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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# ca ICSR Form ALEWAY/q urce ountry Age atient |peaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | ;
— prl Non . . . . .. . SPIKEVAX [COVID-19 MRNA VACCINE
N &= 12022-09- 12-17 Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of
S 1 R 15 (N Healthcare — Non BEA | [Fermale |00 o v - Unknown =) MODERNA (CX-024414)] (S- COVID-19
Py 10013584122 J Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o
<
% click or scan |;
o) el Non . . . . SPIKEVAX [COVID-19 MRNA VACCINE
B 2022-09- 12-17 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of
al 2 FUFC. | & 7 Healthgare Non EEA Vears Male inappropriate age (1a - Unknown - ) MODERNA (CX-OZ44}4)] (S- COVID-19
3 10013582165 Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g
g lick or scan | %
o G E 5022-09. Non 1217 INot SPIKEVAX [COVID-19 MRNA VACCINE
Bl 3 Healthcare Non EEA .. _{Myocarditis (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
d EU-EC- 23 Professional Years  |Specified hylais - N licable - n/a - 1{DF - 1
§ 10013581335 rofession: prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@
g dlick or scan | A Non 2 SPIKEVAX [COVID-19 MRNA VACCINE
S 4 2l (2022-09- Healthcare Non EEA Months [Not Product administered to patient of inappropriate age (n/a - Unknown - ), Seizure (n/a - Fatal - Results in Death, Other MODERNA (CX-024414)] (S- COVID-19
S EU-EC- | 23 fessional -2 Specified Medically Important Condition) hylaxi licable - n/a - 1 o
© 10013580852 . Profession: Vears prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
e
8 dlick or scan | 502200 /Non 17 SPIKEVAX [COVID-19 MRNA VACCINE
al 5 Healthcare ~ [Non EEA Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
3 EU-EC 23 |Professional Years hylaxi licable - [/a - 1{DF} - n/
% 10013580132 rofessional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
[a)
& lick or sean | 3 | 022.00. Non 217 ot SPIKEVAX [COVID-19 MRNA VACCINE
=l 6 1 o Healthcare Non EEA . |Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
g EU-EC- |3 ¥ 23 fessional Years  |Specified hvlaxi licable - [ o
% 10013578519 Profession: prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
=)
S
g dlick or scan | 2 5 5 02.00. Non 17 Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Cardiomegaly (n/a - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
T 7 EU-EC- : 2 Healthcare Non EEA Vears Male  |Fatal - Results in Death, Life Threatening), Myocarditis (n/a - Fatal - Results in Death, Life Threatening, Other immunisation - Not applicable - [1d - n/a -
g 10013568002 . Professional Medically Important Condition) Intramuscular use])
s
% click or scan | = .z Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
£ 8 2022-09- Healthcare Non EEA 12-17 Female Circulatory collapse (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- 2 20 Professional Years Condition), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
<1 10013551143 |3 Condition)
=
Ie) click or scan | s i ME
B 9 i1 (2022-09- Healthcare EEA 0-1 Female Anal atresia (n/a - Fatal - Results in Death, Congenital Anomaly), Atrial septal defect (n/a - Fatal - Results in Death, mﬁﬁgﬁ grozﬁh drawn - []ng-_ 1({?)\1/:[}])- 19
B EU-EC- 19 Professional Month Congenital Anomaly), Foetal death (n/a - Fatal - Results in Death), Generalised oedema (n/a - Fatal - Results in Death) T e
4 £ ransplacental])
(&) 10013542475
click or scan |; L Non
2 12022-09- 3-11 . : .- TOZINAMERAN [TOZINAMERAN] (S - COVID-19
10 EU-EC- 19 Ereallvthciars | Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [ 1d - n/a - n/a])
10013537492 olessiond
lick or sean | 5 022.00. Non o1 ot VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11 EU-EC- : 14 Healthcare EEA Month |Specified Pyrexia (15584d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10013504856 Professional - n/a- [n/a - n/a - Intravenous use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013582165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013581335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013580852&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013580132&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013578519&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013568002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013551143&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013542475&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013537492&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013504856&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |;
— Non .. . .. . COVID-19 VACCINE JANSSEN (AD26.COW2.S)
- - - - =) - - 9
g 12 e 2022-09 Healthcare Non EEA 12-17 Male Off label use (n/a Unkno_wn ) Phal:yngms streptococcal (n/a - Fatal - Results in Death), Product administered to patient [COVID-19 VACCINE JANSSEN (AD26,C0V2.9)] (S-
I EU-EC 113 Professional Years of inappropriate age (n/a - Unknown - ) I isation - N licable - /2 - n/a - 1/
& 10013497742 rofession: mmunisation - Not applicable - [n/a - n/a - n/a])
o
3
g dlick or scan | g 5022-09-|Healtheare 17 Cardiac disorder (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - ), Product COVID-19 VACCINE JANSSEN (AD26.COV2.9)
ol 13 EU-EC- 3 Professional Non EEA Vears Male |administered to patient of inappropriate age (n/a - Unknown - ), Thrombosis (n/a - Unknown - Other Medically Important  |[[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g 10013497726 2 Condition) Immunisation - Not applicable - [n/a - n/a - n/a)])
g
g lick or scan |
g Ceotscl |y 8 |022-09. Healtheare 1 COMIRNATY [TOZINAMERAN] (S - COVID-19
8| 14 BU-EC- 12 Professional Non EEA Vears Male  [Pyrexia (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a -
§ 10013484344 Intramuscular use])
8 .
B dlick or scan | e s 5022-09-|Healthcare 1217 Asthenia (n/a - Unknown - ), Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Decreased appetite (n/a-  |COMIRNATY [TOZINAMERAN] (S - COVID-19
B 15 EU-EC- : 09 Professional Non EEA Vears Male  [Unknown - ), Myocardial necrosis marker increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocarditis (n/a - |immunisation - Not applicable - [1d - n/a -
3 iR, 3 Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death, Life Threatening) Intramuscular use])
£ 10013471400
o
g click or scan | #3
5 ; Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Immunisation (n/a - Fatal - Results in
2022-09- | Healthcare 12-17 . " X ) COMIRNATY [TOZINAMERAN] (S- COVID-19
ﬁ 16 1()(?]221]55)(5_6 % [3 | Professional Non EEA Vears Male gga(til!:z Ot)her Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [/a - n/a - n/a])
w ; ndition
[a)
3
€ lick or scan | 5022-09.Non i/Ionths Not COMIRNATY [TOZINAMERAN] (S- COVID-19
% 17 BU-EC. 0 Healthcare EEA ) Specified Death (n/a - Fatal - Results in Death), Exposure via breast milk (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
é’ 10013413967 2 3 Professional Vears Transmammary])
2 .
s dlick or scan (g 502209 Healtheare 1 Altered state of consciousness (n/a - Fatal - Results in Death, Life Threatening), Cardiac arrest (n/a - Fatal - Results in  |COMIRNATY [TOZINAMERAN] (S - COVID-19
g 18 EU-EC 02 Professional Non EEA Vears Female |Death, Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death, Life Threatening, Other immunisation - Not applicable - [1d - n/a -
e . Medically Tmportant Condition) Intramuscular use])
s ly Imp!
a3 10013413947
2
£ dlick or scan | 4o 5022-09-|Healthcare 311 COVID-19 (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarthoea (n/a - Unknown - ), Dyspnoea (n/a |COMIRNATY [TOZINAMERAN] (S- COVID-19
g 19 EU-EC- 0 Professional Non EEA Vears Male |- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [1d - n/a -
= 10013413471 ; Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular use])
z
% lick or scan | = Depressed level of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a -
<t 2022-08- |Healthcare 3-11 3 . . S arsrre———— - - " _ |COMIRNATY [TOZINAMERAN] (S - COVID-19
Ol 20 : Non EEA Male |Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - |. S .
EU-EC- |& 29 Professional Years Fatal " immunisation - Not applicable - [1d - n/a - n/a)])
10013358900 > atal - Results in Death)
lick or scan | g 0 |00.08. | Healtheare 1217 Arthralgia (n/a - Unknown - ), Chills (t/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Myalgia |COMIRNATY [TOZINAMERAN] (S - COVID-19
21 EU-EC- . 29 Professional Non EEA Vears Female |(n/a - Fatal - Results in Death), Ocdema (n/a - Fatal - Results in Death), Pain (n/a - Unknown - ), Pyrexia (n/a - Fatal - |immunisation - Not applicable - [1d- n/a -
10013358252 4 2, Results in Death) Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497726&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013484344&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013471400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013450680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013413967&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013413947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013413471&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358900&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358252&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
o~ click or scan :
o X4 2022-08-|Non 12-17 Infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocarditis (n/a - Fatal - Results in Death, | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 22 EU-EC- K 24 Healthcare ~ [Non EEA  |years [Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary oedema (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a - n/a])
=] ] Professional Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition
3 10013319942 Sp y Imp
N
[}
S
g click or scan | Zzi# .z Non
gl 2 EU-EC ) 3222_08_ Healthcare ~ [EEA i(i-alrz Female |Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) mﬁgﬁgﬁ gg?ﬁﬂﬁﬁm]()s - COVID-19
gl |10013308045 oyt Professional
8 .
lick or scan | gl COMIRNATY [TOZINAMERAN] (S - COVID-19
2022-08- |Healthcare 3-11 Respiratory arrest (n/a - Unknown - Other Medically Important Condition), Septic shock (n/a - Fatal - Results in Death, . P .
Spiratory y Imp
24 : Non EEA Female A .- immunisation - Not applicable - [1d - n/a -
> EU-EC- ¥ 18 Professional Years Other Medically Important Condition) Intramuscular use])
% 10013280399
5 o Cardiac dysfunction (n/a - Unknown - Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in Death,
E click or scan | za 5 Non Other Medically Important Condition), Chest pain (n/a - Unknown - ), Dyspepsia (n/a - Unknown - ), Heart rate increased
g 25 2022-08- Healthcare Non EEA 12-17 Male (n/a - Unknown - Other Medically Important Condition), Myocardial injury (n/a - Unknown - Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
w EU-EC- i (18 Professional Years Condition), Myocarditis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain in |immunisation - Not applicable - [1d - n/a - n/a])
§ 10013278125 extremity (n/a - Unknown - ), Pulmonary function test decreased (n/a - Unknown - ), Troponin increased (n/a - Unknown -
(% Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - Unknown - )
i .
© dlick or scan [ Diarrhoea (4d - Fatal - Results in Death), Myalgia (4d - Fatal - Results in Death), Pyrexia (4d - Fatal - Results in COMIRNATY [TOZINAME! S- COVID-19
a 2022-08- [Healthcare 12-17 vae 4
—| 26 EU-EC- I Professional Non EEA Vears Male  [Death), Septic shock (4d - Fatal - Results in Death, Other Medically Important Condition), Vomiting (4d - Fatal - Results |immunisation - Not applicable - [n/a - n/a -
o 10013232277 3 in Death) Intramuscular usc])
€
,% click or scan | Non
i) 27 2022-08- Healthcare Non EEA 3-11 Female Brain death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important | COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- 12 Professional Years Condition), Immune thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) [immunisation - Not applicable - [1d - n/a - n/a])
10013225981
g
g click or scan |z L Brain injury (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), SPIKEVAX [COVID-19 MRNA VACCINE
B 54 3 a1 2022-08- Healthcare Non EEA 12-17 Female Cardiac arrest (2d - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - Recovered/Resolved - |MODERNA (CX-024414)] (S- COVID-19
% EU-EC- E .3y |08 Professional Years ), Headache (3d - Fatal - Results in Death), Multiple organ dysfunction syndrome (2d - Fatal - Results in Death, Other  |prophylaxis - Not applicable - [n/a - 1{DF} -
1S 10013191055 : Medically Important Condition), Nausea (n/a - Fatal - Results in Death), Pyrexia (3d - Fatal - Results in Death) Intramuscular use])
E click or scan | BV k[ Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (n/a - Not Recovered/Not Resolved
E —— ¥ |5022-08- | Healthcare 311 - Other Medically Important Condition), Dizziness (n/a - Not Recovered/Not Resolved - Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
=l 29 EU-EC- 08 Professional Non EEA Vears Female |Condition), Hypophagia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Peripheral coldness (n/a |immunisation - Not applicable - [n/a - n/a -
=2 10013189841 Ly - Not Recovered/Not Resolved - Other Medically Important Condition), Vomiting (n/a - Not Recovered/Not Resolved - Other |Intramuscular use])
% Medically Important Condition)
© dlick or sean s 5022-08- Non 12-17 Endocarditis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), SPIKEVAX [COVID-19 MRNA VACCINE
30 EU-EC- 05 Healthcare EEA Vears Male  [Immunodeficiency (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Sepsis ~ |MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10013174210 A Professional (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) n/a))
click or scan | 5
11 e (2022-08- |Healthcare Non EEA 12-17 Male Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Pain in extremity| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i (01 Professional Years (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10013133601 ;

