

Ye s 

(8.3.1.3) 
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Canada Vigilance AER#: I E2B 04594271 (6) 

MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hyperc.ension 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.11) 

Yes 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hemophagocytic lymphohistiocytosis 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1.7.1f) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (8.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8•) 

Ind ication MedDRA version (B.1.Bt.1) Indication (B.1.Bt.2) 

Reaction MedDRA version (B.1.Bg.1) Reaction (B.1.8g.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.1.1dJ 

Comments (B.1.10.1.1g) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Ba) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (8.1.10.81.2) 

MedDRA version for reaction (B.1.10.Sg.1) Reactions (B.1.10.Sg.2) 

I 

(B.1.10.7.11) 
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Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter given 
name 

(A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

PR!VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

(A.2.1.3) Qu;ilification (A.2.U) 

(A.2.1.1d) 

Reporter country 

Canada Consumer/othei: non health pr.ofessional 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

PATIENT Sl!E'POR1' PROGRAM !NVOLVlNG ALEMTlliUMI\B 

Sponsor Study no. 

SPON _ I_ALEMTCJZUMAB 

(A.2.3.2) 

Reporter 
title 

(A.2.1.1a) 

Reporter organization 

Reporter g iven 
name 

(A.2.1.2•) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

(A.2.1.1b) 

Project No 

Observed study type 

Other st.udies 

Reporter middle 
name 

Reporter department 

(A.2.3.3) 

(A.2.1.1c) 

(A.2.Ubl 

Reporter state (A.2.1.2e) 

Reporter family 
name 

Reporter postcode (A.2.1.2f) Reporter country 

Canada 

(A.2.1.31 Qualification (A.2.1.4) 

Physician 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

PATIENT SUPPORT PROGRAM INVOLVING ALEMTUZUMAB 

Sponsor Study no. (A.2.3.2) Observed study type (A.2.3.3) 

SPON I ALEMTUZUMAB Other s t.udie-s 

Sender (A.3.1) 
Type (A.3.1.1) Organization (A.3.1.2) 

Department (A.3.1.3a) Title (A.3.1.3b) 

Given name (A.3.1.3c) I Middle name (A.3.1.3d) Family name (A.3.1.3•) 

Street (A.3.1.4a) 

City (A.3.1.4b) State (A.3.1.4c) 

Postcode 1A.3.1.4d) Country code 1A.3.1.4e) 

Tel No. (A.3.1.41) Fax no. (A.3.1.4i) 

Email Address (A.3.1.41) 

(A.2.1.1dl 
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Type (A.3.2.1) 

Department (A.J.2.2b) 

Given name (A.3.2.2d) Middle name (A.3.2.2•1 

Street (A.3.2.Ja) 

City (A.3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.JfJ 

Email address (A.3.2.311 

Organization (A.3.2.Za) 

Title (A.3.2.2c) 

Family name (A.3.2.2f) 

State (A.3.2.Jc) 

Country (A.3.2.3•) 

Fax no. (A.J.2.31) 

the o 
ana um 'lt 
ur I 

ada 
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lcanada Vigilance AER#: le2B 04606097 (1) 

Canada Vigilance HC Latest Received Date: 
20210830 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- MODERNATX, INC.-MOD- 2021-293182 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canada 
1-------~-----'---"---'-----'--------~--j 

Type of report 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6} 

MAH/Sponsor Latest Received Date (A.1.7) Dlsabllngllncapacltating? No 

20210820 
CCYYMMDD 

Additlonat documents? (A.1.8.1) 

Yes 

20210820 
CCYYM,'!DD 

List of documents held by sender (A.1.8.2) 

~2b bifferences ~eport 

Fulfill expedited criteria? (A.1.9) Regulatory authorlty·s number (A.1.10.1) 

Yes 

Company oumber (A.1.10.2) 

Other case Identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

irrns 
QMODERlll\P 

Duplfcate (0) / Link (L) Report number(s) (A.1.12) 

() 

Report riullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

No 

Source (A.1.4) 

MAH - MODERllA BIOPHARMA CANADA CORPORATION 

PRIVACY 

Date of birth (B.1.2.1) Age group (B.1.2.3) 

Gestation Period (B.1.2.2.1) LMP date 

GP medical record 
(B.1.1.1a) 

Specialist 
(B.1.1.1b) 

no. record no. 

(B.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

Yes 

Duplicate Case Identifiers (A.1.11.2) 

CJ\- 1tms- MDCA2l - 02 677 
CIH✓.ODERNA'I'X, I NC . -HOTI- 2021- 2~31.82 

Reason fot nullification (A.1.13.1) 

Onset Age (B.1.2.2) 

(B.1.1.1c) 
Investigation 
no. 

(B.1.1.1d) 
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lcanada Vigilance AER#: le2s 04606097 (1) Pagenl 

Drug characterizat ion (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect SPIKEVAX 5 ML VIAL 

Active Substance names (B.4.k.2.2) 

elasomeran 

c ountry arug 01>taInea (tl.4.K.2.:3) tlatcll/lot no. {tS.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02510014 
Country of authorization/application: Canada 

Structured dosago Info (B.4.k.5) 

1 Dosage forms 

Dosage text (B.4.k.6) 

1 dosage form 

Pharmaceutical form (B.4.k.7) Route of admin istration (B.4.k.8) Parent route of admln (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 vaccination 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readminist ration? (B.4.k.17.1) 

Not Applicable 

Additional Info (B.4.k.19) 

Drug Recur rence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a} 

26.0 

Source of assessment (B.4.k.18-.2) 

MAH 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

Non-Health care professional 

Which reactlon(s)levent(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.l<.18.1 b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

Possible 

Result (B.4.k.18.4) 

Not Provided 
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Reaction/event as reported by primary source 

DIED AFTER GETTING THE VACCINE 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

(B.2.i.1.a) 

(B.2.i.2.a) 

Reaction/event MedORA term(LL T) 

Death 

Reaction/event MedDRA term (PT) 

Death 

(B.2. i.1.b) 

1B.2.1.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) End Date (B.2.1.5) 

Reaction first time (B.2.1.7.1) 

Case narrative (B.5.1) 

Duration (B.2.1.6) 

(8.2.1.8) 

Based on the current case. dat:.a, this case h<.1s been classified as inv()lid . This spontaneous case: was r,eported by a 
consume!' and de.scribes the occurrence of DE:ATH (Died after gettin g the vaccine_) in a patient of an unknown age and 
gender who received mRNi\.-1273 (Moderna CoviD-1!) Vaccine.} f o r COVID-19 vacci nation . 

No Medical History information was reported . 

On an unknown date , the patient received dose of rnRNA- 1273 (Moderna CoviD- 19 Vaccine) (Unknown route) 1 dosage 
form . Death occurred on an unknown date The cause of death was not reported . It is unknown if an autopsy was 
performed . 

t-lo concomitant medications 1.,n~re reported. 

Treatment information was not provided. 

The reporter stated that chere were limited information on adverse event. 

Company comment : 

Extremely limired provided in the case . Critical detaiils such as therapy date , onset, pntieot ' s medical history, 
clinica.l. delails pert.aining to fatal outcome are all lacking . Hence, causal a$SOciati.on cannot be .ascertained. No 
further informat.ion is expected . 

Reporte~ did not allow further contact 

Most recent. FOLLOl•l-UP information incorporated above includes: 
On 20-Aug-2021 : Upon internal review on 30-AUG-2021 action taken wa.s correcced from unknown to Not applicable 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.lb) 

Sender's comments (B.5.4) 

Extre~ely limited provided in the case . Critical details such as therapy date , onset1 patient ' s medical history, 
clinical details pertaining to fatal outcome are all lacking. Hence , causal association cannot be ascertained . No 
further information is e xpecced . 

Unit (B.3.1o-) No~mal low range (B.3.1.1) 

I Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26.0 Unknown cause of death 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Normal high range (B.3.1.2) 

I End date (B.1 .7.11) 

More info (B.3.1.3) 
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Canada Vigilance AER#: IE2B 04606097 (1) I 
Comments 1B.1.1.19) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

Past drug therapy (B.1.8) 
Drug name (B.1.8a) 

Start date (B.1.8c) End date (B.1.8e) 

Indication MedDRA version (B.1.81.1) Indication (B.1 .8f.2) 

Reaction MedDRA version (B.1.8g.1) Reaction (B.1.89.2) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d) End date (B.1.10.1.11) 

Comments (B.1.10.1.19) 

Relevant medical history I Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.Sa) 

Drug start date (B.1.10.Sc) Drug end date (B.1.10.8<!) 