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013319942&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013308045&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013280399&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013278125&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013232277&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013225981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013191055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013174210&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013133601&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmﬁl ICSR Form g:z:iv::y Source fozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
Abdominal distension (n/a - Unknown - ), Ascites (n/a - Unknown - Other Medically Important Condition), Bacterial
~ translocation (n/a - Unknown - Other Medically Important Condition), Circulatory collapse (n/a - Fatal - Results in Death,
o Caused/Prolonged Hospitalisation, Other Medically Important Condition), Concomitant disease aggravated (n/a - Unknown -
g Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dehydration (n/a - Unknown -
Q Other Medically Important Condition), Functional gastrointestinal disorder (n/a - Unknown - ), Ileus paralytic (n/a - Fatal -
ﬁ . Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
) click or scan > Immunodeficiency (n/a - Unknown - Other Medically Important Condition), Infection (n/a - Fatal - Results in Death, Other| COMIRNATY [TOZINAMERAN] (S- COVID-19
g 32 2022-07-\Healthcare |\ pea |12-17 g e [Medically Tmportant Condition), Inflammation (n/a - Unknown - Other Medically Tmportant Condition), Injection site immunisation - Not applicable - [n/a - n/a -
5 EU-EC- 29 Professional Years urticaria (n/a - Unknown - ), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Intramuscular use])
g 10013124459 Important Condition), Oxygen saturation decreased (n/a - Unknown - ), Pancreatitis acute (n/a - Fatal - Results in Death,
5 Other Medically Important Condition), Physical deconditioning (n/a - Unknown - ), Pleural effusion (n/a - Fatal - Results in
o3 Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia (n/a -
% Unknown - Other Medically Important Condition), Sepsis (n/a - Fatal - Results in Death, Other Medically Important
: Condition), Urinary tract infection (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination site
§ erythema (n/a - Unknown - )
3
o) click or scan | = 5 . . . . . . .
= : 12022-07- | Healtheare 311 Abdominal pain (2d - Fatal - Results in Death), Abdominal pain upper (n/a - Unknown - ), Pyrexia (4d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
S| 33 EU-EC- 7 29 : Non EEA Female |Death), Rash (1d - Fatal - Results in Death), Seizure (30min - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [1d- n/a -
= . Professional Years o Intramuscular use])
5 10013121006 . Condition)
L|:J
o]
% click or scan |5 ’
3 4 i | 2022-07- Healthcare Non EEA 12-17 Male Abdominal pain (n/a - Fatal - Results in Death), Asthenia (n/a - Unknown - ), Restlessness (n/a - Unknown - ), Vomiting ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
© EU-EC- 2129 Professional Years (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
x 10013118435
g dlick or scan | ; COMIRNATY [TOZINAME S- COVID-19
E 15 2d (2022-07- |Healthcare Non EEA 12-17 Female Epistaxis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death imunisation - [Not a licablw d(— r;/a )
% EU-EC- : I 28 Professional Years Caused/Prolonged Hospitalisation) Tntramuscular usc]) PP
‘ga 10013114897
% lick or scan 2 02207 /Non 11 COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 36 EU-EC- 58 Healthc'are Non EEA Years Female |Diarrhoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
é 10013114866 ; Professional Intramuscular use])
] [
E click or scan | el EAdliy
5 37 &% [2022-07-|Healthcare EEA 12-17 Female Dizziness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
2] EU-EC- e |28 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - 3{DF} - n/a])
E 10013108396,
2 Abdominal pain (n/a - Unknown - ), Alanine aminotransferase increased (n/a - Unknown - ), Anaemia (n/a - Unknown - ),
3 Anal haemorrhage (n/a - Unknown - ), Anal infection (n/a - Unknown - ), Aplastic anaemia (n/a - Unknown -
S Caused/Prolonged Hospitalisation, Other Medically Important Condition), Aspartate aminotransferase increased (n/a -
O Unknown - ), Chest pain (n/a - Unknown - ), Coagulopathy (n/a - Not Recovered/Not Resolved - ), Contusion (n/a - Unknown
-), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Gastrointestinal infection (n/a - Unknown
click or scan Non -), General physical health deterioration (n/a - Unknown - ), Haematocrit decreased (n/a - Unknown - ), Haemoglobin
18 2022-07- |Healthcare Non EEA 12-17 Male decreased (n/a - Unknown - ), Leukopenia (n/a - Unknown - Other Medically Important Condition), Lymphocyte percentage |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 26 Professional Years increased (n/a - Unknown - ), Monocyte count decreased (n/a - Unknown - ), Myelosuppression (n/a - Unknown - Other immunisation - Not applicable - [1d - n/a - n/a])
10013093483 Medically Important Condition), Neutropenia (n/a - Unknown - Other Medically Important Condition), Neutrophil count
decreased (n/a - Unknown - ), Neutrophil percentage decreased (n/a - Unknown - ), Pancytopenia (n/a - Unknown - Other
Medically Important Condition), Petechiae (n/a - Unknown - ), Platelet count decreased (n/a - Unknown - ), Pyrexia (n/a -
Unknown - ), Rash (n/a - Unknown - ), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition),
Thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), White blood cell
count decreased (n/a - Unknown - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013124459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013121006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013118435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013114897&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013114866&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013108396&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013093483&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |3 Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
N 2022-07- 12-17 s . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
N - - - - - .
S 39 EU-EC- 26 Eﬂ;ﬁf& Non EEA Vears Male |Cardiac disorder (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - ) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
g‘ 10013090389 n/a])
3
% lick or scan % 502907 [Healthcare 12-17 Cerebral haemorrhage (12d - Fatal - Results in Death), Intraventricular haemorrhage (12d - Fatal - Results in Death, SPIKEVAX [COVID-19 MRNA VACCINE
o) 40 EU-EC- 2 Professional Non EEA Vears Female |Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged MODERNA (CX-024414)] (S- COVID-19
g 10013068572 ; Hospitalisation) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g
=
§- - Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Altered state of consciousness (n/a -
=4 click or scan | g . Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dengue fever (n/a - Fatal - Results in
8 41 4 2022-07- |Healthcare Non EEA 12-17 Male Death, Caused/Prolonged Hospitalisation), Haematemesis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, mﬁﬁ;ﬁ ggﬁlNﬁgﬁw d(_SI;/S_)VID-w
EU-EC- 3 22 Professional Years Other Medically Important Condition), Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Intramuscular usc]) PP
10013064773 | & Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results
8 in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
s
S click or scan | g 022.07-Fialtheare - SPIKEVAX [COVID-19 MRNA VACCINE
3| 02 EU-EC- 51 Professional Non EEA Vears Female |Immunisation reaction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
1; 10013057590 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
Ll
8 click or scan || Iz ; COMIRNATY [TOZINAMERAN] (S - Product used
§ click or scan | gk % |5022.07- Healtheare 217 ot for unknown indication - Not applicable - [n/a - 1{DF}
| 43 EU-EC- : 51 Professional Non EEA Years | Specified Adverse event following immunisation (n/a - Fatal - Results in Death) - n/a]), SPIKEVAX [COVID-19 MRNA VACCINE
g 10013055421 ! MODERNA (CX-024414)] (S- COVID-19
— prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g click or scan | B : COMIRNATY [TOZINAMERAN] (S - Product used
€ e i 2022-07- | Healthcare 1217 INot for unknown indication - Not applicable - [n/a - 1 {DF}
% 44 EU-EC- h 21 Professional Non EEA Years  |Specified Adverse event following immunisation (n/a - Fatal - Results in Death) - n/a]), SPIKEVAX [COVID-19 MRNA VACCINE
5 10013055421 £ MODERNA (CX-024414)] (S- COVID-19
< prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g click or scan || Asthenia (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in Death
= — 2022-07- |Healthcare 12-17 Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
Z| 45 EU-EC- 51 Professional Non EEA Vears Male |(n/a- Fatal - Results in Death, Other Medically Important Condition), Respiratory distress (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a -
g 10013055165 2 Other Medically Important Condition), Sensory disturbance (n/a - Fatal - Results in Death, Other Medically Important Intramuscular use])
g Condition), Vaccination error (n/a - Fatal - Results in Death, Other Medically Important Condition)
E click or scan || I COMIRNATY [TOZINAMERAN] (S - COVID-19
£ - 2022-07-| Healthcare 1217 [Not immunisation - Not applicable - [n/a - n/a - n/a]),
gl 46 BU-EC- 51 Professional Non EEA Years  |Specified Adverse event following immunisation (n/a - Fatal - Results in Death) SPIKEVAX [COVID-19 MRNA VACCINE
= 10013052300 ! MODERNA (CX-024414)] (S- COVID-19
< immunisation - Not applicable - [n/a - n/a - n/a])
% click or scan | B COMIRNATY [TOZINAMERAN] (S- COVID-19
g e 1 2022-07- |Healthcare 12-17  INot immunisation - Not applicable - [n/a - n/a - n/a]),
5 47 EU-EC- 51 Professional Non EEA Years  |Specified Adverse event following immunisation (n/a - Fatal - Results in Death) SPIKEVAX [COVID-19 MRNA VACCINE
10013052300 7 MODERNA (CX-024414)] (S- COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])
click or scan |; -
2 15022-07- | Healthcare 311 COMIRNATY [TOZINAMERAN] (S- COVID-19
48 EU-EC- 19 Professional Non EEA Vears Female |Nasopharyngitis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10013037895 ntramuscular usc])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013090389&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013068572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013064773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013057590&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013052300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013052300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013037895&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmﬁl ICSR Form g:z:iv::y Source fozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes

~ dlick or scan | 0 02207 Healtheare 17 Cough (n/a - Unknown - ), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S - COVID-19
Nl 49 EU-EC- : 15 Professional Non EEA Vears Male  [Diarrhoea (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Encephalitis post immunisation (n/a - Fatal - Results in Death,|immunisation - Not applicable - [1d- n/a -
g 10013009224 & H y Other Medically Important Condition), Malaise (n/a - Unknown - ), Vomiting (n/a - Unknown - ) Intramuscular use])
3 5
N click or scan || TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% e 2022-07- |Healthcare 12-17 COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Drug immunisation - Not applicable - [n/a - n/a - n/a]),
af 50 EU-EC- 14 Professional Non EEA Vears Male |ineffective (n/a - Unknown - Other Medically Important Condition), Fibrin D dimer increased (n/a - Unknown - ), Interchange|[ SARS-COV-2, STRAIN HB02, BET A-
3 10013001114 of vaccine products (n/a - Fatal - Results in Death), Off label use (n/a - Fatal - Results in Death) PROPIOLACTONE INACTIVATED] (S- COVID-19
g immunisation - Not applicable - [1d - n/a - n/a])
§- dlick or scan || 1 Brain herniation (n/a - Fatal - Results in Death Othq Medically Important Condition), Brain injury (n/a - Eatal - Results
=4 —— 412022-07-|Healtheare 12-17 in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important |SPTKEVAX [COVID-19 MRNA VACCINE
8| 51 BU-EC- ] 1 Professional Non EEA Vears Female |Condition), Dizziness (1/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Multiple organ MODERNA (CX-024414)] (S- COVID-19
§ 10012964910 dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Fatal - Results |prophylaxis - Unknown - [n/a - 1{DF} - n/a])

in Death), Pyrexia (n/a - Fatal - Results in Death)
3
s
2 click or scan | 3
E ; B 5022-07- Non 12-17 SPIKEVAX [COVID-19 MRNA VACCINE
S| 52 EU-EC- 1 Healthcare Non EEA Vears Female |Immunisation reaction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
w 10012963802 Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@
s
A
ot
g lick ;
A clckorsaan | % o227 |Non 17 ' COMIRNATY [TOZINAMERAN] (S - COVID-19
° 53 EU-EC- 08 Hea]thqare EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
% 10012952258 H Professional Intramuscular use])
o) : T
2 dlick or scan | 7 202207 Fealth . Abdominal pain (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dizziness (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
% 54 BU-EC- I 08 - P:(?fes;:i?)rr?al Non EEA Ye-ars Male  |Haematemesis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),  |immunisation - Not applicable - [1d - n/a -
? 10012949510 Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular use])
é Anuria (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia
Ja) (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac arrest (n/a
E - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chest pain (n/a - Fatal
= - Results in Death, Caused’Prolonged Hospitalisation, Other Medically Important Condition), Compartment syndrome (n/a
G - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Enterovirus infection
g (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fatigue (n/a -
o) Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypertrophy (n/a -
2 click or scan |+ Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Inappropriate schedule
3 55 1 2022-07- Healthcare Non EEA 12-17 Mol of product administration (n/a - Unknown - ), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- . 104 Professional on Years 2 |Other Medically Important Condition), Multi-organ disorder (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
O 10012913929 i Hospitalisation, Other Medically Important Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in

Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal -

Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocarditis (n/a - Fatal -

Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulseless electrical activity (n/a

- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal failure (n/a -

Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Rhinovirus infection

(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Ventricular

tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013009224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013001114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012964910&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012963802&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012952288&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012949510&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012913929&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | zgs y Non
20 (2022-07- 12-17 . COMIRNATY [TOZINAMERAN] (S - COVID-19
) - - Results in Death) ) S .
56 EU-EC- 04 Eﬁ;ﬁf& Non EEA Vears Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10012912169
click or scan Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arthralgia (n/a - Fatal - Results in AMERAN] (S-
57 2022-07-|Healthcare  |Non EEA  |12-17  |Female |Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), mﬂﬁgg [I'\Ircft)ZaINli cable - [1 d(_S H/S?VIDN
EU-EC- 04 Professional Years Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Intramuscular wse]) PP
10012906041 Caused/Prolonged Hospitalisation)
dlickor sean [, B | 00.06. Healtheare 311 COMIRNATY [TOZINAMERAN] (S - COVID-19
58 : Non EEA Female |Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- L 24 Professional Years Int Jlar])
10012838761 ; ntramuscular]
click or scan |- : ME
24 (2022-06- |Healthcare 12-17 Chest pain (n/a - Fatal - Results in Death), Cold sweat (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in G)MIRNATY (TOZIN . ] (S- COVID-19
59 : Non EEA Female immunisation - Not applicable - [1d - n/a -
EU-EC- | &8 24 Professional Years Death) Intramuscular])
10012837864 ]
dlick or sean R 2022-06. Healtheare 11 COMIRNATY [TOZINAMERAN] (S- COVID-19
60 . Non EEA Female [Headache (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 24 Professional Years Intr: Jar])
10012837037 amusciar
SPIKEVAX [COVID-19 MRNA VACCINE
lick or sean Non Cardiomyopathy neonatal (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Congenital MODE.RN.A (CX_02441‘.‘)] (8- COVID-19
2022-06- 0-1 Not . o . .._|immunisation - Not applicable - [1d - n/a -
61 Healthcare Non EEA .~ JAnomaly, Other Medically Important Condition), Foetal exposure during pregnancy (n/a - Not Recovered/Not Resolved - Life MERAN
EU-EC 15 Professional Month - |Specified . enin Caused/Prolonged Hospitalisation, Congenital Anomaly) Transplacental]), TOZIN
10012729516 e P » Longen y [TOZINAMERAN] (S- COVID-19 immunisation -
Not applicable - [1d - n/a - Transplacental])
. SPIKEVAX [COVID-19 MRNA VACCINE
dlick or scan | 35 5022-06- Non 0-1 Not Cardiomyopathy neonatal (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Congenital ﬁfﬁjﬁéﬁggf 1;231&188 -_ ([Ilfi\iun)/-al?
62 Healthcare ~ |Non EEA .- _J1Anomaly, Other Medically Important Condition), Foetal exposure during pregnancy (n/a - Not Recovered/Not Resolved - Life PP
EU-EC- 15 Professional Month - |Specified Threatening, Caused/Prolonged Hospitalisation, Congenital Anomaly) Transplacental]), TOZINAMERAN
10012729516 ? [TOZINAMERAN] (S - COVID-19 immunisation -
Not applicable - [1d - n/a - Transplacental])
dlick or scan | wA kL ¥ COMIRNATY [TOZINAMERAN] (S- COVID-19
3 22 2022-06-|Healthcare Non EEA 3-11 Female Abdominal pain upper (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in immunisation - Not applicable - [1d- /a -
EU-EC- = (10 Professional Years Death, Caused/Prolonged Hospitalisation) Int ul PP
10012696053 ; ntramuscular)
click or scan |: L Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Contusion (n/a - Fatal - Results in ME
4 i (2022-05- |Healthcare Non EEA 12-17 Male Death), Haemoptysis (n/a - Unknown - ), Pulse absent (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in mﬁﬁgﬁ ggzaimlicable ) [1] d(_SI;/SX_)V[Dw
EU-EC- : L3130 Professional Years Death), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli Intramuscular]) PP
10012588622 i (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - )
click or scan | = ; Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Epistaxis (n/a - Not Recovered/Not Resolved - CCINE SSEN
6 p 2022-05-|Healthcare Non EEA 0-1 Female Results in Death, Other Medically Important Condition), Foetal exposure during pregnancy (n/a - Recovered/Resolved - g%\z?g\[%\?g_l ?nﬁmisatioi%o ¢ anplicable -
EU-EC- ot L3130 Professional Month Results in Death, Other Medically Important Condition), Influenza (n/a - Recovered/Resolved - Results in Death, Other [na- n'/a . Tr.an Jacental]) PP
10012587360 Medically Important Condition) P
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012912169&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012838761&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012837864&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012837037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012729516&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012729516&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012696053&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012588622&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# ca ICSR Form ALeEWay/q urce ountry Age atient |peaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
dlick or sean | ' " . . —_— . COMIRNATY [TOZINAMERAN] (S- COVID-19
N 1 2022-05- | Healthcare 12-17 Myocarditis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |. S .
NI 66 T . EEA Male ” immunisation - Not applicable - [1d - .3mL -
< EU-EC- 2% 26 Professional Years Condition) Tntramuscular])
g 10012560672 &
$ Asthenia (n/a - Unknown - ), Blood pressure decreased (n/a - Fatal - Results in Death, Other Medically Important
% Condition), Blood pressure immeasurable (n/a - Fatal - Results in Death, Other Medically Important Condition), Bradycardial
[a) click or scan (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure acute (n/a - Fatal - Results in
g — 2022-05- |Healthcare 311 Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically ~|COMIRNATY [TOZINAMERAN] (S- COMD-19
gl 67 EU-EC- - 3 Professional Non EEA Years Female |Important Condition), Cold sweat (n/a - Unknown - ), Cyanosis (n/a - Fatal - Results in Death, Other Medically Important |immunisation - Not applicable - [n/a - n/a -
5 10012531174 ! '. Condition), Fatigue (n/a - Unknown - ), Heart rate decreased (n/a - Fatal - Results in Death, Other Medically Important Intramuscular])
@' Condition), Hyperhidrosis (n/a - Unknown - ), Malaise (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death
‘5“3 Other Medically Important Condition), Palpitations (n/a - Unknown - ), Respiratory failure (n/a - Fatal - Results in Death
g Other Medically Important Condition), Tachycardia (n/a - Unknown - )
> click or scan |: .
Qo =1 12022-05- | Healthcare 3-11 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
é’ 68 EU-EC- 19 Professional Non EEA Vears Male  [Abdominal pain (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
-% 10012502237
E click or scan : Non
@ al (2022-05- 3-11 . COMIRNATY [TOZINAMERAN] (S- COVID-19
Q - - . . .
% 69 EUEC | 3| ;Igocagslsciirgal EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death) mmmisation - 1/a - [/ - /3 - 1/2])
3 10012491473
ot
® .
a dlick or scan | g % 02205 Healtheare 0.1 COMIRNATY [TOZINAMERAN] (S- COVID-19
-05- : - i i . ) i . N X
g 70 EU-EC- : 17 Professional EEA Month Male  |Death neonatal (n/a - Fatal - Results in Death) gnnmllﬁéﬁ?al]?mgwmdmm [1d- 1{DF}
% 10012484730 P
g dlick or seam 3 COMIRNATY [TOZINAMERAN] (S - COVID-19
4 12022-05- | Healthcare 0-1 . . S .
71 . EEA Male  |Death neonatal (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1{DF} -
2 EU-EC- ; 17 Professional Month Transplacental])
© 10012484725 i
c
g SPIKEVAX [COVID-19 MRNA VACCINE
g click or scan Non MODERNA (CX-024414)] (S- COVID-19
T 2022-05- 0-1 . . . immunisation - Not applicable - [n/a - 1{DF} -
E 72 BU-EC- 3 Eresi‘telgscizr;a] EEA Month Male  |Trisomy 21 (0d - Fatal - Results in Death, Congenital Anomaly) Transplacental]), [FOLIC ACID] (S- COVID-19
3 10012461793 immunisation - Unknown - [n/a - n/a -
= Transplacental])
=
o click or scan || COMIRNATY COVID-19 MRNA VACCINE
3 ; :
3| 73 i (2022-05- E(e)zllllthcare EEA 12-17 Female Dyspnoea (35d - Fatal - Results in Death), Pulmonary arterial hypertension (0d - Fatal - Results in Death), Pumonary (D[\IHSJPCEL]EHOS[I\II) E&?B}ggg)o%)gozmmgﬁk(s
g EU-EC- 13 . Years veno-occlusive disease (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death) . .
ol y Professional - Immunisation - Not applicable - [n/a - .3mL -
S 10012458422,
Intramuscular])
click or scan |3 : COMIRNATY [TOZINAMERAN] (S- COVID-19 -
74 i (2022-05- Healthcare EEA 12-17 Female Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Unknown - [n/a - 1 {DF} - n/a]),
EU-EC- 12 Professional Years Condition) [ETHINYLESTRADIOL, LEVONORGESTREL] (S-
10012448642 Contraception - Unknown - [n/a - n/a - n/a))
click or scan |; T
&l (2022-05- [Healthcare 3-11 L L . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl .
75 EUEC |3 P () Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10012447013
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012502237&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012491473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012484730&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012484725&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012461793&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012458422&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012448642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012447013&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N ; ) 3
1N click or scan i ME
8. 76 A% [2022-05-|Healthcare Non EEA  |3-11 Female |Diarrhoea (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in mﬁgﬁgﬁ gcgzalmlicablzi\ﬁ] d(-SI;/S-)VID-W
S EU-EC- B |09 Professional Years Death), Seizure (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) PP
3 Intramuscular])
S 10012413675
u
®
o
3 lick or sean B | 02.05. | Healtheare 1217 COMIRNATY [TOZINAMERAN] (S - COVID-19
2| 77 : ; . Non EEA Male  [Multiple injuries (n/a - Unknown - ), Road traffic accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
S EU-EC- Ak 09 Professional Years Intramuscular])
5 10012413632
L 4
§ lick or scan 0E 102205 Healtheare 11 COMIRNATY [TOZINAMERAN] (S - COVID-19
> 78 : EEA Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death), Myocarditis (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .2mL -
8 EU-EC- 5 04 Professional Years Intramuscular])
IS 10012379743
5
S . [y
< click or scan | ¥ ME
S 2022-05- |Healthcare 12-17 Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Inappropriate schedule of product COMIRNATY [TOZIN. . RAN] (8- COVID-19
2| 79 : Non EEA Male SR e . - b immunisation - Not applicable - [1d- .3mL -
w EU-EC |z 02 Professional Years administration (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) I
” EEr ntramuscular])
3 10012353541 | =
5
ﬁ click or scan | ¢ COMIRNATY [TOZINAMERAN] (S - COVID-19
© =i 2022-04- | Healthcare 12-17 Asthenia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Fatal - . S .
a| 80 . Non EEA Female . immunisation - Not applicable - [1d - n/a -
= EU-EC- | 35 29 Professional Years Results in Death) Intramuscular])
g 10012338238
% click or scan
5 2 (2022-04- Non 12-17 Cardiomegaly (n/a - Fatal - Results in Death), Dark circles under eyes (n/a - Unknown - Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
| 81 Healthcare Non EEA Male AT immunisation - Not applicable - [1d - n/a -
EU-EC- | 4 28 . Years Rash (n/a - Unknown - Caused/Prolonged Hospitalisation)
o Professional Intramuscular])
10012329807
>
< 4
g clicorsean o 2022-04- | Healthcare 0-1 Not JCOVDEN [COVID-19 VACCINE JANSSEN
w| 82 : . EEA .. |Bradycardia foetal (n/a - Fatal - Results in Death), Foetal cardiac arrest (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S- COVID-19 immunisation - n/a -
a EU-EC- 27 Professional Month  [Specified [n/a - 1 {DF} - n/a])
E 10012316076
E click or scan | 3 SPIKEVAX [COVID-19 MRNA VACCINE
E= 2022-04- | Healthcare 0-1 . . . MODERNA (CX-024414)] (S- COVID-19
i 83 EU-EC- 7 Professional EEA Month Female |Congenital central nervous system anomaly (n/a - Fatal - Results in Death, Congenital Anomaly) immunisation - Not applicable - [1d- 1 {DF} -
% 10012315968 i Transplacental])
§ click or scan | : 3x Non
84 2022-04- Healthcare Non EEA 12-17 Male Inappropriate schedule of product administration (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 2 (25 . Years Other Medically Important Condition), Syncope (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) |immunisation - Not applicable - [1d - n/a - n/a])
10012294520 ; Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012413632&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012379743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012353541&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012338238&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012329807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012316076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012315968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012294520&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# BU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N
S click or scan
& o5 | pupc B, 2022.04-|Healthcare |\ 311 |\ |Cough (na- Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in mgﬁgf ggﬁg‘ﬁ“fm}: ‘I[ 1” d(sr-vgovmw
B 22 Professional Years Death), Nasopharyngitis (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) N CLEmeT
$ 10012282009 Death), Nasopharyngiis yrexia Intramuscular])
%
o
3
[%2] .
£ click or scan | : %
. : i [2022.04-Healthcare |\ oo {1247 |\ | Abdominal pain pper (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - mﬂﬁg ggﬁm‘ﬁi‘fbﬁ;ﬂ[ ! d(_sl;/;]?wnw
= EU-EC- 22 Professional Years Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) Intramuscular]) PP
L 10012279770| &
§ click or scan | = ;
g 2% 2022-04- Healthcare 12-17 . COMIRNATY [ TOZINAMERAN] (S - COVID-19
87 X : Non EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
= EU-EC- x |22 Professional Years
2 10012279392 ' Intramuscular])
3
'§ Aneurysm ruptured (n/a - Fatal - Results in Death, Other Medically Important Condition), Bradycardia (n/a - Unknown -
w Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Life Threatening, Other Medically Important
§ Condition), Cyanosis (n/a - Unknown - ), Depressed level of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged
3 click or scan |+ Hospitalisation, Other Medically Important Condition), Fallot's tetralogy (n/a - Fatal - Results in Death, Other Medically ME
ﬁ 88 2022-04- |Healthcare Non EEA 12-17 Male Important Condition), Haemorrhage intracranial (n/a - Fatal - Results in Death, Other Medically Important Condition), mﬁﬁgﬁ ggzalmlicable ) [1] d(_SI;/SX_)VIDW
® EU-EC- : 22 Professional Years Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Unknown - Other Medically Intramuscular]) PP
a 10012278550 =4 Important Condition), Hypoaesthesia (n/a - Unknown - ), Mydriasis (n/a - Unknown - ), Oedema peripheral (n/a - Unknown -
ol ), Peripheral swelling (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results
g in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged
% Hospitalisation)
=) !
§ dlick or soan | ¥ 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
2 g [2022-04- |Healthcare 0-1 Not  |Eoetal exposure during pregnancy (n/a - Unknown - Congenital Anomaly, Other Medically Important Condition), Neural tube [ - C
= ¥ | EBUEC £|18 Professional ~ |Non EEA  IMonth - |Specified gefecy (n/a - Fatal - Results in Death, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
% 10012234544 en Y - Unknown - [1d - n/a - Intramuscular])
S
E Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Anaemia (n/a - Fatal -
= Results in Death), Back pain (n/a - Unknown - ), Bone marrow failure (n/a - Fatal - Results in Death, Other Medically
B Important Condition), Cardiogenic shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Critical
= illness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dizziness
i (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved -
2 Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Haemoglobin decreased (n/a - Not Recovered/Not Resolved -
B click or scan | = 5 Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged
S 9% 2022-04- |Healthcare Non EEA 12-17 Female Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypoaesthesia (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
o EU-EC- x |14 Professional Years Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Not Recovered/Not Resolved - Life immunisation - Not applicable - [1d - n/a - n/a])
10012211312 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain in extremity (n/a - Unknown - ),

Paraesthesia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Red blood cell abnormality (n/a - Not

Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Seizure (n/a - Not Recovered/Not Resolved -

Caused/Prolonged Hospitalisation, Other Medically Important Condition), Somnolence (n/a - Not Recovered/Not Resolved -

Caused/Prolonged Hospitalisation), Syncope (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other

Medically Important Condition), Thrombosis (n/a - Unknown - Other Medically Important Condition), Thrombotic