MedDRA version for Indication (B.1.10.st.1) Indication 1e.1.10.s1.21 

Med0RA version for reaction (B.1 .10.sg.1) Reactions 1B.1.10.s9 .2) 

Reporter organization (A.2.1.2a) Reporter department (A.2.1.2b) 

Reporter street (A.2.1.2c) 

Reporter cit.y (A.2.1.2d) ].:porter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) I Reporter country (A.2.1.3) 

~ da 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) Project No 

Sponsor Study no. (A.2.3.2) Observed study type 

~ ification (A.2.1.4) 

_konsume r / other no~ health professional 

(A.2.3.3) 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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lcanada Vigilance AER#: le2B 04618728 (1) 

Canada Vigilance HC Latest Received Date: 
202 10923 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 202101102429 (2) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 
1-------........ --'"~~----'-------~-~-----~--j 

Type of report 

eponluncou:s 

Serious? (A.1.5.1} 

Seriousness (A.1.5.2) 

Caused/prolonged 
hospitalization? 

Results In death? 

Serious 

No 

Yes 

MAH/Sponsor Initial Received Date 
(A.1.6) 

MAH/Sponsor Latest Received Date (A.1.7) Disabling/Incapacitating? No 

2021082 4 
CCYYMMDD 

Additional documents? (A.1.8.1.) 

No 

20210916 
CCYYHMDD 

List of documents held by sendler (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

Yes 

Company number (A.1.10.2) 

CA-PFIZER INC-202 10 1102429 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

PF!ZElUNC 

Duplicate (D) / Link (L) Report number(s) (A.1.12) 

{) 

Report nullification? (A.1.13) 

No 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MAH - PFIZER 

PRIVACY 

Date of birth (8.1.2.1) 

Gestation Period (8.1.2.2.1) 

GP medical record 
(B.1.1.1a) 

no. 

Female 

Age group (8.1.2 .3) 

LMP date 

Specialist 
(B.1.1 .1b) 

record no. 

(8.1.6) 

Hospital 
record no. 

Life threatening? 

Congenital anomaly/birth 
defect? 

Other medically important 
condition? 

No 

No 

No 

Duplicate Case Identifiers (A.1.11.2) 

CA- PF!ZE~ INC- 202101102429 

Reason for nullification (A.1.13.1) 

Onset Age 

18 Year s 

(B.1.1.1c) 

(B.1 .2.2) 

Investigation 
no. 

(B.1.1.1d) 
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ATIA -19(1) 

lcanada Vigilance AER#: le2s 04618728 (1) Pagenl 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
Suspect 6 DOSES OF 0.3 ML 

Active Substance names (B.4.k.2.2) 

tozinameran 

country drug obtained (B.4.lc2.3J Batch/lot no. {B.4.k.3) 

Canada EY0578 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage Info (B.4.k.5) 

Dosage text (B.4.k.6) 

DOSE 1, SINGLE 

Pharmaceutical form (B.4.k. 7) Route of administration (B.4.k.8) Parent route of admin (B.4.k.9) 

Unknown 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 COVID-19 immunisation 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

202. 202 .. 
CC D CCYYMMDD 

Duration of drug Adm in (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

17 Days 17 Days 1 Days 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Not Applicable 

Additional info (B.4.k.19) 

ExpDT=31-0CT-2021 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) Which reactlon(s)/event(s) recurred? (B.4.k.17.2b) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (8.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18..2) 

PRIMARY SOURCE REPORTER 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Unknown cause of death 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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ATIA-19(1) 

Reaction/event as reported by primary source (B.2.1.0) current reaction 

CANNOT MAKE ANY CONCLUSION FOR THE REASON OF DEATH/NOT SURE IF VACCINE RELATES TO 
THE DEATH OR NOT 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26.0 

(1'1.2.i.1.a) 

(B.2.1.2.a) 

Term high!lighted by the reporter? 

Reaction first time (B.2.1.7.1) 

17 

Case narrative (B.5.1) 

(B.2.1.3) 

Reaction/event MedDRA term(LL T) (l'l.::U.1.b) 

Unknown cause of death 

Reaction/event MedDRA term (PT) (B.2.i .2.b) 

Death 

Start Date 10.2.t.4) End Date (B.2.1.5) Duration (B.2.1.6) 

202 -

(B.2.1.8) 

This is a spontaneous report received via COVAES from a non- contactable physician . An 18- year- old female patient 
(not pregnant at tima of vaccination} recQiVed bntl62b2 (PFIZER-BIONTECH COV]D-19 VACCINE) , dose? 1 via an 

unspecified route of administration, administered in Arm Left on-◊21 (Batch/Lot Number: EY0578 , expiration 
date : 310cc2021) (at the age of 18-years-old} as dose 1, single for covid-19 immunisat.ion. The most recent 
COVID-19 vaccine was administered at Public Health Clinic/Veterans Administration facility . Medical history was 
None . There r...•ere no known allergies . Theie was no relevant past drug history. The patient did not r:eceive any 
other vaccines within 4 weeks prior- to the covro vaccine . There were no concomitant n1edications recei·ved v,ithin 2 
weeks of vaccination . The healthy patient was noticed diseased in her bed by parents on - 021 . Autopsy was 
taken but cannot make any conclusion for the reason of death . She had Pfizer vaccine on 021 , not sure if 
vaccine related to the death or not. There was no treatment received. Prior to vaccination , the patient was not 
dia nosed with COVID-19 . Since the vaccination, the patient had not been tested for COVID-19 . The pat1ent died on 

021. Autopsy was done . Autopsy-determined cause of patient death was No . There were no autopsy remarks . 
Subsequently, information from product quality complaint team regardi ng physician's complaint about BNT162B2 
(COMPOUND BNTl62 COV1D- l9 VACCINE SUSPENSION FOR INTRAMUSCULAR 2ML MUL'.l'lPLE DOSE VIAL X 1 , lot : E¥057$, e xpiration 
date : 310ct2021) included : Bcief corr.plaint desc=iption : PF'IZER- BIONTECH COVID- 19 VACCINE INJECTABLE - EY0578 -
ActversC':! EV!rnt Safety RequC?st For I nvestigation; Reasonably Suggest Devica Malfunctiein ? blank; Severi ty of Harm: N/ 
A; Complaint Class : External Cause InvestigaLion; Complaint Sub-Class : Adverse Event Safety Request Fo~ 
Investigation . Root Cause : Pcocess Related: No; Final Confirmation Stat.us : Not Confirmed; Vendor Related : No ; Lot
Specific Trend Identified : No ; Lot Trend Assmt . & Rationale : The complaint history for the reported PFIZER
BIONTECH COVID-19 VACCINE INJECTABLE lot EY0578 was reviewed. As of 10Sep2021 , this is the only complaint that has 
been received for this lot. and classification. No lot specific tr-end was identified that would r:equl.1:e additional 
investigalion; Lol Trend Actions Tak.en : There y,1ere no loL Lrend actloris taken as a result. of th.is .iovest.igation; 
OLher Trend tdentifled? : No; Other Trend Assmt . & Rationale: N/1'.; Site Sample Statu:s : Not Received ; Sumroai;y of 
Investigation ftom Kalama:oo (El? ) division was : The lnit.ial scope of the investigation (,,•as limit.ed to the .repoi:ted 
finished goods lot £Y0578, fill lot E't0539 , and the bulk form\lleited drug product lot. EF8644 . Based on the results 
of the investigation, the scope was not e xpanded. Manufacturing and packaging batch records were examined. Pfizer 
Kalamazoo QO did not receive photogr aphs o~ a return complaint sarr.ple for examination . The complaint was not 
confirmed . No related qualit~l issues were identified during the investigation. There were no planned or unplanned 
deviations recorded during the manufacture of the lot that may have caused a complaint of this nature . A review of 
the manufacturing and packaging records confirmed all processing steps met established requirements, all noted 
defects were within limits and discarded, elapsed time tracking wa.s within limits , and the free~er storage was 
acceptable . The1..e we.c.:e no product quality defects observed during the exaroir1ation of retained r·eference samples . 
There is no impact to the quality of the lot . It i s unknown how the product was handled , stored, or administered 
after it left the Kalamazoo site; Investigational report conclusion from Kalamazoo {EP) d i vision was : The 
complaint for an adverse event requested by Safety with the use of the PFIZER-BIONTECH COVID-19 VACCINE INJECTABLE 
lot EY0578 was investigated. The investigation included reviewing manufactllring and packaging batch records, 
retained reference samples , deviation investigations and an analysis of the complaint history for the reported 
lot . The final scope was determined to be the reported finished goods lot EY0578 1 fill lot EY0539 and the bulk 
rormulaL.ed drug product lot E:P8644 . A complaint sample was not retl;lrned . No related quality issues were identi(ied 
during the investigation. There is no impact on product quality . The complaint was not confirmed . 