thrombocytopenic purpura (n/a - Fatal - Results in Death, Other Medically Important Condition)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012279392&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012278550&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012234544&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012211312&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
~ click or scan | . - COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiomyopathy (n/a -
N o1 1 (2022-04-|Healthcare EEA 3-11 Female Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in Death, Life COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- g 3 (13 Professional Years Threatening, Caused/Prolonged Hospitalisation), Influenza like illness (n/a - Fatal - Results in Death), Kidney transplant  |immunisation - Not applicable - [n/a - n/a - n/a])
=) 10012200604 rejection (n/a - Unknown - Caused/Prolonged Hospitalisation), Multisystem inflammatory syndrome (n/a - Fatal - Results in
i Death)
-qj k1]
g click or scan | i H Altered state of consciousness (n/a - Unknown - Other Medically Important Condition), Brain death (n/a - Fatal - Results in [COMIRNATY CONCENTRATE FOR DISPERSION
= 9 2022-04- | Healthcare EEA 12-17 Male Death), Condition aggravated (n/a - Fatal - Results in Death), Headache (n/a - Unknown - Other Medically Important FOR INJECTION COVID-19 MRNA VACCINE
3 EU-EC- Ly (13 Professional Years Condition), Nasopharyngitis (n/a - Unknown - ), Psychomotor hyperactivity (n/a - Unknown - Other Medically Important  [(NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
g 10012195564 i Condition), Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - Other Medically Important Condition) n/a- n/a- [n/a- n/a - Intramuscular])
g
= click or scan | :
¥ 2022-04-|Healtheare 1217 Diarrhoea (1va - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death,  |o okl Y [TOZINAMERAN] (S- COVID-19
93 : Non EEA Female o immunisation - Not applicable - [1d - n/a -
EU-EC- 11 Professional Years Caused/Prolonged Hospitalisation) Intramuscular])
S 10012175904
S
= click or scan | = L B-cell type acute leukaemia (41d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
S| o4 21 2022-04- | Healthcare Non EEA 12-17 Female Condition), Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - [COMIRNATY [TOZINAMERAN] (S - COVID-19
_‘g EU-EC- 11 Professional Years Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Shock (n/a - Fatal - immunisation - Not applicable - [1d - n/a - Unknown])
o 10012175850 Results in Death, Other Medically Important Condition)
g
5 click or scan | - -
83 a1 2022-04- | Healthcare 12-17 COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . . .
% 95 EU-EC- 11 Professional Non EEA Years Female | Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
[a] 10012172870
o :
o click or scan | =% :
€ il 2022-04- | Healthcare 12-17 COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i ) . . . .
g 9 EU-EC- 11 Professional Non EEA Years Mele Fall (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
ISX 10012172746,
%’ click or scan | 3 :
c 2l (2022-04- (Healthcare 12-17 . - . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S :
g 97 EU-EC- 1 Professional Non EEA Vears Female |Atrioventricular block (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
® 10012172619
[a]
m .
IS click or scan | s
S 2022-04- |Healthcare 12-17 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) . o .
ﬁ % EU-EC- 11 Professional Non EEA Years Male - Diath {nfa - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
? 10012170715
)
'% click or scan | =z :
2l 2022-04- | Healthcare 12-17 . P . COMIRNATY [TOZINAMERAN] (S- COVID-19
< : - - R - - . S .
5 99 EU-EC- 11 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), Sowresponse to stimuli (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10012170211
click or scan |:
2022-04- |Healthcare 12-17 . : . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - R - - . S .
100 EUEC | fa 1 Professional Non EEA Vears Male  |Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10012170160| = ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012200604&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012195564&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012175904&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012175850&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012172870&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012172746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012172619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012170715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012170211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012170160&_xpt=1&_xf=pdf
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
N cliskorsean | =HESRE | o Healtheare - COMIRNATY [TOZINAMERAN] (S- COVID-19
ol 101 B : . EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
I U-EC- L3 |08 Professional Years Tntramuscular])
g 10012164889 'o;
$ click or scan || COMIRNATY COVID-19 MRNA VACCINE
% = | a4 2022-04- |Healthcare 12-17 Cardiac arrest (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
o) 102 EU-EC- 07 Professional EEA Vears Male  |Pulmonary embolism (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
g 10012147186 Condition) - Immunisation - Not applicable - [n/a - .3mL -
g Intramuscular])
S
fon click or scan | - Chills (n/a - Recovered/Resolved - ), Headache (n/a - Recovered/Resolved - ), Loss of consciousness (n/a - Fatal - Results in )
= : -04-|Healthcare - Death, Tolon, ospitalisation, cr Me y Important Condition), Pyrexia (n/a - Recover solved - ), . .. .
£l 10 2022-04-|Health onEEA 1217 [ermale CausedProlonged Hospitalisation, Other Medically I Condition), Pyrexia (n/a - Recovered/Resolved rmniation - Not apptioabe 1m0
d EU-EC- i1y (07 Professional Years Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting Tntramuscular]) PP
§ 10012142615 (n/a - Recovered/Resolved - )
o -
% click or scan | hir Brain injury (n/a - Fatal - Results in Death, Life Threatening), Cardio-respiratory arrest (n/a - Recovered/Resolved - Life
S| 104 2022-04- |Healthcare EEA 12-17 Male Threatening), Electrocardiogram QT prolonged (n/a - Unknown - Other Medically Important Condition), Headache (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 06 Professional Years Unknown - ), Injection site pain (n/a - Unknown - ), Loss of consciousness (n/a - Recovered/Resolved - Life Threatening), immunisation - n/a - [n/a - 1{DF} - n/a])
_‘g 10012137908 : Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - )
d
g click or scan | = T
5 105 F i |2022-04- |Healthcare EEA 12-17 Female Completed suicide (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Nervous system disorder (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
-EC- rofession: ears atal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a
3 EU-EG 04 Professional Y Fatal i isation - Not applicable - [n/a - n/a - n/;
% 10012104150
[a)
& click or scan | -
o 2022-04-|Healthcare 3-11 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
£| 106 EU-EC- : 04 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
& 10012102912 ;
o)
S
g dlickcor scan |, 5022-04.|Healtheare 11 COMIRNATY [TOZINAMERAN] (S - COVID-19
T 107 EU-EC- 04 Professional Non EEA Vears Male  |Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
g 10012095992 ' Intramuscular])
®
% lick or seam i Congenital musculoskeletal disorder of limbs (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medicall
£ 2022-03-|Healthcare 0-1  [Not & u 0 Lesuts In Veath, Longen ¥ Y COMIRNATY [TOZINAMERAN] (S- COVID-19
| 108 X . EEA .. {Important Condition), Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly, Other . P .
= EU-EC- x (31 Professional Month  [Specified - ) immunisation - Drug withdrawn - [1d - 1 {DF} - n/a])
g 10012078554 Medically Important Condition)
E
2 click or scan | 25 COVID-19 MRNA VACCINE MODERNA (CX-
3 | i 2022-03-| Healthcare 0-1 024414) [COVID-19 MRNA VACCINE MODERNA
g 109 EU-EC- 54 Professional EEA Month Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
5 10012002415 applicable - [1d - 1{DF} - Transplacental])
click or scan | e SPIKEVAX [COVID-19 MRNA VACCINE
2022-03- | Healthcare 12-17 . i . . MODERNA (CX-024414)] (S - Product used for
; - - R - - S .
110 EU-EC- |04 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Inmunisation reaction (n/a - Fatal - Results in Death) unknown indication - Not applicable - [n/a - 1 {DF} -
10011997340, Unknown])
dlick or seam : 2022-03- | Healthcare 12-17 Death (n/a - Fatal - Results in Death, Life Threatening), Decreased appetite (n/a - Fatal - Results in Death, Life COMIRNATY [TOZINAMERAN] (S- Immunisation -
111 : . EA Male  |Threatening), Headache (n/a - Fatal - Results in Death, Life Threatening), Myocarditis (n/a - Fatal - Results in Death,
EU-EC- £ 23 Professional Years . . . " . 4 n/a - [n/a - 2{DF} - n/a)])
10011989898/ &6 Life Threatening), Pyrexia (n/a - Fatal - Results in Death, Life Threatening)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012147186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012142615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012137908&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012104150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012102912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012095992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012078554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012002415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011997340&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011989898&_xpt=1&_xf=pdf
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Date Regulatory
Purposes
N lick or sean |- 022.03. Non — JCOVDEN [COVID-19 VACCINE JANSSEN
ql 112 EU-EC 23 Healthcare EEA 5 Male  [Pyrexia (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - n/a - [n/a - n/a -
« -EL- : -
3 10011986904 Professional Years wa)
<
9 click or scan | ym Abdominal pain (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Unknown - Other Medically Important Condition), }
g 13 2022-03- | Healthcare Non EEA 3-11 Female Dyspnoea (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results mﬁgﬁgﬁ ggﬁlNﬁgﬁgﬁ] d(_S n/aG_)VID-19
= EU-EC- S (22 Professional Years in Death), Heart rate increased (n/a - Unknown - Other Medically Important Condition), Oxygen saturation decreased (n/a - Intramuscular]) 2
3 10011971165 i Unknown - Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death)
[%2]
5 4
fon click or scan | =¥ L
= :4 (2022-03- [Healthcare 3-11 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
| 14 EU-EG- | & 20 Professional EEA Years Male  |Cerebral haemorrhage (2d - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
§ 10011945689 3
@
% click or scan | -
= 2 (2022-03- [Healthcare 3-11 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
_!>2’ 115 EU-EC- 18 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
[ 10011937224 ]
S
=}
m
g click or scan | zm T Non
5 d (2022-03- 12-17 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
5
- - . S .
3 116 EU-EC- 18 Eeallvthqare | Non EEA Vears Male  |Cardiomegaly (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
o 10011935462 EE rotessiona
®
[a)
— Cerebral haemorrhage neonatal (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
g click or scan | =zt Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
€ 2022-03-|Healthcare EEA 0-1 Femal Foetal exposure timing unspecified (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S - Immunisation -
% 117 EU-EC- 17 Professional Month © Inappropriate antidiuretic hormone secretion (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged n/a - [n/a - n/a - Transplacental])
5 10011922459 Hospitalisation), Posthaemorrhagic hydrocephalus (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
‘; Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
e click or scan |z i COVID-19 VACCINE ASTRAZENECA (CHADOX1
c i (2022-03- [Healthcare 12-17 o . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - Results in Death)
g 118 EUEC | 217 Professional Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
g 10011919415 n/a - Intramuscular])
T
E click or scan | x
= y 21 |2022-03- | Healthcare 3-11 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - - ) . Nl .
g’- 19 EU-EC- 14 Professional EEA Years Male  |Cardio-respiratory arrest (1d- Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
< 10011886093
z
B click or scan |}
8l 120 ; 2022-03- | Healtheare |\ oo [12-17 | [Dyspnoea (/a - Fatal - Results in Death, Other Medically Important Condition), Headache (v - Unknown - ), Seizwe (nla mgﬁgf [ggim‘li“c‘amblmf ;1/2(_’“[”9
O EU-EC- 11 Professional Years - Fatal - Results in Death, Other Medically Important Condition), Somnolence (n/a - Unknown - ) PP
y Intramuscular])
10011860923
i = (2022-03- |Healthcare 12-17 Pneumonia (n/a - Fatal - Results in Death), Shock (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - COMIRNATY [TOZIN . ] (5- COVID-19
121 . EEA Female . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- d 10 Professional Years Results in Death)
10011841265 283 E Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011945689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011937224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011935462&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011922459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011919415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011886093&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011860923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011841265&_xpt=1&_xf=pdf
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dlick or scan Apnoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Epilepsy (n/a - Fatal - Results in Death,
el F : Other Medically Important Condition), Product administered to patient of inappropriate age (n/a - Fatal - Results in ME
122 | pope » 3822-03- Efjg;;ifa] Non EEA i}:;rs Female |Death), Renal impairment (n/a - Fatal - Results in Death, Other Medically Important Condition), Seizure (n/a - Fatal - mﬂggﬁ %r(gzamlicablw d(_s]-vg)x;%w
y Results in Death), Sudden death (n/a - Fatal - Results in Death), Varicella zoster virus infection (n/a - Fatal - Results in PP
10011831427 Death)
. Depressed level of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - MRN, CCINE
lick or scan ; Results in Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged SPIKEVAX [COVID-19 A VA
2022-03- |Healthcare 12-17 PRTIIVY . X RTINVE] Lo . MODERNA (CX-024414)] (S- COVID-19
123 EU-EC- : 08 Professional Non EEA Vears Male |Hospitalisation), Tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - immunisation - Not applicable - [n/a - 1{DF} -
fi : Recovered/Resolved - Caused/Prolonged Hospitalisation), Vomiting (n/a - Recovered/Resolved - Caused/Prolonged PP
10011821153 Lo Intramuscular])
Hospitalisation)
click or scan | B L Non SPIKEVAX [COVID-19 MRNA VACCINE
= (2022-03- 3-11 . . . MODERNA (CX-024414)] (S- Product used for
; - - Results in Death) Lo .
124 BU-EC- 5, 08 Ereai‘thciargal Non EEA Vears Male  |Chills (25min - Fatal - Results in Death wnknown indication - Not applicable - [n/a - 1 {DF} -
10011820815/ 33 ofessio Intramuscular])
lick or scan ] 102203 Healtheare 17 Dehydration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S - COVID-19
125 : Non EEA Female |Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting |immunisation - Not applicable - [1d - n/a -
EU-EC- 07 Professional Years © Nicrar
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
10011812778
. COMIRNATY [TOZINAMERAN] (S - Product used
clidcorsan | 2022-03-Non 0-1 Not Death neonatal (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Unknown - ), Premature baby for unknovn indication - Not applicable - [n/a - n/a -
126 Healthcare ~ [Non EEA . : > v P g pregnancy g Transplacental]), KEPPRA [LEVETIRACETAM] (S-
EU-EC- 104 . Month  [Specified|(n/a - Unknown - Other Medically Important Condition) I .
I Professional Product used for unknown indication - Not applicable -
10011797125
[n/a - n/a - Transplacental])
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for
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Suspect/interacting Drug List (Drug Char -
Indication PT- Action taken - [Duration - Dose -
Route])

127

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

click or scan |;

EU-EC-
10011785504

3 (03

2022-03-

Healthcare
Professional

EEA

0-1
Month

Male

Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hydranencephaly (13d
- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Necrotising enterocolitis neonatal (4d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Neonatal seizure (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Perinatal stroke (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - .3mL -
Transplacental]), [ALUMINIUM PHOSPHATE,
DIPHTHERIA TOXOID ADSORBED ON
ALUMINIUM HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE, TET ANUS TOXOID
ADSORBED ON ALUMINIUM HYDROXIDE,
HYDRATED AND ALUMINIUM PHOSPHATE,
PERTUSSIS TOXOID ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED AND ALUMINIUM
PHOSPHATE, PERTUSSISPERTACTIN
ADSORBED ON ALUMINIUM HYDROXIDE,
HYDRATED AND ALUMINIUM PHOSPHATE,
PERTUSSIS FILAMENT OUS HAEMAGGLUTININ
ON ALUMINIUM HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE, ALGELDRATE,
ALUMINIUM PHOSPHATE, DIPHTHERIA
TOXOID, TET ANUS TOXOID, ALUMINIUM,
PERTUSSIS TOXOID, PERTUSSIS FILAMENTOUS
HAEMAGGLUTININ, PERTUSSISPERTACTIN,
ALUMINIUM PHOSPHATE, DIPHTHERIA
TOXOID, TETANUS TOXOID, PERTUSSIS
TOXOID, PERTUSSIS FILAMENTOUS
HAEMAGGLUTININ, PERTUSSIS PERT ACTIN,
ALGELDRATE, ALUMINIUM PHOSPHATE,
DIPHTHERIA TOXOID, TET ANUS TOXOID,
PERTUSSIS TOXOID, PERTUSSISPERTACTIN,
ALGELDRATE, FILAMENTOUS
HAEMAGGLUTININ, DIPHTHERIA TOXOID
ADSORBED ON ALUMINIUM HYDROXIDE,
HYDRATED AND ALUMINIUM PHOSPHATE,
TETANUS TOXOID ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED AND ALUMINIUM
PHOSPHATE, PERT USSIS TOXOID ADSORBED ON
ALUMINIUM HYDROXIDE, HYDRATED AND
ALUMINIUM PHOSPHATE, PERTUSSIS

PERT ACTIN ADSORBED ON ALUMINIUM
HYDROXIDE, HYDRATED AND ALUMINIUM
PHOSPHATE, PERTUSSIS FILAMENTOUS
HAEMAGGLUTININ ON ALUMINIUM
HYDROXIDE, HYDRATED AND ALUMINIUM
PHOSPHATE, DIPHTHERIA TOXOID, TETANUS
TOXOID, PERTUSSIS TOXOID, PERTUSSIS
FILAMENTOUS HAEMAGGLUTININ, PERTUSSIS
PERTACTIN, DIPHTHERIA TOXOID, TETANUS
TOXOID, PERTUSSIS TOXOID, PERTUSSIS
PERTACTIN, BORDETELLA PERTUSSIS
(INACTIVATED) ADSORBED] (S - Immunisation -
Not applicable - [1d - 1{DF} - Transplacental])

128

click or scan |

EU-ECG-
10011736718

= 28

2022-02-

Healthcare
Professional

Non EEA

12-17
Years

Female

Adjustment disorder (n/a - Unknown - ), Aortic valve incompetence (n/a - Unknown - Other Medically Important Condition),
Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal - Results in
Death), Electrocardiogram ST segment depression (n/a - Unknown - Other Medically Important Condition), Feeling abnormal
(n/a - Unknown - ), Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise
(n/a - Fatal - Results in Death), Palpitations (n/a - Fatal - Results in Death), Panic reaction (n/a - Unknown - ), Pulseless
electrical activity (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), Sinus

rhythm (n/a - Unknown - )

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | Coma (n/a - Unknown - Other Medically Important Condition), Diabetic ketoacidosis (n/a - Fatal - Results in Death, Other
g 129 2022-02- Hea]thgare Non EEA 12-17 Female Medically ImportanF andition), Dyspnoea (n/a - Un@om -), Metabolic acidosis (n/a - Fatal - M’n])ea(h), Pain (n/a COMIRNATY [TOZINAMERAN] (S- COVID-19
< EU-EC- L3 |28 Professional Years - Unknown - ), Palpitations (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Tachycardia (n/a - Unknown - ), Thirst (n/a-  |immunisation - Not applicable - [1d - n/a - n/a])
g 10011731757, a Unknown - ), Weight decreased (n/a - Unknown - )
i lick
o cceorsean | e ; Acute respiratory failure (n/a - Unknown - Other Medically I Conditi n/a - Fatal - Results i
= oy 3 cute respiratory failure (n/a own er Medically Important Condition), Dyspnoea (n/a - Fatal - Results in )
0| 130  [2022-02 Healthqare Non EEA 12-17 Female [Death), Hypoxic-ischaemic encephalopathy (n/a - Unknown - Other Medically Important Condition), Obesity (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
— EU-EC- 24 Professional Years : . . immunisation - Not applicable - [1d - n/a - n/a])
3 10011708631 Unknown - ), Pneumonia (n/a - Unknown - Other Medically Important Condition)
g
S
@' click or scan |j
8 131 B 2022-02- Egél:lth care Non EEA 12-17 Male Dyspnoea (n/a - Fatal - Results in Death), Gait inability (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
§ 10531[{_7%%398 TAES (24 Professional Years Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
8
kS
S click or scan | Non
> 2022-02- 12-17 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
X - - Results in Death) . i .
_rg 132 EU-EC- 1L Ereallcthciar: | Non EEA Vears Female |Myocarditis (n/a - Fatal - Results in Death immunisation - Not applicable - [ 1d- n/a - n/a])
T 10011692672 ' olessiona
”
2 .
5 click or scan
ﬁ 133 i+ 12022-02- |Healthcare EEA 3-11 Male Acute respiratory failure (4d - Fatal - Results in Death), Diarrhoea (1d - Recovered/Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
® EU-EC- 14 Professional Years Hospitalisation), Irritability (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
o 10011604818/ 2
g Diet refusal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Emotional distress (n/a - Fatal - Results in
E click or scan || 5 Death, Caused/Prolonged Hospitalisation), Exposure via breast milk (n/a - Fatal - Results in Death, Caused/Prolonged
% _— 5022-02- Non Months Hospitalisation), Failure to thrive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hepatic enzyme TOZINAMERAN [TOZINAMERAN] (S- COVID-19
‘ga 134 EU-EC- 09 Healthcare Non EEA [ ) Male |increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Insomnia (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a -
% 10011546906 tf Professional Vears Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - | Transmammary])
g Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results
T in Death, Caused/Prolonged Hospitalisation)
é dlickor scan [ B |00.02. Healtheare 1217 COMIRNATY [TOZINAMERAN] (S - COVID-19
Q| 135 . EEA Female |Cardiac arrest (0d - Fatal - Results in Death), Respiratory failure (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
D EU-EC | zex 09 Professional Years Intramuscular])
£ 10011544194
5
=1
= .
& click ot scan Agranul is (7d - Fatal - Resul Death, Life Thr ing, Caused/Prolonged Hospitalisation), Multipl ME
ko) s tax |2022-02- Healthcare 12-17 anulocytosis - Fatal - Results in Death, Life eatening, rolonged Hospitalisation), tiple organ B SV
Bl 136 EU-EC- h (08 Professional  |EEA Years |Male |dysfunction syndrome (0Od - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Sepsis (7d - Fatal Sa)lylgﬁl_\;rg)g?i}g) RAN] (8 - Immunisation
S 10011537572 - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
(@)
click or scan | z=i*f
2022-02- Healthcare 12-17 . . : . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . S .
137 EU-EC- o 2|7 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10011515940
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ; -
N al (2022-02- (Healthcare 12-17 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19 -
N R -
S 138 EU-EC- 03 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) na - [n/a - n/a - Intramuscular])
o) 10011481066 ]
o
<
% click or scan |;
) LLUEK OF scall iE Non . . . . SPIKEVAX [COVID-19 MRNA VACCINE
ﬁ | _ _ _ - .
Bl 139 A (2022-02 Healthcare Non EEA 12-17 Male Death (n/g Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of MODERNA (CX-024414)] (S- COVID-19
5 EU-EC 02 Professional Years inappropriate age (n/a - Unknown - ) immunisation - Unknown - [n/a - 1 {DF} - Unknown])
3 10011474099
g
Q .
fon click or scan |
= =1 (2022-02- [Healthcare 12-17 - . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
| 140 EU-EC- 01 Professional | "M EEA  [yrors  [Male | Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
§ 10011456888
3 Cardiac failure (n/a - Fatal - Results in Death), Gastrointestinal hypomotility (n/a - Not Recovered/Not Resolved - Other
5} B AME
IS . Medically Important Condition), Myopericarditis (n/a - Not Recovered/Not Resolved - Other Medically Important COMIRNATY [TOZIN RAN] (8- COVID-19
= click or scan | ; Condition). P ia (1/a - Unkn Other Medically T Condition). P al sensis (1/a. - Fatal . [immunisation - n/a - [n/a - 1{DF} - n/a)),
h= 2022-01-|Healthcare 12-17 ndition), aran91a( a- own - Other y Important Condition), Pneumococcal sepsis (. a - Fatal - Results in [CLONAZEPAM] (S- Agitation, Depression - n/a -
z| 141 : EEA Male  [Death), Pneumonia pneumococcal (n/a - Fatal - Results in Death, Other Medically Important Condition), Substance abuse ;
= EU-EC- 31 Professional Years . ™ PRI : . - [n/a - 8mg - n/a]), [LEVOMETHADONE,
S o 7. (7d - Unknown - Other Medically Important Condition), Suicidal ideation (7d - Unknown - Life Threatening), Toxicity to
2 10011439953 . I . A LEVOMETHADONE HYDROCHLORIDE] (S- n/a -
w various agents (0d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (Od - Not Dose not changed - [n/a - 1mL - n/a])
3 Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
5
A
g 4
a click or scan 3 SPTKEVAX [COVID-19 MRNA VACCINE
o 142 BUEC. LB, (2022-01-|Healthcare Non EEA 12-17 Male Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, MODERNA (CX-024414)] (S - Product used for
o] 10011422944 28 Professional Years Caused/Prolonged Hospitalisation) unknown indication - Not applicable - [n/a - 1 {DF} -
% Intramuscular])
=)
;
% click or scan | w2
c . 2022-01- | Healthcare 12-17 L L . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl .
g 143 EU-EC- 8 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death), Head banging (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
g 10011420973
T
E click or scan |: . Non
% 144 31 (2022-01- Healthcare Non EEA 12-17 Female {%naphylactlc reaction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- 26 Professional Years in Death) immunisation - Not applicable - [1d - n/a - n/a])
£ 10011392794 olessiona
)
% click or scan i Non
S| 145 202201 yeltheare |EEA 12-17 \pemale |Cardiac arrest (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
o EU-EG- 25 Professional Years n/a - [n/a - n/a - n/a])
10011380953 b
dlick or sean |4 % COMIRNATY [TOZINAMERAN] (S - COVID-19
" 42022-01- |Healthcare Non EEA 12-17 Male Cyanosis (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Extensive swelling of vaccinated limb (n/a - Fatal - Results in immunisation - Not applicable - [1d- n/a -
EU-EC- 18 Professional Years Death), Oedema (n/a - Unknown - ) PP
10011304341 Intramuscular)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
N dlick or scan | 02201 Fialtheare - COMIRNATY [TOZINAMERAN] (S - COVID-19
N -01- - . ) ) . e . i . A
S 147 EU-EC- 18 Professional Non EEA Vears Female |Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a
) Intramuscular])
o 10011303586
$ C-reactive protein increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal -
% Results in Death, Caused/Prolonged Hospitalisation), Computerised tomogram abnormal (n/a - Fatal - Results in Death
[a) Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (10h
g - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cytokine storm (n/a - Fatal - Results in Death, Other
7] click or scan |- : Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug
5| yas % 202201 |Healthcare |\ o (12407 | fineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (12h - Fatal - Resaults in Death gn(r’?ﬁ‘s;‘imonlh_ N Joﬁozl?;‘b‘f;m_ I['“l d“_”ng: COVID-19
@' EU-EC- 17 Professional Years Caused/Prolonged Hospitalisation), Fatigue (12h - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Fibrin D Intramuscular]) PP
‘§ 10011287208 dimer increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
3 Oxygen saturation decreased (12h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (12h - Fatal -
§ Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Other Medically
@ Important Condition), Serum ferritin increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
% Tachypnoea (12h - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
:E’ click or scan | - Non SPIKEVAX [COVID-19 MRNA VACCINE
© 2022-01- 12-17 L . . . " MODERNA (CX-024414)] (S- COVID-19
= 149 EU-EC- 17 E:jg;;f:al Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
ﬁ 10011286584 Unknown])
(]
§ click or scan | - : Non SPIKEVAX [COVID-19 MRNA VACCINE
ol 2 (2022-01- 12-17 . ] . MODERNA (CX-024414)] (S- COVID-19
g 150 EU-EC- 17 Ereslfz};;ir;al Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
g 10011283421 i Unknown])
g 4
% dlick or sean |° 5022-01 | Healtheare 17 COMIRNATY [TOZINAMERAN] (S- COVID-19
Sl 151 . Non EEA Female |Chills (n/a - Fatal - Results in Death), Pruritus (n/a - Fatal - Results in Death), Rash (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
<y EU-EC- 13 Professional Years Intramuscular])
% 10011259316
5 lick
! click or scan |+
2022-01-Non 0-1 Ascites (/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Foetal malformation (n/a - Fatal - | VA ZCYRIA [COVID-19 VACCINE ASTRAZENECA
152 Healthcare EEA Male . - - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
2 EU-EC- 13 P . Month Results in Death), Mitral valve atresia (n/a - Fatal - Results in Death) .
& rofessional - Not applicable - [n/a - .5mL - Transplacental])
% 10011247724 :
£
% lick or scan i Non 2 Foetal exposure during pregnancy (n/a - Recovered/Resolved - ), Transposition of the great vessels (176d - Fatal - Results in SPIKEVAX[COVID-19 A VA
4 = (2022-01- Months . ) - P - MODERNA (CX-024414)] (S- COVID-19
£ 153 Healthcare Non EEA Male  |Death, Congenital Anomaly, Other Medically Important Condition), Tricuspid valve incompetence (n/a - Not Recovered/Not |. . .
z EU-EC- 07 : -2 . " . immunisation - Drug withdrawn - [n/a - 1{DF} -
= . R Professional Resolved - Congenital Anomaly, Other Medically Important Condition)
2 10011191214 ; Years Transplacental])
% Jick '
click or scan | ;
ol el Non AME isati
O| 154 BUEC. 3(7)22-01' Healthcare EEA SI{ZC;IIZ Female |Arrhythmia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) ﬁ%ﬁ?‘?{%ﬁ?ﬁ;ﬁ) RAN] (S - Immunisation -
10011189943 Professional
Anaphylactic reaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Breath sounds (n/a - Fatal -
click or scan | ; Non Results in Death, Caused/Prolonged Hospitalisation), Circulatory collapse (n/a - Fatal - Results in Death
155 2022-01- Healthcare Non EEA 12-17 Male Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dizziness |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | & .3 |06 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a - n/a])
10011180703 ;] Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011283421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011259316&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011247724&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011191214&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011189943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011180703&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
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Date Regulatory
Purposes
click or scan |: Epistaxis (n/a - Unknown - ), Feeling hot (n/a - Unknown - ), Foaming at mouth (n/a - Unknown - ), Interchange of vaccine
g 156 2022-01-|Healthcare Non EEA 12-17 Male products (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
< EU-EC- L3 |06 Professional Years Condition), Obstructive airways disorder (n/a - Unknown - ), Off label use (n/a - Fatal - Results in Death), Pain in extremity |immunisation - Not applicable - [n/a - n/a - n/a])
g‘ 10011178514 n: (n/a - Unknown - )
$ Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
% Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
[a) click or scan | Medically Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition),
g 157 F 2022-01-|Healthcare Non EEA 12-17 Male Head injury (n/a - Unknown - ), Hypotension (n/a - Unknown - Other Medically Important Condition), Intestinal ischaemia |COMIRNATY [TOZINAMERAN] (S- COMD-19
7] EU-EC- 13 |05 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition), Liver disorder (n/a - Unknown - ), Loss of immunisation - Not applicable - [n/a - n/a - n/a])
5 10011172923 ;] consciousness (n/a - Unknown - Other Medically Important Condition), Renal disorder (n/a - Unknown - ), Shock (n/a -
@' Unknown - Other Medically Important Condition), Ventricular fibrillation (0d - Recovered/Resolved - Other Medically
g Important Condition)
click or scan | ;zH
% 158 2022-01- Healthcare Non EEA 12-17 Female |Dyspnoea (n/a - Fatal - Results in Death I(DmnMImljgﬁgllY— ggﬁgﬁ:ﬁzﬂ;—s II/S—)V[D-19
% EU-EC- 05 Professional Years Intramuscular])
= 10011169392
3 .
5 click or scan | A COMIRNATY [TOZINAMERAN] (- COVID-19
o 159 2022-01-|Healthcare Non EEA 12-17 Female Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a -
o EU-EC- L3 |05 Professional Years Death), Musculoskeletal stiffness (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) I 9 PP
g 10011169374 5 ntramuscular])
5
p : )
click or scan |; - Depressed level of consciousness (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hypotension
S L 3 202201 Healtheare |\ o (1217 | |in/a- Unknown - ), Meningitis meningococeal (n/a - Fatal - Results in Death, Other Medically Important Condition), Fﬁﬁgﬁgj [ggimﬁgﬁ{:’_\ﬁ] d(_s]-vi)vmw
S EU-EC- 05 Professional Years Purpura (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death), Rash pruritic (n/a - Fatal - Results in Death), Septic Intramuscular]) PP
ol 10011164976 shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death)
£
% click or scan | ;3
§’ 161 2022-01-|Healthcare N 0-1 Bedridden (n/a - Fatal - Results in Death, Life Threatening), Death (n/a - Unknown - Life Threatening), Respiratory distress VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
: on EEA Female . - . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% EU-EG- |8 04 Professional Month (n/a - Fatal - Results in Death, Life Threatening) v/a - Intramuscular])
2 10011159955
®
c
g click or scan |: Non
| 162 2022-01- Healthcare Non EEA 3-11 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% EU-EC- 04 Professional Years Medically Important Condition), Suspected COVID-19 (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
1 rofessional
IS 10011151229
E Abdominal pain (n/a - Fatal - Results in Death, Other Medically Important Condition), Abnormal faeces (n/a - Fatal -
£ Results in Death), Anaemia (n/a - Fatal - Results in Death), Anaphylactic reaction (n/a - Fatal - Results in Death,
9 click or scan | Tt ", Other Medically Important Condition), Defaecation disorder (n/a - Fatal - Results in Death, Other Medically Important
=2 : a1 12021-12- Non 12-17 Condition), Dizziness (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
8163 | pukc B 30 Healthcare — Non EEA |0 o [Male  |i peath), Lung disorder (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death, Other Medically  |immunisation - Not applicable - [1d - n/a - n/a])
S 10011121872 Professional Important Condition), Nerve injury (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death,
o Other Medically Important Condition), Shock (n/a - Fatal - Results in Death, Other Medically Important Condition),
Vomiting (n/a - Fatal - Results in Death)
click or scan | ;az#ZH
164 2021-12- Healthcare Non EEA 12-17 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Drowning (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10011120193
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011172923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011169392&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011169374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011164976&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011159955&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011151229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011121872&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Anal sphincter atony (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anisocoria (n/a - Fatal - Results
~ in Death, Caused/Prolonged Hospitalisation), Bladder sphincter atony (n/a - Fatal - Results in Death, Caused/Prolonged
o Hospitalisation), Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal -
g dlick or scan : Results in Death, Caused/Prolonged Hospitalisation), Chest discomfort (n/a - Fatal - Results in Death, Caused/Prolonged
3 _— E 2021-12-| Healthcare 12-17 Hospitalisation), Crepitations (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N 165 EU-EC- 29 Professional |Non EEA |Years |Female Results in Death, Caused/Prolonged Hospitalisation), Dyskinesia (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a -
% 10011110840 Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Jugular vein distension (n/a - |Intramuscular])
a Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nervous system disorder (n/a - Fatal - Results in Death,
= Caused/Prolonged Hospitalisation), Oxygen saturation immeasurable (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation), Postictal state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal -
5 Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results in Death, Caused/Prolonged
@- Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
k lick or sea 0 02112 Health 17 Diabetic ketoacidosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