No follow-up aLtempts are possible . No further information is expected. 

Follow-up ~16Sep2021) : New information received from product quality complaint team included : e xpiration date, 
investigational .results . 

No follow-up attempts are needed . No (urther info4mation expected . 
BNT162B2 approved under Interim Order l o Canada . 

Reporter's comments (B.5.2) 

MedDRA ver sion for sender's diagnosis (B .5.3a) 

Sender's diagnosis (B.S.l b) 

Sender's comments (B.5.4) 
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Canada Vigilance AER#: E28_04618728 (1) 
Based on the information int.he case report and a plausible temporal relation.ship, a possible causal relationship 
between the event death and suspect drug BNT162B2 cannot be excluded . 
The impact of thi s report on tbe benefit/ri sk pr ofi le of the Pfizer product i s evaluated as part of ~fi zer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events. Any 
safety concern identified as part of this review, as well as any appropriate action in response, will be promptly 
notified to ~@gulatory authorities , Ethics Committees , and Investigators , as appropriate . 

Unit (B.3.1e) Normal low range (8.3.1.1) Normal high range (B.3.1.2) More info 

Results of tests and procedures (B.3.2) 

Patient Medical History (B.1.7) 
MedDRA version (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Unknown cause of dea t h 

Start date (B.1.7.1c) Continuing (B.1.7.1d) I End date (B.1 .7.11) 

Comments (B.1.7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

List. of non- encoded Patient Relevant. History: 
Patient Other Relevant History 1 : none 

Past drug therapy (B.1.8) 
Drug name (B.1.8o) 

Start date 1s.1.8c) End date (B.1.Be) 

Indication MedDRA version (8.1.81.1) Indication (B.1.81.2) 

Reaction MedDRA version (B.1.89.1) Reaction (B.1.89.2) 

Start date (B.1.10.7.1c) Continuing (B.1.10.7.1d) End date (B.1 .10.7.11) 

Comments (B.1.10.1.19) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1 .10.Ba) 

Drug start date (8.1.10.Bc) Drug end date (B.1.10.Be) 

MedDRA version for Indication (B.1.10.81.1) Indication (8,1.10.81.2) 

Med ORA version for reaction (B.1.10.8g.1) Reactions (B.1 .10.Sg.2) 

(B.3.1.3) 
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Reporter 
title 

(A.2.1.1a) 
Reporter given 
name 

IA.2.1.1b) 
Reporter middle 
name 

(A.2.1.1c) 
Reporter family 
name 

Reporter organization (A.2.1.Zo) 

Reporter street (A.2.1.2c) 

Reporter city IA.2.1.2d) 

Reporter postcode (A.2.1.2f) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.11 

Sponsor Study no. (A.2.3.2) 

Sender (A.3.1) 
Type (A.3.1.1) 

Department (A.3.1.3a) 

Given name (A.3.1.3c) 

Street (A.3.1.4a) 

-
City (A.3.1.4b) 

Postcode IA.3.1.4d) 

Tel No. (A.3.1.41) 

Email Address (A.3.1 .41) 

Receiver (A.3.2) 
Type (A.3.2 .1) 

Department IA.3.2.2b) 

Given name (A.3.2.2d) 

-
Street (A.3.2.3a) 

City (A,3.2.3b) 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A.3.2.31) 

PR! VACY 

Reporter department (A.2.1.2b) 

Reporter state (A.2.1.2e) 

Reporter country 

Canada 

(A.2.1.3) Qualification (A.2.U) 

Phys i cian 

Project No 

Observed study type (A.2.3.3) 

Organization (A.3.1.2) 

Title (A.3.1.3b) 

IMlddle name (A.3.1.3d) Family name (A.3.1.3o) 

State (A.3.1.4c) 

Country code (A.3. 1.4e) 

Fax no. IA.3.1.41) 

Organization (A.3.2.2a) 

Title (A.3.2.2c) 

_Lddle name (A.3.2.2e) Family name (A.3.2.21) 

State (A.3.2.3c) 

Country (A.3.2.3e) 

Fax no. IA.3.2.31) 

(A.2.1.1d) 
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lcanada Vigilance AER#: le2B 04618728 (1) 
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lcanada Vigilance AER#: le2B 04149686 (7) 

Canada Vigilance HC Latest Received Date: 
20211203 
CCYYMMDD 

Adverse Reaction Report HC Initial Received Date: 2021 
ccn 

Safety Report (A.1) 

Safety report I.D. (Ver.) (A.1.0.1~ 

CA- PFIZf:R INC- 2021498435 (8) 

Primary source country (A.1.1) Occur country (A.1.2) 

Canadi:1 

Type of report 

eponluncou:s 

MAH/Sponsor Initial Received Date MAH/Sponsor .Latest Received Date (A.1.7) 
(A.1.6) 

20210504 20211122 
CCYYHMDD CCYYMMDD 

Additional documents? (A.1.8.1) 

No 

List of documents held by sender (A.1.8.2) 

Fulfill expedited criteria? (A.1.9) Regulatory authority's number (A.1.10.1) 

'>:es 

Company number (A.1.10.2) 

CA-PFIZER INC-2021498 435 

Other case identifiers in previous transmission? (A.1.11) 

Yes 

Duplicate Source(s) (A.1.11.1) 

Health cat.ad.a 
j\tnahs Limi te:d 

Atnahs Limited 
Health canada 
AstraZeneca 
Bristol- Myers Squibb company 

Health canada 
PFI2!lRJNC 

Duplicate (D) / Link (L) Report number(s) {A.1.12) 

(1) 000946849, (l) f.W_04216152 

Report nullification? (A.1.13) 

.NO 

Medically confirmed or from health professional? (A.1.14) 

Source (A.1.4) 

MJ\H - PFIZER 

Serious? (A.1.5.1} Serious 

Seriousness (A.1.5.2) 

Caused/prolonged 
Yes hospitalization? 

Results In death? Yes 

Disab II ngllncapacltating? No 

Life threatening? No 

Congenital anomalylbirth 
No 

defect? 

Other medically important 
Yes condition? 

-

Duplicate Case identifiers (A.1.11.2) 
' 

E2B_04149686 
CA- Atnahs Limited- ATNAH$20211124694 
ATNAAS202l l l24694 
CA-HEALTHCANV1G-E2B 0 414 9680 
CA-AstraZeneca~2021A848073 
CA-BRISTOL-MYERS SQUIBB COMPANY-
6MS- 202l-050842 
Cll- HEALTHCAITTIIG- 000946849 

CA- PFIZER INC- 202149643$ 

Reason for nullification (A.1.13.1) 
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ATIA-19(1) 

PRIVACY Female 

Date of birth (B.1.2.1) Age group (B.1.2.3) Onset Age (B.1.2.2) 

91 Years 

Gestation Period (B.1.2.2.1) LMP date (B.1.6) 

GP medical record (B.1.1.1a) Specialist (B.1.1.1b) Hospital (B.1.1.1c) Investigation (B.1.1.1dl 
no. record no. record no. no. 

MedDRA vers ion for cause (B.1.9.2,a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA ver sion for cause (fl.1.9.2.a) 

26 . 0 

MedDRA vel'sion for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1.9.2.a) 

26 . 0 

MedDRA version for cause (B.1 .9.2.a) 

26 . 0 

MedDRA ver sion for cause (ll.1.~.Z.;i) 

26 . 0 

~ 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

tozina mer an 

Country drug obtained (B.4.k.2.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Authorization/Application no.: 02509210 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

.3 ml 1 (Total) 

Dosage text (B.4.k .6) 

Reported cause(s) (B,1,9.2,bl 

Cerebra l bleeding 

Reported cause(s) (B.1.9.2.b) 

Chills 

Reported cause(s) (B.U.2.b) 

Craniocerebra l i njury 

Reported cause(s) (B.1.9.2.b) 

Fall 

Reported cause(s) (B.1.9.2.b) 

Hemorrhagic st.roke 

Reported cause(s) (B.1.9.2.b) 

Pyrexia 

Reported cause(s) (B.1.9.2.b) 

St roke 

Reported cause(s) (B.1.9.2.bl 

Subarachnoid haemor~hage 

Reported cause(s) (B.1.9.2.b) 

Subdural h3emorrhage 

Reported cause(s) (1:1,U .Z.b) 

Vomiting 

Medicinal product name (B.4.k.2.1) 

COMIRNATY PURPLE CAP VIAL (12+ YEARS) AFTER DILUTION CONTAINS 
6 DOSES OF 0.3 ML 

Batch/lot no. (B.4.k .3) 
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ATIA - 19(1) 

Canada Vigilance AER#: 

DOSE 2, 0.3 ML SINGLE 

Pharmaceutical form (8.4.k.7) 

Gestation period (lil.4,k,10) 

Start date of drug {B.4.k.12) 

2021-
CCYYMMDO 

Start period (B.4.k.13.1) 

35 Hours 

Actlon(s) taken with drug (B,4.k.16) 

Not Applicable 

Additional info (B.4.k,19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug React ion relatedness (B.4.k.18) 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k,18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version {B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B,4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B,4.k.18.1a) 

26.0 

IE2B 041 49686 (7) I Page*3 

Route of administration (8.4.k.8) Parent route of ad min (B.4.k.9) 

Unknown 

MedDRA version (B,4,k,11a) Indication (8.4,k, 11 b) 

26.0 COVID-19 immunisation 

Drug end date (B.4.k.14) 

202tlllll 
CCYYMMDD 

Duration of drug Adm In (B. 
Last period (B.4.k.13.2) 4.k.15) 

35 Hours 

Did reaction recur on readministratlon? (B.4.k.17,1) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebral bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Cerebral bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Chills 

Method of assessment (B,4.k.18.3) 

Global lntrospecbon 

Reaction assessed (B.4.k.18.1b) 

Chills 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k,18.1b) 

Craniocerebral injury 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Craniocerebral injury 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18.1 b) 

Fall 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: 

Source of assessment (B.4.k ,18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18,.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (i3.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (8.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

IE2B 04149686 (7) 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Fall 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Fever 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Fever 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hemorrhagic stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18, 1 b) 

Hemorrhagic stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Glol>al lntro~pei;;tion 

Reaction assessed (B.4.k.18.1b) 

Subarachnoid haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Subarachnoid haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Subdural haemorrhage 

Method of assessment (8.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

I Page*4 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Page: 2,126 of/de 2,140 
A2023000085 



Canada Vigilance AER#: IE2B 04149686 (7) I Page*5 

26.0 Subdural haemorrhage -Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection N/A 

MedDRA version (f3.4,k, 18.1a) Reaction assessed (B.4.k, 18,1b) 

26.0 Vomiting 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PHARMACEUTICAL COMPANY Global Introspection NIA 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Vomiting 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) Result (B.4.k.18.4) 

PRIMARY SOURCE REPORTER Global Introspection NIA 

Drug characterization (B.4.k.1) Medicinal product name (B.4.k.2.1) 

Suspect ELIQUIS FILM COATED 

Active Substance names (B.4.k.2.2) 

apix:aban 

Country drug 01>tained (B.4.K.2.3) Batch/IOI no. \B.4.k.3) 

Canada 

Holder and authorization/application no. of drug (B.4.k.4) 

Country of authorization/application: Canada 

Structured dosage Info (BA.k.5) 

5 Milligram,2 every 1 (Days) 

Dosage text (B.4.k.6) 

5 milligram, bid 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of ad min (B.4.k.9) 

Oral 

Gestation period (B.4.k.10) MedORA version (B.4.k.11a) Indication (B.4.k.11b) 

Cerebrovascular accident 
26.0 prophylaxis 

Start date of drug (B.4.k.12) Drug end date (B.4.k.14) 

Duration of drug Admin (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Old reaction recur on readministrati-on? (B.4.k.17.1) 

Unknown 

Addit ional info (B.4.k.19) 

Drug Recurrence (8.4.k.17) 

MedDRA version (8.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1b) 

Cerebral bleeding 
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Canada Vigilance AER#: IE2B 04149686 (7) 

Source of assessment (B.4.k,18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cerebral bleeding 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Chills 

Source of assessment (B.4.k.18.2) Method of assossment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k .18.1b) 

26.0 Chills 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Cranfocerebral injury 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18, 1 b) 

26.0 Craniocerebral injury 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Fall 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fall 

Source of assessment (B.4.k.18,.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Glol>al lntro~pei;;tion 

MedDRA version (i3.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Fever 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Fever 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

MedDRA version (B.4.k.18.1 a) Reaction assessed (B.4.k.18.1b) 

26.0 Hemorrhagic str,oke 

Source of assessment (8.4.k.18.2) Method of assessment (8.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

I Page~6 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

N/A 

Resu It (B.4.k.18.4) 

Unrelated 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

Related 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.1S.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k. 18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

Drug characterization (B.4.k.1) 

Suspect 

Active Substance names (B.4.k.2.2) 

atenolol 
oun ry 

IE2B 04149686 (7) 

Hemorrhagic strcoke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (6,4,11. 18,1b) 

·stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global lntrospecllon 

Reaction assessed (B.4.k.18.1b) 

Subarachnoid haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Subarachnoid haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Subdural haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Subdural haemorrhage 

Method of assessment (B.4.k.18,3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Vomiting 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Vomiting 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Medicinal product name (B.4.k.2.1) 

ATENOLOL 

I Pagen 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

Related 

Result (B.4.k.18.4) 

NIA 

Result (B.4,k,18.4) 

Related 

-
Result (B.4.k.18.4) 

NIA 
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Canada Vigilance AER#: IE2B 04149686 (7) I Page*8 

Holder and authorization/application no. of drug (B.4 .k.4) 

Authorization/Application no.: 02255634 
Country of authorization/application: Canada 

Structured dosage info (B.4.k.5) 

50 Milligram,2 every 1 (Days) 

Dosage text (B.4.k.6) 

50 mg, 2x/day 

Pharmaceutical form (B.4.k.7) Route of administration (B.4.k.8) Parent route of admin (B.4 .k.9) 

Tablet Oral 

Gestation period (B.4.k.10) MedDRA version (B.4.k.11a) Indication (B.4.k.11 b) 

26.0 Atrial fibrillation - - - -- - - -- - ~ 

Start date of drug (B.4.k.12) Drug ond date (B.4.k.14) 

Duration of drug Ad min (B. 
Start period (B.4.k.13.1) Last period (B.4.k.13.2) 4.k.15) 

Action(s) taken with drug (B.4.k.16) Did reaction recur on readministration? (B.4.k.17.1) 

Unknown 

Additional info (B.4.k.19) 

Drug Recurrence (B.4.k.17) 

MedDRA version (B.4.k.17.2a) 

Drug Reaction relatedness (B.4.k.18) 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18-.2) 

PRIMARY SOURCE REPORTER 

MedDRA verSion (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

Which reaction(s)/event(s) recurred? (B.4.k.17.2b) 

Reaction assessed (B.4.k.18.1 b) 

Cerebral bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Cerebral bleeding 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chills 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Chills 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Craniocerebral injury 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A 
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Canada Vigilance AER#: 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (f3.4,k, 18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1 a) 

26.0 

Source of assessment (B.4.k. 18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1 a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

MedDRA version (B.4.k.18.1a) 

26.0 

Source of assessment (B.4.k.18.2) 

PHARMACEUTICAL COMPANY 

MedDRA version (B.4.k.18.1a) 

26.0 -Source of assessment (B.4.k.18.2) 

PRIMARY SOURCE REPORTER 

IE2B 04149686 (7) 

Craniocerebral injury 
-
Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k, 18,1b) 

Fall 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Fall 

Method of assessment (B.4.k.18.3) 

Global lntrospecllon 

Reaction assessed (B.4.k.18.1b) 

Fever 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Fever 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Hemorrhagic str-oke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Hemorrhagic stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Stroke 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1b) 

Subarachnoid haemorrhage 

Method of assessment (B.4.k.18.3) 

Global Introspection 

Reaction assessed (B.4.k.18.1 b) 

Subarachnoid haemorrhage 
- -

Method of assessment (B.4.k.18.3) 

Global Introspection 

I Page~9 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

NIA 

-
Result (B.4.k.18.4) 

NIA 
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ATIA-19(1) 

Canada Vigilance AER#: IE2B 04149686 (7) 

MedDRA version (B.4.k,18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Subdural haemorrhage 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Subdural haemorrhage 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 
... -- --

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1b) 

26.0 Vomiting 

Source of assessment (B.4.k.18.2) Method of assessment (B.4.k.18.3) 