§ 166 | b ¥ 8 o P Car®  INon EEA g Female |Results in Death), Palpitations (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ), Vaccination site  |immunisation - Not applicable - [1d - n/a -
oo . rofessional Years ain (n/a - Unknown - ) Intramuscular])
8 10011098855 P
s
g lick or scan |5 : COMIRNATY [TOZINAMERAN] (S - COVID-19
© 167 23 2021-12- Healthcare Non EEA 12-17 Femal Feeling cold (n/a - Unknown - ), Musculoskeletal stiffness (n/a - Unknown - ), Unresponsive to stimuli (n/a - Fatal - Results immunisation - Not applicable - [1d- /a - n/a - Mor
] EU-EC- o, 128 Professional © Years emae in Death, Other Medically Important Condition), Vaccination site pain (n/a - Fatal - Results in Death) Immunsatio ot applicable a-mwa-ore
w 10011096615 T in ICSR])
”
2
§ click or scan :
% 168 221 2021-12-|Healthcare EEA 12-17 Female Long QT syndrome congenital (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden cardiac death |COMIRNATY [TOZINAMERAN] (S- COVID-19
a EU-EC- A L3123 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10011062466 i ]
[}
€
E click or scan N Aneurysm (n/a - Fatal - Results in Death), Cerebellar haemorrhage (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal -
S b [2021-12- H‘e’:hh Non EEA 12-17 Female [Results in Death), Headache (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death),  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 169 |  EU-EC |23 Prof. care Al on Years © |Subarachnoid haemorrhage (n/a - Fatal - Results in Death), Subdural haematoma (n/a - Fatal - Results in Death), Vomiting |immunisation - Not applicable - [1d - n/a - n/a])
% 10011057758 rolession: (n/a - Fatal - Results in Death)
c
i
% S 4 : 2021-12 Non 12-17 N TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. -12- - ot .- : -
E 170 | pupe |4 20 Healthcare ~ [Non EEA Years  |Specified Myocarditis (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - n/a - n/a])
= K Professional
4| 10011005220
g
_'Q>'. click or scan |; .
3| 1 24 2021-12- Healthcare Non EEA 12-17 Male Completed suicide (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - ), Nasal |COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- (17 Professional Years congestion (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
5 10010994802;
dlick or scan || L] Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in
_ 3 12021-12- | Healthcare 12-17 Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
172 EU-EC- 17 Professional Non EEA Vears Male  [Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - immunisation - Not applicable - [1d - n/a -
10010994770 - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Intramuscular])
Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
lick or sean (= COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-12- |Healthcare 12-17 Headache (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in . D .
173 : Non EEA Male R . immunisation - Not applicable - [1d - n/a -
EU-EC- 117 Professional Years Death, Life Threatening)
10010990331 Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011005220&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010994802&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
~ lick or scan |3 : 2021-12- Non 12-17 Anaphylactic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coagulopathy (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
N 174 : Healthcare Non EEA Female |(in Death), Dizziness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - Fatal - Results in . o .
I EU-EC- B 17 Professional Years Ca ) Hospitalisati immunisation - Not applicable - [1d - n/a - n/a])
Py 1001098863 7| S rofession: Death, Caused/Prolonged Hospitalisation)
o
<
N
[}
®
o
g click or scan -
5 2112021-12- |Healthcare 3-11  [Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
b - R )
5 175 EU-EC- 16 Professional Non EEA Years  |Specified Death (/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
o 10010986554
L
% click or scan | == 2
[ 2021-12-|Healthcare Months . COMIRNATY [TOZINAMERAN] (S- COVID-19
= A - - ) . Nl
R=z 176 EU-EC- | &abe 16 Professional EEA -2 Female |Foetal death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
3 1001098258 1| FfrE Years
=)
=}
py dlick or scan | g COMIRNATY [TOZINAMERAN] (S- COVID-19
S 2021-12- |Healthcare 12-17 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results |. P .
5| 177 . Non EEA Male |, immunisation - Not applicable - [1d - n/a -
3 EU-EC- 15 Professional Years in Death) Tntramuscular])
o 10010968305
®
[a)
g click or scan Non
1 (2021-12- 12-17  |Not . . COMIRNATY [TOZINAMERAN] (S- COVID-19
[} . - - ) . S .
£ 178 EU-EG | 15 Eﬂ;g;fg Al Non EEA Years  |Specified Accident (va - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
& 10010963145
g
click or scan |
% 2021-12-|Healthcare 12-17 Asthenia (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in |- OMINATY [TOZINAMERAN] (S- COVID-19
> 179 : Non EEA Male immunisation - Not applicable - [1d - n/a -
© EU-EC- : 15 Professional Years Death)
é 10010960337 Intramuscular])
S lick "t
8 clekorsean | & 502112 Healtheare 17 Chills (1h - Recovered/Resolved - ), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia |COMIRNATY [TOZINAMERAN] (S- COVID-19
E 180 BU-EC- ] 15 Professional Non EEA Vears Female |(1h - Recovered/Resolved - ), Pain (n/a - Unknown - ), Pyrexia (1h - Recovered/Resolved - ), Vomiting (n/a - Fatal - Results |immunisation - Not applicable - [1d - n/a -
3 10010958355 3 in Death, Caused/Prolonged Hospitalisation) Intramuscular])
Q.
=
2 click or scan | s ) Non
21 12021-12- 12-17 . R B . . . e COMIRNATY [TOZINAMERAN] (S- COVID-19
Bl 181 BU-EC- E 10 Healthc'are Non EEA Years Male  |Anaphylactic shock (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - /a - n/a])
Bl loot0923os 3 Professional
5 :
lick or sean (=g 021 1. /Non o1 ot COMIRNATY [TOZINAMERAN] (S- COVID-19
182 EU-EC- ] 10 Healthcare EEA Month |Specified Heart disease congenital (n/a - Fatal - Results in Death, Congenital Anomaly) immunisation - Not applicable - [1d - 1{DF} -
10010922347 Professional Transplacental])
click or scan |z : SPIKEVAX [COVID-19 MRNA VACCINE
183 =i (2021-12-|Healthcare Non EEA 12-17 Male Headache (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in MODERNA (CX-024414)] (S- Product used for
EU-EC- L3108 Professional Years Death, Other Medically Important Condition) unknown indication - Not applicable - [n/a - 1{DF} -
10010889205 : Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010988637&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010986554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010982581&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010968305&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010963145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010960337&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010958355&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010923828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010922347&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010889205&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa tent |Reaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | ; bt 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
N| 184 Ak [2021-12-|Healthcare Non EEA Months |Not Foetal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Sillbirth (1d - Fatal - Results in |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
< EU-EC- o (07 Professional -2 Specified Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10010878803 Years - Not applicable - [1d - n/a - Transplacental])
3
[}
®
o click or scan Non
3 185 B 12021-12-|Healthcare Non EEA 12-17 Male Chest pain (n/a - Fatal - Results in Death), Diabetes mellitus (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
1%} EU-EC- 06 fessional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
g 10010868932 Profession
o
L
§ click or scan |3 i Non
8 =i (2021-12- 12-17 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
5}
S 186 EU-EC- 06 If;lrej;;};:iirgal EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
k=) 10010868257 :
8
B click or scan | = :
o X 2021-12-|Healthcare 1217 . . . COMIRNATY [ TOZINAMERAN] (S- COVID-19
y 187 EU-EC- 0 Professional EEA Vears Female |Cardiac arrest (1d - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - 1{DF} -
3 10010835805 : Intramuscular])
% COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug
o dlick or scan || [ ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
o —— 2 5001-12- Non 12-17 Haematemesis (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
o| 188 EU-EC- 0 Healthcare Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [n/a - n/a -
£ 10010826185 42 e Professional Medically Important Condition), Pulmonary sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other |Intramuscular])
E Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition),
ISk Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
% 189 2021-11- le]lz:lthcare Non EEA 12-17 Male Death (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - Results in Death), Product administered to patient gﬁ%&?g}?ﬂﬁ%;ﬁ;ﬁ?y licable -
g EU-EC- | 19 . Years of inappropriate age (n/a - Unknown - Results in Death) - : PP
é 10010696156 Professional [n/a - .5SmL - Unknown])
[a]
E click or scan SPIKEVAX [COVID-19 MRNA VACCINE
= ¥i [2021-11-|Healthcare 0-1 . o ) . MODERNA (CX-024414)] (S- COVID-19
3 190 BU-EC- 18 Professional Non EEA Month Male  |Death neonatal (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
g 10010681141 Transplacental])
=
B click or scan ;
B ek 2021-11-Non 12-17 i i COMIRNATY [TOZINAMERAN] (S - COVID-19
S| 191 | EUEC e (17 Healthcare ~ [Non EEA |y Female |Pulmonary embolism (n/a - Fatal - Results in Death) ) INATY [ AMERAN] (
10010_672_595 Professional cars immunisation - Not applicable - [1d - n/a - n/a])
]
click or scan | gyiB
' 2021-11-|Healtheare 12-17 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
192 EU-EC- 16 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death), Pumonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10010661990 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010878803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010868932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010868257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010835805&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010826185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010696156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010681141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010672595&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010661990&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa 1ent |Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
Cataract cortical (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
~ Condition), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
o Disabling, Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life
N Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Gait disturbance (n/a - Not
& 2, Sp 2 ly Imp
=) Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
ﬁ click or scan Condition), Hemiparesis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
g _— ; Important Condition), Infarction (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
g 193 | pone %221-1 I- E:(?i‘g;scif)rr?al Non EEA i{i-ai'z Female |Disabling, Other Medically Important Condition), Intracranial pressure increased (n/a - Unknown - Life Threatening, mﬁgﬁgﬁ ggﬁlNﬁgﬁgﬁ] d(-SI;/aC(-)ye]l]))-w
g 10010660918 Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Malaise (n/a - Unknown - Life PP
7 Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Muscular weakness (n/a -
5 Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Platelet
@- count decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
-§ Condition), Thrombocytopenia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
: Medically Important Condition), Vomiting (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
§ Other Medically Important Condition)
% dlick or scan - Cardiac arrest (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Fatal - Results in Death), Nervous system disorder ME
S 19| puEc %(5)21_1 I- Ere(ftl‘g;sci?)rrfal Non EEA \lé ;IIZ Female |(n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - mﬂﬁgg ggimlicablw d(—sr;/g—)gni—:ogm])
'% 10010650054 Results in Death), Sudden death (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) PP
g
% lick or sean (o Non Bronchospasm (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown -
% 195 EU-EC. %(1)21_1 I- Healthcare Non EEA ;2_17 Male  |Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other G)MIRNATY [TOZINA.‘MERAN] (8- COVID-19
-EC- . ‘ears . . IR . immunisation - Not applicable - [1d - n/a - n/a])
3 10010620335 Professional Medically Important Condition), Vaccination site pain (n/a - Unknown - )
ot
®
[a)
g click or scan C Non
o] 196 202111 attheare NonEEA 1217 |Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- = |10 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
& 10010607769
=)
‘; click or scan
—— Arrhythmia (n/a - Fatal - Results in Death), Cardiac failure acute (n/a - Fatal - Results in Death), Hypoventilation (n/a -
> 197 a 2021-11-|Healthcare —pp 12-17° I\ pale Not RecoveredNot Resolved - Other Medically Important Condition), Nasopharyngitis (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (8- COVID-19
© EU-EC- |3 02 Professional Years . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
% 10010535956 ; ), Pulmonary oedema (n/a - Fatal - Results in Death)
ﬁ n
% click or scan | iz} ; Non
g (2021-11- 0-1 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
£ - - . S .
s 198 BU-EC- =02 Eresi‘telgscizrga] EEA Month Male  |Metabolic syndrome (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [ 1d- 2 {DF} - n/al)
g 10010520787
g
z
% click or scan
<t 2021-10- |Healthcare 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
. ; Sudden - - ) . S .
o 199 EU-EC- =129 Professional EEA Years Male death (1d - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a)])
10010493474
click or scan || COMIRNATY [TOZINAMERAN] (S- COVID-19
_ 2021-10- | Healthcare 12-17 immunisation - Drug withdrawn - [n/a - 1{DF} -
200 EU-EC- 21 Professional EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Intramuscular]), [ETHINYLESTRADIOL,
10010391161 T LEVONORGESTREL] (S - Contraception - Drug
withdrawn - [n/a - 21{DF} - Oral])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010660918&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010650054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010620335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010607769&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010535956&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010520787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010493474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010391161&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or scan |; 02110 altheare o COMIRNATY [TOZINAMERAN] (S- COVID-19
o 201 . EEA Male  |Foetal death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
I EU-EG | & 3 121 Professional Month Transplacental])
8 10010391147| 33 ] P
$ Brain herniation (n/a - Unknown - Other Medically Important Condition), Brain oedema (n/a - Unknown - Other Medically
% click or scan || Important Condition), Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition), Gastric
[a) = |4 disorder (n/a - Unknown - ), Gastric ulcer (n/a - Unknown - Other Medically Important Condition), Gastritis erosive (n/a - MERAN ME
g 202 | pupc 5821_10_ Eﬁte};;zrg a  |[NonEEA ;Ze ;Z Male  |Unknown - Other Medically Important Condition), Myocardial bridging (n/a - Unknown - Other Medically Important msation i Nogzozlgable _In/a _] rE/Sa—_Cj/)a\]/)[D—w
7] 10010376118 Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary PP
5 congestion (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Unknown - Other Medically
@' Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition)
q click or scan | ; Non SPIKEVAX [COVID-19 MRNA VACCINE
2021-10- 12-17 . ) . MODERNA (CX-024414)] (S- COVID-19
% 203 EUEC |2 L0, P9 Ereji‘gslscif;aj Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
% 10010371169 ] Unknown])
5 .
'% click or scan | Non
[ 2021-10- 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - ) . S .
E 204 EU-EC- 19 Eﬁg;sciif al EEA Years Male  [Pulmonary oedema (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
o 10010360356
(]
5
3 click or scan . Non SPIKEVAX [COVID-19 MRNA VACCINE
% 205 :i (2021-10- Healthcare EEA 12-17 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - Unknown - Other MODERNA (CX-024414)] (S- COVID-19
[a) EU-EC- 15 Professional Years Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
5 10010338768 2 Unknown])
g
% elick or scan A 2021-10- | Health 01 Not Congenital musculoskeletal disorder of limbs (105d - Fatal - Results in Death, Congenital Anomaly), Foetal exposure during COMIRNATY [TOZINAME S- COVID-19
5| 206 ; JHb-peatheare - pp p Ot Ipregnancy (n/a - Fatal - Results in Death, Congenital Anomaly), Limb reduction defect (105d - Fatal - Results in Death, |. NATY [ AMERAN] (8-
g EU-EC- 11 Professional Month  |Specified ; immunisation - Not applicable - [1d - n/a - n/a])
Congenital Anomaly)
% 10010286244
>
e click or scan = SPIKEVAX [COVID-19 MRNA VACCINE
4 12021-10- | Healthcare 0-1 Not . e . .. MODERNA (CX-024414)] (S- COVID-19
é 207 EU-EC- 08 Professional Non EEA Month [Specified Death neonatal (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
% 10010269731 Transplacental])
E click or scan || ADAMTSI3 activity decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
g -  19021-10-|Healthcare 12-17 Coagulop.athy (n/a- F_atal - Results in Death Life Threatemng,‘ Ca}xsed/Prolonged Hospltqllsatlon), Death (n/a - Fa'tal - COMIRNATY [TOZINAMERAN] (S- COVID-19
£] 208 EU-EC- 06 Professional EEA Vears Female |Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in immunisation - Not applicable - [1Va - n/a - n/a])
o 10010236495 Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results PP
% in Death, Life Threatening, Caused/Prolonged Hospitalisation)
8 lick or scan | : Non
Ol 209 % 202110 peltheare  |EEA 12-17 | nale | Sudden death (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- : 3|05 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10010217879
click or scan ME
210 2021-10- |Healthcare EEA 0-1 Female Hypoxic-ischaemic encephalopathy (n/a - Fatal - Results in Death), Neonatal anoxia (n/a - Fatal - Results in Death), mﬂﬁzx [Tllr(gzamlicablw d(-Sl- {CD?:\},[_D'W