PHARMACEUTICAL COMPANY Global Introspection 

MedDRA version (B.4.k.18.1a) Reaction assessed (B.4.k.18.1 b) 

26.0 Vomiting 

Source of assessment (B.4.k.18-.2) Method of assessment (B.4.k.18.3) 

PRIMARY SOURCE REPORTER Global Introspection 

Reaction (B.2) 
Reaction/event as reported by primary source (B.2.1.0) Current reaction 

STROKE 

MedDRA version for 
(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 

reaction./event tenm LL T 

26 . 0 Stroke 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event tenm PT 

26 . 0 Cerebrovascul ar accident 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Date (B.2 .1.5) 

202 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

35 Hours 35 Ho urs Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

BRAIN BLEED 

MedDRA version for 
(B.2.1.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Cerebra l bleeding 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2 .. 1.2.b) 

reaction/event term PT 

26 . 0 Cerebra l haemorrhage 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.U) IEnd Date (B.2 .1.5) 

Yes 2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

35 Hours 35 Hours Fatal 

Reaction/event as reported by primary source (B.2.1.0) Current reaction 

HEMORRHAGIC CEREBROVASCULAR ACCIDENT 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Hemorrhagic stroke 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 

reaction/event tenm PT 

26. 0 Haemcrrhagie stroke 
Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.i.4) IEnd Date (B.2.i.5) 

Yes 202-

Reaction first time (B.2.i.7 .1) !Reaction last time (B.2.i.7.2) !outcome 

I PageHO 

Result (B.4.k.18.4) 

N/A 

Result (B.4.k.18.4) 

N/A -~ 

Result (B.4.k.18.4) 

NIA 

Result (B.4.k.18.4) 

N/A 

I Duration (B.2.1.6 ) 

(B.2.1.8) 

I Duration (B.2.1.6) 

(B.2.i.8) 

I Duration (B.2.i.6 ) 

(B.2.i.8 ) 
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Canada Vigilance AER#: E2B 04149686 (7) 
I 

35 Hours 135 Hours Fatal 

Reaction/event as reported by primary source (B.2.1.0) Cu.rrent reaction 

FEVER 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Fever 

MedDRA version for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

2 6 . 0 ?yrexia 

Term hightlighted by the reporter? (B.2.i.3) Start Date (B.2.U) !End Date (8.2.i.S) 

Yes 2021 

Reaction first time (B.2.1.7,1) Reaction last time (B,2.1.7.2) Outcome 

1~ Hours l4 Hours fatal 

Reaction/event as reported by primary source (B.2.1.0 ) Current reacllon 

CHILLS 

MedDRA version for (B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Chills 

MedDRA version for (B.2.i.2.a) Reaction/event MedDRA term (PT) (B.2.i.2.b) 
reaction/event term PT 

26 . 0 Chills 

Term hlghtllghted by the reporter? (B.2.1.3) Start Date (8.2.i.4) IEnd Date (B.2.i.5) 

Yes 2021 

Reaction first time (B.2.i.7.1) Reaction last time (B.2.i.7.2) Outcome 

14 Hours. 14 HOU!'S fatal 

Reaction/event as reported by primary source (8.2.i.O) Current reaction 

VOMITING 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Vomiting 

MedDRA version for 
(B.2.i.2.a) Reaction/event MedDRA term (PT) (8.2.i.2.b) 

reaction/event term PT 

26 . 0 Vomiting 

Term hightlighted by the reporter? (B.2.1.3) Start Date (B.2.1.4) IEnd Dale (B.2.1.5) 

Yes 2021 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

14 Hours 14 Hours Fatal 

Reaction/event as reported by primary source (B.HO) Current reaction 

CRANIOCEREBRAL INJURY 
MedDRA version for 

(B.2.i.1.a) Reaction/event MedDRA term(LL T) (B.2.i.1.b) 
reaction/event term LL T 

26 . 0 Cran i ocerebr.al inj ury 

MedDRA ve·rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Craniocerebral inj ury 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B,2.1.4) IEnd Date (B.2.1.5) 

Yes 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome 

Fatal 

Reaction/event as reported by primary source (B.2.i.01 Current reaction 

SUBARACHNOID HAEMORRHAGE 

MedDRA version for 
(B.2.1.1.a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

reaction/event term LL T 

26 . 0 Subarachnoid haemorrhage 

MedDRA ve-rsion for 
(B.2.1.2.a) Reaction/event MedDRA term (PT) (B.2.1.2.b) 

reaction/event term PT 

26 . 0 Subarachnoid haemorrhage 

I 

I Durat ion 

(B.2.1.81 

I Duration 

(B.2.i.81 

I Duration 

(B.2.1.8) 

I Durat ion 

(B.2.1.81 

PageUl 

(8.2.i.6) 

(8.2.i.6) 

(B.2.1.6) 

(B.2.1.6) 
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ATIA-19(1) 

Canada Vigilance AER#: E28_04149686 (7) 
Term hightlighted by the reporter? (B.2.i.3) Start Date iB.2.i.4) End Date (B.2.i.S) Duration 

Yes 

Reaction first time (B.2.1.7.1) Reaction last time (B.2.1.7.2) Outcome (B.2.i.8) 

Reaction/event as reported by primary source 

SlJBDURAL HAEMORRHAGE 

(8.2.i.O) 

:Fatal 

CurTent reaction 

MedDRA version for 
reaction/event term LL T 

(B.2.i.1 .a) Reaction/event MedDRA term(LL T) (B.2.1.1.b) 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 .0 

(B.2.1.2.a) 

Term hightlighted by the reporter? 

Yes 

(B.2.i.31 

Subdura l haemorrhage 

Reaction/event MedDRA term (PT) (B.2.1.2.b) 

Subdural haemorrhage 

Start Date iB,2.i.4) End Date jB.2.i.5) 

Reaction flrst time (B.2.1.7.1) t eactlon last time (B.2.1.7.2) ~ ome 

I ,atal 

Reaction/event as reported by primary source 

FALL 

(B.2.1.0) Current reaction 

MedDRA version for 
reaction/event term LL T 

26 . 0 

MedDRA version for 
reaction/event term PT 

26 . 0 

iB.2.i.1 .a) 

(B.2.1.2.a) 

Reaction/event MedDRA term(LL T) 

Fall 

Reaction/event MedDRA term (PT) 

Fall 

(B.2.i.1.b) 

IB.2.l.2.b) 

Term hightlighted by the reporter? (B.2.1.3) Start Date 1B.2.1.4) End Date (B.2.1.5) 

Yes 

Reaction first time (B.2.i.7.1) 

Case narrative (B.5.1) 

(B.2.1.81 

Duration 

(B.2.i.81 

(B.2.i.6) 

(B.2.i.61 

(B.2.1.6) 

This is a spontaneous report via COVAES from a contactable other health care professional (patient ' s niecG), 
physician and consumer . A 91-year-old female patient received BNT162B2 (PFIZER- BlONTECH COVID- 19 VACCINE, 
s. olution for injection, lot numbll expiry date were not reported) , via an unspecified .route of ad.ministration , 
administered in the right arm o 2021 13 : 00 (at the age of 91 years old) as dose 2 , single for COVID-19 
immunization; apixaban {ELIQUIS) , ora from an unspecified date (batch/lot number was not reported) to a n 

unspecified date1 at 5 mg, 2~ /day for cerebrovascular accident prophylaxis ; and atenolol , oral from an unspecified 
date (batch/lot number was not reported) to an unspecified date , at 50 mg , daily for atrial fibrillat.:ion . Medical 
history included left middle cerebral artery (MCA) stroke on 26Apr2017 (also reported in May2017) ; ongoing atrial 
fibr i llat i on (on Eliquis 5mg o r al 2x/day and atenolol 50mg oral daily) ; (recurrent. ) t r ans i ent. i schemic at.tack 
(TIA) in 2011 ; coronary arter:y disease (CAO) in 2013 {crestor 5mg oral daily). The patient was not pregnant at the 
time of vaccination . The patient ' s concomitant medica tions were not reported . The patient previously took the 
first dose of COVID-19 Vaccine (MANUFACTURER UNKNOVlN ) for COVID-19 immunization. The patient need stroke 1 

brain bleed, hemo.r.:rhagic cerebrovasculai; accident on - 021, fevet, chills and vomitinq on 021 OJ : 00. The 
patient did not receive any other vaccines within 4 i..1eeks pi.;ior to the COVlD vaccine . On at 03: 00 , t he 
patient became extr~nely sick, she had fever, chills a nd vomiting . Later that evening (as reported ; per.di ng 
clarification) , she passed away from a stroke and brain bleed. Th e: adverse @vent.s resulted in emergency room , 
depa r tment or u rgent. care. Prior t.o vaccinat ion , the patient was not diagnosed with COVID-19 . Since the 
vaccination1 the patient has not been tested for COVID-19 . On - 021 1 reported relevant tests was unknown , 
pa~ ias admitted and treated in the hospital . Date of death was o n~ 021 . Patient was admitted to hospital 
on - 021 and died of hemccrhagic cerebrovascular accident (CV?t.} . T~ ion taken in response to the events 
for apix.aban a nd at.enolol was not applicable . The out.come of t he eveiliiliilli'er , chills and vomiting was unknot.,,n 
whil<> the outcome of all other """nts was fatal . The patient died on ..... 021 . It ,,·as not raportad if an autopsy 
was performed. 