EU-EC- 7, |04 Professional Month Neonatal multi-organ failure (n/a - Fatal - Results in Death) PP
10010210329 ; Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010391147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010376118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010371169&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010360356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010338768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010286244&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010269731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010236495&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010217879&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010210329&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N“mbc::_ ICSR Form R:c:iV::y Source fO(;“n ry Age S:Xlen Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
~ dlick or scan i 2021-10- | Healthcare 12-17 Cerebral haemorrhage (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ﬁéﬁ%\éﬁﬁg\_ﬁ?&? 4] (S/-\C\gVID-l 9
o 211 E : . Non EEA Male  |Condition), Cerebral ventricular rupture (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically |. . .
I U-EC- L3 |01 Professional Years Important Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10010193681 h mp Intramuscular])
<
N . . COVID-19 VACCINE ASTRAZENECA (CHADOX1
) click or scan |
® I 9021-09-|Healthcare 1217 o o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Q| 212 BU-EC- 24 Professional Non EEA Years Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
3 10010127333 a: - w/a - Intramuscular])
g
S
g dlick or sean | ;g 2021-09- Non 12-17 Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S- Immunisation -
q 213 EU-EC- 2 Healthcare EEA Vears Male  |Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia na - [a - n/a- n/a])
§ 10010093552 ) Professional (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
3
IS click or scan | :mzdl 2
5 514 2021-09-|Healthcare EEA Months |Not Foetal exposure during pregnancy (14d - Fatal - Results in Death), Heart disease congenital (14d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
Z EU-EC |3 20 Professional -2 Specified Death) immunisation - Not applicable - [n/a - n/a - n/a])
E 10010073173 e Years
8 click or scan | :m x COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 al (2021-09- Healthcare 12-17 . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - :
ﬁ 215 EU-EC- 15 Professional Non EEA Vears Female |Cerebrovascular accident (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [ 1d
g 10010010062 i - n/a - Intramuscular])
g click or scan | ST
= 2021-09- |Healthcare 12-17 L o . ; . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl .
% 216 EU-EC- 15 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
S 10010007112;
S
% click or scan | L Non
%‘ 217 i (2021-09- Healthcare EEA 0-1 Not Anencephaly (n/a - Fatal - Results in Death, Congenital Anomaly), Maternal exposure before pregnancy (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [78d
= EU-EC- 14 Professional Month |Specified Results in Death) - n/a - n/a])
§ 10009989870
®
[a]
E click or scan | ;
pu] r3® 2021-09- Healthcare 12-17 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
£ A - - . Nl
5 218 EU-EC- B AP Professional EEA Vears Male  [Septic shock (26d - Fatal - Results in Death) immunisation - n/a - [/a - .3mL - Intramuscular])
£ 10009864895
<
% click or scan |; :
2k (2021-09- |Healthcare 12-17 . . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
§ 2 puRc % |01 Professional | EA Years |Male  |Leukaemia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009860999
click or scan |; i
¥ [2021-08- |Health 12-17 . . . T COMIRNATY [TOZINAME] S-T isation -
220 EU-EC- % 27 Pre(?fesscif)rrfa] EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) na- [n/a- a -[n /a]) RAN] (8- Immunisation
10009817992
click or scan | Non
' (2021-08- 12-17 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
221 BU-EC. 57 Healthc'are Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009815542 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010193681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010127333&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010093552&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010073173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010010062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010007112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009989870&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009864895&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009860999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009817992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009815542&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
g click or scan N COVID-19 VACCINE ASTRAZENECA (CHADOX1
& i (2021-08-|Non 0-1 Not : _ _ : i _ _ NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3| 222 EU-EC. 8 |55 Healthcare Non EEA | Month  |Specified f{(;estjitesxipl:)s];r;ea ?ll:ng Ill)regt‘ltalluzn(n/a 1Unknovvn Other Medically Important Condition), Hydrocephalus (n/a - Fatal ( X1 NCOV-19)] (S- n/a - Not applicable - [n/a
’ Professional genital Anomaly)
i 10009789688 - n/a - Transplacental])
iv'
®
o
z dlick or scan Disseminated intravascular coagulation (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged
%} e 1 Hospitalisation), Multiple organ dysfunction syndrome (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged -
= -08- - - -
§- 223 EU-EC- 3821 08 lf;l:(?tl‘:e}sl;:i?)rgal EEA i(ialrz Male  |Hospitalisation), Pulmonary haemorrhage (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged %ﬁﬁé;&g?ﬁg?mm (8- Immunisation
2 10009747324] 23 Hospitalisation), Pyrexia (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Septic shock
—8_ (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
§ click or scan Non
1 2021-08- 12-17 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
Q - -
% 224 EU-EC- 20 I};lrejgsl:iirgal Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
= 10009743215 ;
%
g lick or sean (5 Non TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o 225 2021-08- Healthcare Non EEA 0-1 Not Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), immunisation - Not applicable - [1d - n/a -
@ EU-EC- ; 09 . Month  |Specified Premature baby (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) PP
o Professional Transplacental - More in ICSR])
5 10009631536
A
ol .
® click or scan |; i Non
[a) 3 07- - AME AME] -
—| 226 g 2021-07 Healthcare Non EEA 1217 Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZIN . RAN [TOZI.N RAN] (8- COVID-19
& EU-EC- L (29 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
o 10009528413 ;
;
click or scan |;
=) — Non . . . . . SPIKEVAX [COVID-19 MRNA VACCINE
‘; 227 . 2021-07- Healthcare Non EEA 12-17 Male Death (n/g - Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of MODERNA (CX-024414)] (S- COVID-19
U-EC- 09 . Years inappropriate age (n/a - Recovered/Resolved - ) . L
y Professional immunisation - Unknown - [n/a - 1{DF} - Unknown])
2 10009321122
g dlick or scan || 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g — 2021-07-|Healthcare 0-1 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
Ql 228 EU-EC. |- 09 Professional EEA Month Male  |Growth retardation (n/a - Fatal - Results in Death), Premature delivery (n/a - Fatal - Results in Death) - Not applicable - [n/a - 1{DF} - Transplacental]),
E 10009320743 [ATENOLOL, ATENOLOL BP] (S- Cardiac valve
£ disease - Not applicable - [n/a - n/a - Oral])
E
=
2 click or scan | &g = Non
3 21(2021-07- 12-17 Cardiomegaly (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pericardial effusion (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B 229 Healthcare ~ [Non EEA Male K . S .
o EU-EC- 08 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
o 10009305404 oressiond
click or scan | T L Non 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
230 221 |2021-06- Healthcare Non EEA Months Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Maternal exposure during breast feeding (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 30 . -2 Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
Professional
10009206279 Years - n/a - Transmammary])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009789688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009747324&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009743215&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009631536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009528413&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009321122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009320743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009305404&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009206279&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Chills (n/a - Not Recovered/Not
click or scan L Resolved - ), Completed suicide (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved - ), ME ME
g 231 i (2021-06- EZ:] thearc Non EEA 12-17 Male Diarrhoea (n/a - Not Recovered/Not Resolved - ), Drug ineffective (n/a - Not Recovered/Not Resolved - Other Medically ;l;r(;fgsationRﬂo[tgozlrizz\;ble _ E}/E\I-]IEZ-COVID-D
g EU-EC- 24 Professional Years Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - ), Feeling abnormal (n/a - Not Recovered/Not Resolved - Intramuscular - MoreIi)rIl) ICSR])
=) 10009129480 ), Headache (n/a - Not Recovered/Not Resolved - ), Hypersomnia (n/a - Not Recovered/Not Resolved - ), Illness (n/a - Not
ﬁ Recovered/Not Resolved - ), Lethargy (n/a - Unknown - ), Pain in extremity (n/a - Unknown - )
[}
® i |
a lick or scan 5021.05. | Heattheare o1 Death (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 232 EU-EC- - 8 Professional Non EEA Month Male  |Medically Important Condition), Meconium aspiration syndrome (n/a - Unknown - Other Medically Important Condition), |immunisation - Not applicable - [1d - n/a -
7] 2 Premature baby (n/a - Unknown - Other Medically Important Condition) Transplacental - More in ICSR])
= 10008822508
&
-gta click or scan : SPIKEVAX [COVID-19 MRNA VACCINE
d al (2021-04- [Healthcare 12-17 . . oo MODERNA (CX-024414)] (S- COVID-19
§ 233 BU-EC- 130 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1 {DF} -
S 10008490019 Unknown])
5}
k| lick
= ik or scan | e 05 502200 Healtheare 1864 Acute respiratory failure (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Headache (n/a - Fatal -[VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Z| 234 EU-EC- . 3 Professional Non EEA Vears Male  [Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Ruptured cerebral aneurysm (n/a - Fatal - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
1; 10013585473 [ Results in Death), Seizure (n/a - Fatal - Results in Death), Subarachnoid haemorrhage (n/a - Fatal - Results in Death) |- Not applicable - [1d - n/a - Intramuscular use])
Ll
g
g — 2022-09-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 235 EU-EC. 53 P . Non EEA Female |Depressed level of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= -EC- | 8 ; rofessional Years n/a - Intramuscular se])
a 10013585303
g lick
click or scan | =g 3
b= — gir} . . . . - 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£ -09- - - - - - - -
% 236 2022-09 Healthgare Non EEA 18-64 Male Decrease(.i appetite (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pollakiuria (n/a - Fatal (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
[ EU-EC- 23 Professional Years Results in Death) n/a - Intramuscular use])
5K 10013585298
g click or scan | ;g : L DOLUTEGRAVIR [DOLUTEGRAVIR] (S- n/a -
e 237 51 2022-09- | Healthcare Non EEA 18-64 Male Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Unknown - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
g EU-EC- 23 Professional Years Death) 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
| 10013584838 (S- n/a - Unknown - [n/a - n/a - Intramuscular use])
[a]
E Atrial septal defect (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac septal hypertrophy (n/a -
= Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiopulmonary failure (n/a - Fatal - Results in Death,
B click or scan | =g ; Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged
g 238 2k (2022-09-|Healthcare Non EEA 18-64 Female Hospitalisation), Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - m‘%&?& B-ﬁg(sv_ Agggyg_?giétzENECA
o EU-EC- | & x |23 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Left ventricular dysfunction (n/a - Fatal - Results in Death, applicable - [n/a - n/a - Intramuscular use])
=2 10013584837 Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), PP
8 Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sinus rhythm (n/a - Fatal - Results
§ in Death, Caused/Prolonged Hospitalisation)
clikorsam 85, 12022-0- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
239 . Non EEA Male  |Cerebrovascular accident (2d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-ECG- | &5 23 Professional Years
10013584836 n/a - Intramuscular use])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009129480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008822508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013585473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013585303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013585298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584836&_xpt=1&_xf=pdf
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EV . Source . . . .
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Date Regulatory
Purposes
Cellulitis (n/a - Unknown - Other Medically Important Condition), Deep vein thrombosis (n/a - Fatal - Results in Death,
~ Caused/Prolonged Hospitalisation, Other Medically Important Condition), Erythema (n/a - Unknown - Caused/Prolonged
o Hospitalisation), Haemorrhage subcutaneous (n/a - Unknown - Other Medically Important Condition), Lung neoplasm
g click or scan | ; .. malignant (n/a - Fatal - Results in Death, Other Medically Important Condition), Melanocytic naevus (n/a - Unknown - ),
S 240 il |2022-09- |Healthcare Non EEA 18-64 Male Metastases to skin (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Neck mass (n/a| COMIRNATY [TOZINAMERAN] (S - COVID-19
i EU-ECG-  |; 23 Professional Years - Unknown - Other Medically Important Condition), Peripheral swelling (n/a - Unknown - Caused/Prolonged Hospitalisation), [immunisation - Not applicable - [n/a - n/a - n/a])
% 10013584521 Pharyngeal erythema (n/a - Unknown - ), Pharyngeal oedema (n/a - Unknown - ), Rash (n/a - Unknown - ), Skin cancer (n/a -
a Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Thrombosis (n/a - Unknown - Other
g Medically Important Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Other
brd Medically Important Condition), Vasculitis (n/a - Unknown - )
=
S . ;
53 dlickor sem | ; 2 15022.09. | Healthcare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
241 By on ‘emale ss of consciousness (n/a - Fatal - Results in Death rolon; ospitalisation - -n/a- own - [n/a -
'5“3 h Non EEA Female |Loss of i n/a - Fatal Caused/Prol Hospitalisati CHADOX1 NCOV-19)] (S- n/a - Unkn n/
> EU-EC- | 23 Professional Years n/a - Intramuscular use])
§ 10013584475
8 click or scan | i
— ol on
&8 5022-09- N Not Not SPIKEVAX [COVID-19 MRNA VACCINE
S| 242 EU-EC- 23 Healthcare Non EEA Specified Specified Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
% 10013584448 Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
<
o Jick :
8 e[ b 2022-09- [Non More Dependence on respirator (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Suspected COVID-19 (n/a - {COVID-19 VACCINE JANSSEN (AD26.COV2.S)
S| 243 EU-EC- 0 Healthcare Non EEA  [than 85 |Male  |Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Life ~ |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
ﬁ 10013584403 : L Professional Years Threatening, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a - n/a])
®
=] IMBRUVICA [IBRUTINIB] (S - Product used for
& click or scan |; bt unknown indication - Drug withdrawn - [n/a - n/a - Oral
g 244 e (2022-09- |Healthcare Non EEA Not Male COVID-19 (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), use]), SPIKEVAX [COVID-19 MRNA VACCINE
% EU-EC- |5 o (23 Professional Specified Immunodeficiency (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - ) MODERNA (CX-024414)] (S- COVID-19
S 10013584347 ; immunisation - Not applicable - [n/a - 1{DF} -
S Intramuscular use])
% click or scan || COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
= = W% |5022-09- |Healthcare 18-64 - [/a - n/a - Intramuscular use]), VAXZEVRIA
=| 245 o : Non EEA Male  |Asthenia (n/a - Fatal - Results in Death) [COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- | g6 23 Professional Years
g : NCOV-19)] (S- n/a - Unknown - [n/a - n/a -
10013584186
g Intramuscular use])
T click or scan || COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
5 glick or scan S | 022.00- Healtheare 1864 - [Va - n/a - Intramuscular use]), VAXZEVRIA
Gl 246 : Non EEA Male  |Asthenia (n/a - Fatal - Results in Death) [COVID-19 VACCINE ASTRAZENECA (CHADOX1
<1 EU-EC- |, 23 Professional Years NCOV-19)] (S- n/a - Unknown - [n/a - n/a -
z 10013584186, Intramuscular usc])
<
ko)
8 dlick or sean 502200 Healtheare 65.85 Cough (n/a - Fatal - Results in Death), Dizziness (n/a - Recovered/Resolved - ), Dysphonia (n/a - Fatal - Results in Death), VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S 247 EU-EC- ) 0L Professional Non EEA Vears Male  [Nasopharyngitis (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ), Vaccination site pain (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
o : Recovered/Resolved - ) n/a - Intramuscular use])
10013584183
dlickor sean | 8 15022.09- | Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
248 EU-EC 03 Professional Non EEA  [than 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
o olessiona Years n/a - Intramuscular use])
10013584181
dlidkorsean |, 3 2022-09- Non Not Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Unknown - Other| SPIKEVAX [COVID-19 MRNA VACCINE
249 | o ¥ h Healthcare ~ [Non EEA .. [Male - - ’ MODERNA (CX-024414)] (S- COVID-19
U-EC- | penee® 23 . Specified Medically Important Condition) L . - _ )
! Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
10013584033 [y