Follow-up (20May2021}: New information was received from a contactable physician in response to a HCP follow up 
questionnaire includes reporter , medical history, co-suspect products, death date 1 events seriousness criteria and 
hospital start date . 

No follow up attempts are possible; Jnformation about lot/batch number cannot be obtained. 

Follow- up ao11ay2021) , New information ceceived iron, LP- BRISTOL- MYERS SQUIBB COMPANY includes suspect drng details 
(Updated EL!QUIS as company dtug) and add itional teference number CA- BRISTOL- MYERS SQOIBB COMPANY- BMS- 2021- 050842 . 

Follow-up (05Ju12021} : Th is follow- up is being submitted to notify that t he lot/bat ch numbe r for one dose is not 

available despite t he follow-up attempts made . Follow-up attempts have been complet ed and no f urthet" info rmation 
is e xpected. 

Follow- up (05,Jul2021) , This is a follow- up spontaneous report , from a contactable physician via canadaHealth 
A\lthorHy, Health Canada (regulato, y authorit.y number, CA- HE:AL.THCANVlG- 000946849) , oased on the information 
received b Pfizer from Bristol- M ers S u ibb manu facturer control number : CA- BRISTOL- MYERS S UIBB COMPANY-

PageH2 
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ATIA - 19(1) 

Canada Vlglla_n_c_e_A_E_R_#_: ___ ~IE_2_B~ 0_4_14_9_6_8_6~ (7~) _______________ ~I _____ P_a_ge_,_n 
BMS- 2021- 050842), license party for apixaban (ELIQUIS). 

This case was initially received via Pfizer Inc (Reference number: 2021498435 ) on 20-May-2021 . The most recent 
information was received on 05-Jul-2021 and was forwarded to BMS on 05-Jul-2021 . This spontaneous case was 
reported by a physician and describes the occurrence of fatal haemorrhagic stroke (Stroke; Cerebral bleeding/ 
Hemorrhagic CVA) , fatal cra.niocerebral inju;r:y, fatal fa.I 1 , fatal subarachnoid haemorrhage and fatal subdur:al 
haemorrhage in 91 - year - old female patient. who received apixaban {E:I'..iQIJJS) for cerebrovascular accident:. 
prophylaxis . Co- suspect products included BNTl 62B2 for COVID-19 i:mmuni zation . The patient • s past medical history 
included CVA on 26-Apr-2017 , TIA (R/3-Cu rrent TIA. in 2011} in 2011 and corona r y artery disea.SQ in 2013 . Concurrent 
medical conditions included AFib. On an unknown date , the patient started ELIQUIS (oral ) , 5 milligram twice a day 
and BNT162B2 (unknown route) . On an unknown date , the patient experienced haemorrhagic stroke (seriousness 
criteria death, hospitalization and medically significant), craniocerebral injury (5eriousness criteria death and 
medically significant) , fall {seriousness crit.erion death) 1 subarachnoid haemorrhage (seriousness criteria death 
and medically significant) and subdural haemo,rhage (seriousness criteria death and medically signi!icant) . The 
patient was hospitalized on~ due to haemorrhagic stroke . The action taken with ELIQUIS (oral ) was not 
applicable~ The patient die~ 02l. The reported cause of death was hemorrhagic CVA, craniocc..-rebral 
injury, fa l l , subdrachnoid h~emorrhage and 3ubclural haemorrhage . It is unk1101,,m if an aut opsy was perf.:irmed. 
A.pix.aban was used for Afib. Patient was admitted and treated 1r1 the hospital. Patient was admitted to hospital on 

2021 t1nd died of hemorrhagic CVA. For E-l,,lQUIS (oral} , the reporter did not provide any causality 
ass~~srnent3 . Case teceivecl fi:o m Co nado health authori1.y : CA-HEAL'T"HCANVlG-000946849 . Coci=ection to thi.s fjle \-Jas 
done on 28-May-2021 , basod on the inCormation previous ly received on 20-MIIY-2021 following chanqo was mado: 
BNT162B2 w~• coded as co-su•pect product 1n tho product tab !previously coded•• Covid-19 V~ccino) , Most rocent 
follow-up information received from consumer via Canada HA o n 05-Jul-2021 incorporated above includes : ~dded new 
events . Fut::ther company followup wi.th the physi cian is not possible . 

Follow- up (01Sep2021) : This follow-up is being submitted to notify that the lot/batch number is not available 
despite the follow-up attempts made. Follow-up attempts have been completed and no .further information is 
expected. 

Follow-up (07Sep2021) : This is a fellow-up spontaneous report, from a contactable physician via Canada Health 
.Zi.uthority1 Heolt.h Canada (regulatory authority number : CA-HE.A~THc..ANVtG- 000946849), based on the information 
-received by Pfizer from Bristol- Myers Squibb (n'lanufacturer control number : CA- BR1$T()L- MYE:flS SQUIBB CONPANY

BMS- 2021- 050842) , license party for apixaban (ELIQUIS) . 

This case was initially received via Pfizer Inc (Reference number : 2021498435 ) on 20-May-2021 . The: most recent 
information was received on 07-Sep-2021 and was forwarded to BMS on 07-Sep-2021 . This spontaneous case i.,·as 
reported by a physician and describes the occurrence of fatal HAEMORRHAGIC STROKE (Stroke ; Cerebral bleeding/ 
Hemorrhagic CVA) , fatal CRANtOCEREBRAL INJURY, fatal FALL, fatal SUBARACHNOID HAEMORRHAGE, fatal SUBDURAL 
HAEMORRHAGE, fatal CHILLS, fatal P'iR.EXIA aod fat,;11 VOMITING i n 91 - yea,- old female patient who Leceived apixaban 
{Eliquis) film- coated tablet for Cerebrovascula.r accident prophylaxis . CO- SUSPECT PRODUCTS included Bnt162b2 for 
COVID-19 i mmunization and Atenolol for Atrial fibrillation. The patient • s past medical history included CVA on 26-
Apr-2011 , TIA (Recurrent TIP. in 2011) in 2011 and Coronary artery disease in 2013. Concurrent medical conditions 
included AF1b . On an unknown date , the patient started E.liquis (Oral) , 5 milligram twice a day, Bnt162b2 (unknown 
route) contains 6 doses of 0.3 ml after dilution and Atenolol (Oral) , 50 milligram once a day. On an unknown date , 
the patient experienced HAEMORRHAGIC STROKE (seriousness criteria death , hospitalization and medically 
significant)1 CRANIOCEREBRAL INJURY (seriousness criteria death and medically significant), FALL (seriousness 
criLecion deaLh) , SUBARI\CHNO tD HAEMORFHAGE (seriousness cr1Leria death and medically significant) , SUBDORAL 
HAeMORRHI\GE (seriousness crieeria death and me~ically significant) , CHlLLS (seriousness criteria death and 
hospitalizati on) 1 PYRE:XIA (seriousness criteria death and - - ation) and VOM!'TING {seriousness criteri a 
death and hospicalization). The patient. was hospitalized o 021 due t.o Haemorrhagic st.roke. The action 
taken with Eliquis(Or~l) was unknown . The patient died on 2021 . The reported cause of death was hemorrhagic 
cva , Cranioce:rebral injury1 Fall 1 Subarachnoid haemorrhage , Subdural haemorrhage, Chills , Py:rcxia and Vomiting . It 
is unknown if an autopsy was performed. Apixaban was used for Afib. Patient 1,.,1as admitted and treated in the 
hospital , Patient was admitted to hospital on - 2021 and died of hemorrhagic CVA. Action taken with suspect 
therapies in response to events were not reported. for Eliquis (Oral), the reporter did not provide any causality 
asse9sments . Case received f rom Canada health authori ty : CF-.-HEALTHCANVlG- 000946849 . 

Followup {25Nov20211 : This is a spontaneous follow- up report received from a contac table reporter healthcare 
professional from Regulator:,~ Authority , via License Party {Bristol-Myers Squibb} . Regulatory number : CA
HEALTHCANVIG-000946849 {Health canada) , CA-HEALTHCANVIG-E2B 04149686 (Health canacla) . Other Case identifiers : CA

BRISTOL-MYERS SQUIBB COHPANY-BMS-2021-050842 (Bristol-Myers-Squibb Company) , 

This ca.se was initially received via Pfizer Inc {Reference number; 2021498435 ) on 20- May- 2021. The rnost recent 
1n!oJ.mat.ion ,,.,,a,s received on 25- Nov - 2021 and was forwarded to BMS 0 ,1 25- Nov- 2021 . This spontaneous case was 
reported by a physician and describes the occurrence of fatal HA£MORRHAGIC STROKE (Stroke; Cerebral b1eeding/ 
Hemorrhagic CVA} , fatal CRANIOCEREBRAL INJURY, fatal FALL, fatal SCJBARl.\CRNOID HAEMORRHAGE, fatal SUBDORAL 
HAEMORRHAGE, fatal CHILLS1 fatal PYREY.IA and fatal VOMITING in 91-year-old female patient who received apixaban 
(Eliqu.1s) f1lm-coated tablet for Cerebrovascular accident prophylaxis . CO-SUSPECT PRODUCTS included Bnt162b2 for 

COVID-19 immunization and Atenolol tablet for Atrial fibrillation . The patient • s past med ical history included CVA 
on 26-Apr- 2017 . TIA (Recurrent TfA in 2011) in 2011 and Coronary artery disease in 2013 . Concurrent medical 
conditions included AF'i b. On an unknown date, t.he patient started £liquis (O.ral}, 5 milligr-arn twice a day, 
llntl62b2 (unkno,rn toute ) at single dose and l\tenolol {Oral) , 50 milligram once a day . On an unlrnown date, the 
patient experienced HAeMORf\HhGJC STROKe (seriousness c riteria death , hospitalizat ion and medically significant) , 
CRANIOCEF<E.BRA.L lNJURY (setiousness criteria death and medically significant) , FALL {seriousness criteJ'.ia death and 
medically significant)' SCJBARACHNOID HAE.MORRHAGE: (seriousness criteria de.ath and medically significant.) , SUBDURAL 
HAEMORRHAGE (seriousness criteria death and medically significant) , CHILLS (seriousness criteria death , 
hospitalization and mcdicall:,~ significant) , PYREXIA (seriousness criteria death , hospitalization and medically 
significant.) and VOMITING (seriousness criteria. death , hospitalization and medically significant). The patient was 

hospitalized o - 2021 due to Haemorrhagic stroke . The action taken with Eliquis (Oral} was unknown . The 
patient died o 2021 . The reported cause of death was hemorrhagic cva, Craniocerebral injury, Fall, 
Subarachnoid haemorrhage, Subdural haemorrhage , Ch ills, Pyrexia and Vomi ting . It is unknown if an autopsy •,.,1as 
performed. ~pi~aban was used for Afib . The pat.ient received co- s,1spect drug BNT162B2 vial contains 6 doses of 0 . 3 
ml after dilution in intramuscular suspension at a f requency of total with therapy d uration of 1 day. The patient 
received atcnolol in tablet dosage form. Patient was admitted and treated in the hospital . Patient was admitted to 
hospital on 021 and died of hemorrhagic CVA. Action taken with suspect therapies in response to events 
were not reported. For Eliquis(Oral} , the reporter did not provide any causality assessments . Case received from 
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information previously received on 20- MAY-2.021 folloi.,1ing change was made : BNT162B2 was coded as co-suspect product 
Jn the product t ab (previous] y coded as CovJd- 19 Vaccine) . !Ylost i·ecent fol lo...,- up ioforrnation .r:eceived from 
consumer via Canada 1-lA on 05- Jul- 2021 incorpo r:ated above includes : A.dded ne'rJ events . Most recent follow- up 
information received from the other health professional via Canad.a Health Authority (CA- HE.ALTHCANVIG- E2B D4149666 ) 
incorpo!:ated above: includes : 07-SEP-2021 Suspect. p roduct , product attribu tes and New events added. Atenolol was 
considered as additional suspect . Events Chills, Pyrexia and Vomiting were aclded additional l y. t✓.ost recent follow-
up information received from other health professional via Canada HA on 25-Nov-2021 incorporated above includes : 
suspect product details , event attributes and narrative updated . Further company follow-up with the Physician is 
not possible . 

Apixaban {ELIQUIS) is under agreement with Bristol- Myers Squi bb . 

Follow-up ( 22Nov2021): This is a follow-up report received from a contactable healthcare professional from 
Regulatory A.uthor-ity via License Party (AstraZeneca) . Regulatory number : E2B_04149686 (Health Canada) . Other Case 
identifier(s): CA-Atnaha Limited~ATNA.HS20211124694 (Atnahs Limited) , ATNAHS20211124694 (Atnahs Limited), CA.
Astrazeneca-20211<848073 (Ast.i;aZeneca). 

This spontaneous case (MFR no: E2B D4149686) was reported by a healthcare professional in Canada to Health Canada 
and was received by Atnahs on 22/N~v/2021. This case refers to a 91 - year-old female patient who experienced 
cerebral haemorrhage,. cerebcovascular accident 1 chills , craniocerebral injury , tall , haemorrhdgic stroke, pyrexid, 
suU~irachnold h,u:imorihage, suhdu1ol hct.emoi-1h(.'lge c'lnd vomi.l.1ng during Lherc1py with dl.Ano lol al. ti doSI:\ or 50mg 
31tJml 11 i!ILArAd lwico daily , (ldmlnial@(ud Orlllly in tabl&L ror:tn for tha t(Ql'!Lmant or ,ll l ldl librillnLlo n. 'I'hi!; C:l'.ISU 
was considarcd serious d ue to the reactions being of moclical signif icance , the patient requiri ng hospitalisation 
and resulting in death. Co-suspect medications were reported as Lliquis film coated tablets administeTed at a dose 
of 5mg twice daily for the treatment of cerebrovascular accident prophylaxis and Pfizer-biontech COVID-19 vaccine 
vial contains 6 doses of 0 . 3ml after dilution for the treatment of COVID-19 immunisation administered once in 
total . ther:e we.re no .reported concomitan t medjcations . The patien ts medical history was not reported . On an 
unknown date the patient began oral therapy wit.h atenolol tablets administered at a dose of 50mg twice daily for 
the treatment of atrial fibrillation . On an unknown date the patient experienced cerebral haemorrhage, 
ccr@brovascular accident , chills , c ranioccr@bral injury, fall , haemorrhagic stroke, pyrexia, subarac.hnoid 
haemorrhage , subdural haemo~chage , and vomiting. Action taken with ateno1ol was reported as unknown. At the time 
of the report , the outcome of all reactions was reported as fatal . No further information was available . Report 
received by AstraZeneca/Medimmune from Atnahs on 29 - Nov- 2021.CAUSE OF DEATH : CEREBRAL HA.EivlORRHAGE CAUSE OF DEATH : 
CEREBROVASCULAR ACCIDENT CAUS~ OF PEATH : CHILLS CAUSE OF DEATH : CRANIOCEREBRAL INJURY CAUSE OF DEATH : FALL CAUSE 
OF DEATH : HAEMORRHAGIC STROKE CAUSE OF DEATH : PYREXIA CAUSE OF DE.ATH : SUBARACHNOID HAEMORRHAGE CAUSE OF DEATH: 
SUBDURAL HAEMORRHAGE CAUSE OF DEATH: VOMITING CEREBRAL HAEMORRHAGE - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: 
fos CEREBROVASCULAR ACCIDENT - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL , Yes CHILLS - MEDICAL CONFIRMATION BY 

HEALTH PROFESSIONAL : Yes CRANIOCEREBRJ\L INJURY - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL: Yes FALL - MEDICAL 
CONFIRMATION BY HEALTH PROFESSIONAL : Yes HAEMORRHAGIC STROKE - MEDICAL CONFIRMATION BY H~LTH PROFESSlONAL: Yes 
PYREXI/1. - MEDICAL CONFIRMATION BY HEALTH PROFESSIONAL : Yes SUBARA.CHNOIO HAEMORRHAGE - MEDICAL CONFIRMATION BY 
HEALTH PROFESSIONAL: Yes SUBDURAL HAEMORRHAGE - MEDICAL CONFIRMATION BY HEALTH PROfESSIONAL: Yes VOMl'.HNG -
MEDICAL, CONF!RMA1'!0N et Hf:ALTH PROFESSIONAL : Yes . 

AstraZeneca Comment : This case concerns a 91 year old f emale patient with reported 1D Serious Fatal events in 
association with Atenolol. Vomiting is listed in the company core data sheet of suspect drug . However , as the 
serious adverse ovent is reported with the seriousness criteria of Death the events i s considered unlisted. Events 
ot Cerebral haemorrhage , Cerebrovascu1ar accident , Craniocerebral injury 1 Haemorrhaqic stroke, Subarachnoid 
haemorrhage and Subdural haemorrhage could be associated with each other and further be confounding factor for the 
event of Vomi ting. E.vent of Fall could be contributory r-isk factor for the event of Subarachno id haerr.orrhage and 
Subdural haemorrhage . Due to limited information on relevant medical history1 concurrent diseases , concomitant 
medications, e xact start date of suspect drug, exact start date and circumstances leading to the event , complete 
etio1ogic and diagnostic .,.iorkup (Complete 6lood count , tmaging studies, Neut:"ologicaJ e:xamination) evaluation d.id 
not find evidence to suggest a causal relationship between events and suspect Drug . 

The report.er considered th@ @vents Cerebral haemorrhage , Cerebrovascular accident, Chills, Craniocercbral injury, 
Fall , Haemorrhagic stroke, Pyrexia , Subarachnoid haemorrhage , Subdural haemorrhage , Vomiting related to ATENOLOL. 

Atenolol is unde r agreement with AstraZeneca. 

Reporter's comments (8.5.2) 

MedDRA ver sion for sender's diagnosis (B.5.3a) 

Sender's diagnosis (B.5.3bl 

Sender's comments (8.5.4) 

Pfizer comment : Based on the current available information and the plausible drug-event temporal association , a 
possible contributory role of the suspect product BNTl 62B2 and F-.tenolol to the development of reported events 
canMt be fully excluded . Medical history of previous stroke may provided a plausible aHernative ex!'lanation 
fort.he events of Stroke and Cerebral bleeding. The case will be reassessed if additional informi'!tlon becomes 
available . The impact of this report o n the benefit/risk profile of the Pfizer product is evaluated as part of 
Pfizei: procedu1·es to( safety evaluation, includ i ng the review and analysis of .aggre,gate data for adverse events . 
Any safety concern identified as part of this review , as well as any appropriate act.ion in response, 1;.,ill be 
promptly notified to Regulatory Aut.horities , Ethics Committ~es and Inviestigators, as appcopriat.e . 
BMS medical evaluati on comment. : This 91 years old patient d i ed due to fall , craniocerebral injury leading to 
subarachnoid hhaernorrhage, subctu=al haemor=hage and hemorrhagic stroke after receiving apixaban therapy for 
atrial fibrillacion . Based on the elderly age and nature of the reported events fall leading to craniocerebral 
injury is considered not related to suspect therapy . Although fall contributed, con5idering the anticoagulant 
nature of suspect therapy, its causal role in the .r:eported bleeding events ate cons--ider.-ed pOS$ible . 
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Unit (B.3.1e) Normal low range (B.3.1.1) Normal high range 

Results of tests and procedures {B,3.2) 

Patient Medical History (B.1.7) 
MedDRA ve·rsion (B.1 .7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Middle. cerebral artery :-;troke 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

20170126 
CCHMMOD 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Atrial fibri l lation 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Yes 

Comments (B.1 .7.1g) 

on Eliquis 5mg oral 2x:/day and AFenolol 50mg oral daily 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 TIA 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

2011 
CCYY 

Comments (B.1.7.1g) 

Recur.rent TIA in 2011 

MedDRA version (8.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Coronary artery disease 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1 .7.11) 

2013 
CCYY 

Comments (B.1.7.1g) 

crestor; 5mg oral daily 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hemorrhagic stroke 

Start date (8.1.7.1c) Cont inuing (B.1.7.1d) End date (B.1.7.11) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Chills 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (B.1.7.11) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Pyrexia 

Start date (B.1.7.1c) Continuing (B.1.7.1d) End date (8.1.7.11) 

- --
Comments (B.1.7.1g) 

(B.3.1.2) More info (B.3.1.3) 
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MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Vomiting 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Subarachnoid haemorrhage 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1o.1) Episode name (B.1.7.11.2) 

26 . 0 Subdural haemorrhage 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA ve.rsion (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Craniocerebral inj ury 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7,1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Fall 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Cerebral bleeding 

Start date (B.1.7.1c) Continuing (8.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (B.1.7.1a.2) 

26 . 0 Hemorrhagic stroke 

Start date (8.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1.7.1g) 

MedDRA version (B.1.7.1a.1) Episode name (8.1.7.1a.2) 

26 . 0 Stroke 

Start date (B.1.7.1c) Continuing (B.1.7.1d) 

Comments (B.1 .7.1g) 

Relevant medical history/ Concurrent conditions text (B.1.7.2) 

I 

I End date (B.1.7.11) 

I End date (B.1.7.1f) 

I End date (B.1 .7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11) 

I End date (B.1.7.11} 

IEnd date (B.1.7.11) 

I End date (B.1.7.11) 

PageU6 

I 
I 
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Drug name (B.1.Ba) 

COVID-19 VACCINE 

Start date (B.1.Bc) 

Indication MedDRA version 

26 . 0 

Reaction MedDRA version 

E.nd date (B.1.Bo) 

(B.1.8f.1) In dication (B.1.s1.2J 

COVID-19 immunizat ion 

(B.1.89.1) Reaction 1s .1.s9.Z) 

Start date (B.1.10.1.1c) Continuing (B.1.10.7.1d l 

Comments (B.1.10.1.1g) 

Relevant medical history / Concurrent conditions text (B.1.10.7.2) 

Parent Drug Therapy (B.1.10.8) 
Drug name (B.1.10.8a) 

Drug start date (8.1.10.8e) Drug end date (B.1.10.lle) 

MedDRA version for Indication (B.1.10.81.1) Indication (B.1.10.8!.2) 

MedDRA ve.rsion for reaction (B.1.10.8g.1) Reactions (B.1.10.8g.2) 

Primary Source (A.2) 
Reporter 

(A.2.1.1a) 
Reporter given 

(A.2.1.1b) 
Reporter middle 

title name name 

Reporter organization (A.2.1.2 a) Reporter department 

Reporter street (A.2.1.2c) 

End date (B.1.10.1.11) 

(A.2.1.1c) 
Reporter family 

(A.2.1.1d) 
name 

PRI VACY 

(A.2.1.2b) 

Reporter city (A.2.1.2d) Reporter state (A.2.1.2e) 

Reporter postcode (A.2.1.21) 

Literature reference(s) (A.2.2) 

Study name (A.2.3.1) 

Sponsor Study no. (A.2.3.2) 

!

Reporter country (A.2.1 .3) 

Canada 

Project No 

Observed study type 

l:Qualification 

Other heal th 

(A.2.3.3) 

(A.2.1.4) 

profess ion al 
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Type (A.3.1. 1) 

Department (A.3.1.Ja) 

Given name, (A.3.1.Jc) 

Street (A.3.1.4a) 

City (A.3.1.4b) 

Postcode (A.J.1,4d) 

Tel No. (A.3.1.41) 

Email Address (A.J.1.41) 

Receiver (A.3.2) 
Type (A,3,Z,1) 

Department (A.3.2.2b) 

Given name (A.3.2.2d) 

Street (A.3.2.Ja) 

City {A.3.2.Jbi 

Postcode (A.3.2.Jd) 

Tel no. (A.3.2.31) 

Email address (A,3,2,31) 

Middle name (A.3.1.Jd) 

!Middle name (A.3.2.2e) 

Organi:z:ation (A.J.1.2) 

Title (A.3.1.Jb) 

Family name (A.3.1.Je) 

State (A.J.1.4c) 

Country code (A.3.1.4e) 

Fax no. (A.3.1 .◄1) 

Organization (A,3,Z.Zil) 

Title (A.3.2.2c) 

Family name (A.3.2.21) 

State (A.3.2.Jc) 

Country (A.3.2.Je) 

Fax no. (A.3.2.Ji) 
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