Manual "ICSR Form" req

uest: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584475&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584448&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584403&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584347&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584183&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584181&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013584033&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan | B Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac flutter (n/a - Fatal - Results
el F in Death, Other Medically Important Condition), Chest discomfort (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal ME
g 250 | pupc z 3222-09- Efjg;;ifa] Non EEA 3;?_2 Male |- Results in Death), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Palpitations (n/a mﬁgﬁgﬁ [Tilrcgzamlicabl{:/-xﬁ] d(_S];/gI_)ﬂVI/;]))—W
N i - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - Results in Death, Other PP
o) 10013583914 : 2.
3 Medically Important Condition)
3\ .
9 click or scan | : }
ﬁ 2 2022-09-|Healtheare 18-64 . . COMIRNATY [ TOZINAMERAN] (S - COVID-19
| 251 . Non EEA Male |Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
— EU-EC- L (23 Professional Years Intramuscular usc])
3 10013583669 i
g
8 Jick -
g ciecorsal | 5 B | 02200 [Non Not [Nt SPIKEVAX [COVID-19 MRNA VACCINE
Bl 252 . Healthcare Non EEA . .. |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
3 EU-EC 23 Professional Specified Specified rophylaxis - Not applicable - [n/a - 1{DF} - n/a])
§ 10013583667 ; prophy PP
8 .
& lick or sean (5 5022.09. | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
B 253 EU-EC 3 Professional Non EEA  [than 85 |Female |Respiratory distress (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- .3mL -
3 _EC-
%5 10013583596 Years Intramuscular use])
=}
© click or scan | = | Cardlf)—'r&splratory arrest (n/a - Fatal - Results in Death, Caused/Prplonged HOSpltallsatIOI-l,' Other Me(%lcally Important SPIKEVAX [COVID-19 MRNA VACCINE
o e Condition), Haemorrhage subcutaneous (n/a - Unknown - Other Medically Important Condition), Hepatic steatosis (n/a -
5 41 |2022-09- | Healthcare 18-64 1o X S ; MODERNA (CX-024414)] (S- COVID-19
254 . Non EEA Male  [Unknown - ), Ketoacidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . .
3 EU-EC- 23 Professional Years . . n . - . prophylaxis - Not applicable - [1d - 1{DF} -
i 10013583475 Condition), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Subarachnoid haemorrhage Intramuscular use])
g (n/a - Unknown - Other Medically Important Condition)
& dlick or sean | 3 12022-09- Healthare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 255 : Non EEA Female |[Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
€ EU-EC- ok 23 Professional Years a - Intramuscular se))
& 10013583396
o)
§ |aorsn
click or scan |
g 2022-09- |Healthcare 65-85 ) ) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 256 : Non EEA Male [Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
c EU-EC- 23 Professional Years n/a - Intramuscular use])
g 10013583175
S
2 dlickor scan | 2 102200 Non Not SPIKEVAX [COVID-19 MRNA VACCINE
=| 257 1 Y Healthcare Non EEA .. |Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
Z EUEC 132 % (23 Professional Specified prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o 10013583128
=
5 SPIKEVAX [COVID-19 MRNA VACCINE
% MODERNA (CX-024414)] (S- COVID-19
g prophylaxis - Not applicable - [1d - .25mL -
5 click or scan . Intramuscular use]), [BUDESONIDE, FORMOTEROL
258 2022-09- Healthcare Non EEA 13-64 Male |Death (1d- Fatal - Results in Death, Other Medically Important Condition) FUMARATE DIHYDRATE, FORMOTEROL
EU-EC- BT 123 Professional Years FUMARATE, BUDESONIDE] (S- Asthma - Unknown|
10013582838 - [n/a - n/a - Inhalation use]), [CLOZAPINE] (S-
Product used for unknown indication - Unknown - [n/a
- n/a - n/a]), [DIMETICONE] (S - Product used for
unknown indication - Unknown - [n/a - n/a - n/a])
dlick or scan | potobkiils s 02209 |Fealtheare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
259 : Non EEA Female |Acute respiratory failure (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- = x (23 Professional Years
10013582049 Intramuscular usc])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583669&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583475&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583396&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583175&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013583128&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013582838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013582049&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVIIJUE:I))C::'] ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
lick or scan | 5 : P © CCINE
g 21 (2022-09- Non 18-64 Cytokine storm (n/a - Unknown - Other Medically Important Condition), Inflammation (n/a - Unknown - ), Myocardial TKEVAX [COVID-19 MRNA VA
% | rurc 23 Healthcare —[Non EEA I o Female |, e ion (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S - COVID-19
N 1 Professional Y imp! prophylaxis - Unknown - [n/a - 1{DF} - n/a])
o 10013581846
$ click or scan || COMIRNATY [TOZINAMERAN] (S - Product used
% E— 2022-09- Non Not for unknown indication - Not applicable - [n/a - 1 {DF}
of 261 EU-EC- 3 Healthcare Non EEA Specified Male  |Carditis (n/a - Fatal - Results in Death, Other Medically Important Condition) - n/a]), SPIKEVAX [COVID-19 MRNA VACCINE
3 10013581814 . Professional MODERNA (CX-024414)] (S- COVID-19
g prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
9 lick [ COMIRNATY [TOZINAMERAN] (S- Product used
g clekorsean i 5022-09 Non Not for unknown indication - Not applicable - [n/a - 1 {DF}
8| 262 BU-EC- ¥ 3 ™" |Healthcare Non EEA S[;)eciﬁ ed Male  |Carditis (n/a - Fatal - Results in Death, Other Medically Important Condition) - n/a]), SPIKEVAX [COVID-19 MRNA VACCINE
§ 10013581814 . Professional MODERNA (CX-024414)] (S- COVID-19
prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@
3 .
& lick or sean 502200/ Non N SPIKEVAX [COVID-19 MRNA VACCINE
B| 263 ~”"|Healthcare Non EEA ot Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
p EU-EC 23 Professional Specified rophylaxis - Not applicable - [/a - 1 {DF} - n/a])
£ 10013581444 prophy pp
=}
u lick HUMIRA [ADALIMUMARB] (S - Rheumatoid arthritis
8 clckorscan |, $ |5002-09. [Non More -n/a- [n/a - n/a - Subcutaneous use]), SPTKEVAX
‘% 264 EU-EC- : 53 ~”"|Healthcare Non EEA  |than 85 |Female |Guillain-Barre syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) [COVID-19 MRNA VACCINE MODERNA (CX-
< 10013581206 ; Professional Years 024414)] (S- COVID-19 immunisation - Not
g applicable - [n/a - 1{DF} - Intramuscular use])
& dlick or sean | AT 1861 ot SPIKEVAX [COVID-19 MRNA VACCINE
‘E| 265 EU-EC- ¥ (5s Healthcare Non EEA v .. |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
! A ears |Specified i i
% 10013581112 Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o)
‘; HUMIRA [ADALIMUMAB] (S - Rheumatoid arthritis
g - Unknown - [n/a - n/a - n/a]), SPIKEVAX [COVID-19
B MRNA VACCINE MODERNA (CX-024414)] (S-
g COVID-19 immunisation - Not applicable - [n/a -
g 1{DF} - Intramuscular use]), [A/HONG
g KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
T . ] KONG'4801/2014, X-263B), B/BRISBANE/60/2008-
g click or scan |; a3 Non LIKE STRAIN (B/BRISBANE/60/2008, WILD
%! 266 3o 2022-09-| yelthcare  [Non EEA [N IMale Lung disorder (n/a - Fatal - Results in Death, Other Medically Important Condition) TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09-
= BU-EC |3 e (23 Professional Specified DERIVED STRAIN USED (NYMC X-181), AHONG
< 10013580822 KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
B KONG4801/2014, X-263B), B/BRISBANE/60/2008-
B LIKE STRAIN (B/BRISBANE/60/2008, WILD
g TYPE), AMICHIGAN/45/2015 (HIN1)PDM09-LIKE
¢] STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
INFLUENZA VACCINE] (S - Product used for
unknown indication - Unknown - [n/a - 1{DF} - n/a])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
click or scan || NCOV-19) [COVID-19 VACCINE AST RAZENECA
2022-09- |Healthcare 65-85 COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug interaction (n/a - Unknown - (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
267 | EUEC- 23 Professional Non EEA Years Female ), Vaccination failure (n/a - Unknown - ) - Unknown - [n/a - n/a - n/a)), RITUXIMAB
10013580579| & > [RITUXIMARB] (I - Rheumatoid arthritis - Unknowq -
[n/a - n/a - n/a]), [PREDNISOLONE] (I - Rheumatoid
arthritis - Unknown - [n/a - n/a - Oral use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013581846&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013581814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013581814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013581444&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013581206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013581112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013580822&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013580579&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ELFHRAE
~ _ 9022-09- | Healthcare Not SPIKEVAX [COVID-19 MRNA VACCINE
| 268 EU-EC- : : 23 Professional Non EEA Specified Male  |Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
g 10013580480 i immunisation - Not applicable - [n/a - 1{DF} - n/a))
o
N
W click or scan | s Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 269 2022-09- Healthcare Non EEA Not Female Appetite disorder (n/a - Unknown - ), Arthropathy (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Ill-defined  |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
— EU-EC- 23 . Specified disorder (n/a - Unknown - ) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
3 10013580378 Professional n/a])
&
§- click or scan
£ e Non . ) . . SPIKEVAX [COVID-19 MRNA VACCINE
3| 270 ; 2022-09- Healthcare Non EEA Not  |Female Bralp neoplasm (n/a - Unkpg\xn - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other MODERNA (CX-024414)] (S- COVID-19
d EU-EC- I 1123 . Specified Medically Important Condition) . .
§ 10013580105| & 5 Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
8 .
= dlick or scan | 5022.09. | Healtheare Not SPIKEVAX [COVID-19 MRNA VACCINE
B 271 EU-EC- 3 Professional Non EEA Specified Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
2 10013579991 i prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
S
d
g click or scan | s Non SPIKEVAX [COVID-19 MRNA VACCINE
5 2022-09- Not . . . . MODERNA (CX-024414)] (S- COVID-19
5 R -
3 272 EU-EC- 53 Efgg;:ifsa] Non EEA Specified Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} - n/a -
% 10013579989 More in ICSR])
[a)
— IMBRUVICA [IBRUTINIB] (S - Chronic lymphocytic
g click or scan || leukaemia - Not applicable - [116d - 420mg - Oral
E 2022-09- Non 18-64 Death (1d - Fatal - Results in Death, Other Medically Important Condition), Lymphadenopathy (n/a - Unknown - ), Pain in[use]), SPIKEVAX [COVID-19 MRNA VACCINE
£ 23 | pugrc 23 Healthcare — INon EEA | o [Male i3 (/2 - Not Recovered/Not Resolved - ) MODERNA (CX-024414)] (S- COVID-19
<) 10013578994/ = Professional immunisation - Not applicable - [n/a - 1{DF} -
‘; Intramuscular use])
< clersm | FEE | 00 Healtheae 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
g 274 EU-EC- ; . 3 Professional Non EEA Vears Female |Hypertension (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
S 10013578638 4 Intramuscular usc])
2
£ click or scan | : COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in MERAN ME
g 275 i (2022-09- E::lthcare Non EEA 18-64 Male Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - msation . N()El;ozl[ii\;ble -1 d-]ng: COVID-19
£ EU-EC- 23 P : Years Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically PP
= rofessional ? . Intramuscular use])
B 10013578016 Important Condition)
z lick ”
g SO R ) 09- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Ol 276 EU-EC- : 5 Professional EEA Vears Female [COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10013576285 - Not applicable - [1d - .5mL - Intramuscular use])
dlick or scan Acute myocardial infarction (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Chills (n/a -
R 7 More Unknown - ), Coronary artery stenosis (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Feeling cold
77 | e y: 202205 Efjg;;ffa] Non EEA  |than 85 [Female |(n/a - Unknown - ), Gait inability (n/a - Unknown - ), Headache (/a - Fatal - Results in Death), Nausca (n/a - Fatal - mgﬁg: [ggim‘lidc‘ambﬂ:’_\g]/f ;g‘?\:/g)l 9
10013575963 H Years Results in Death), Pyrexia (n/a - Fatal - Results in Death), Stress (n/a - Fatal - Results in Death), Ventricular fibrillation PP
(n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013580480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013580378&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013580105&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013579991&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013579989&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013578994&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013578638&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013578016&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013576285&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013575963&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; ME
g 278 2022-09- gg:hhcare Non EEA 18-64 Male Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Joint swelling (n/a - Fatal - Results in Death, mﬁ:ﬁgg [I:Ircft)zaINlicable - 1] d(_SI;/S_)VIDlg
< EU-EC- 22 Professional Years Caused/Prolonged Hospitalisation) I ul PP
Py 10013575139 rofession: ntramuscular use])
o
<
g click or scan | e ! Arrhythlflia (n/a - Fatal - Results in Death, Other M&x.iically Important Cbnflition), Cardiac hypeﬁ;gphy (n/a - Fatal -
®| 24 (2022-09-|Healthcare 18-64 Result.s .m .Death 5 Myocardms (n/a - Fatal - Results‘ in Death, Other Medmally IIK]POI’taIlt Condition), Phy§1cal COMIRNATY [TOZINAMERAN] (S- COVID-19
Q127 | puEc 0 Professional |VOmEEA |, [Male | deconditioning (n/a - Unknown - ), Pulmonary congestion (n/a - Unknown - Other Medically Important Condition), immunisation - Not applicable - [1d- n/a - n/a])
z 10013575098 Pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition)
g
8 Jick -
o clekorsean | =4 B |202.00- | Healtheare 1864 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Embolism (n/a - Fatal - Results in Death, |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8| 280 BU-EC- 2 Professional Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
§ 10013574971 Condition) - Intramuscular use])
@
% click or scan | - Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Dermatomyositis (n/a - Fatal -
S| 281 21 (2022-09- Healthcare Non EEA 18-64 Female Results in Death, Other Medically Important Condition), Interstitial lung disease (n/a - Fatal - Results in Death, Other ~|TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- 22 Professional Years Medically Important Condition), Pyrexia (n/a - Unknown - ), Type 1 diabetes mellitus (n/a - Fatal - Results in Death, Other immunisation - Not applicable - [n/a - n/a - n/a))
_‘g 10013574888 Medically Important Condition)
d
g click or scan | e T
5 A (2022-09-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
5
; - - ) . S
83 282 EU-EC- | 3§ 22 Professional EEA Years Female |COVID-19 (w/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular use])
o ;
8 10013574416,
[a)
& click or scan |; -
[} il 2022-09- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
= A - - B - -
% 283 EUEC. |k ” Professional EEA Vears Female |Pneumonia (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) - 3mL - Subeutancous use])
10013574414
g
% click or scan | =g = More COVID-19 MRNA VACCINE MODERNA (CX-
> 284 2022-09- | Healthcare EEA than 85 |Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
e EU-EC- o (22 Professional Years Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
g 10013573563 applicable - [1d - 1{DF} - Intramuscular use])
s
D l k -
2 e A . o , VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 2022-09- |Healthcare 18-64 Fatigue (n/a - Unknown - ), Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death, Caused/Prolonged L /e _ _
£(285| g ! Non EEA Male e e ) X (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a
3 U-EC- (22 Professional Years Hospitalisation), Night sweats (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) R
21 |i0013572683 wa - Intramuscular se])
=
2 lick
3 CCLoLsan | g 8 [2022.09. | Healtheare 1864 JCOVDEN [COVID-19 VACCINE JANSSEN
S 286 EU-EC- 2 Professional EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (AD26.COV2.9)] (S- COVID-19 prophylaxis - Not
O 10013572290 applicable - [n/a - n/a - n/a])
Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Bronchiectasis (n/a - Unknown -
click or scan | =g : More Caused/Prolonged Hospitalisation), Diffuse alveolar damage (n/a - Fatal - Results in Death, Caused/Prolonged
287 2022-09- |Healthcare Non EEA  |than 85 |Female Hospitalisation), Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung opacity =~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- ¥ (22 Professional Vears (n/a - Unknown - Caused/Prolonged Hospitalisation), Moaning (n/a - Unknown - Caused/Prolonged Hospitalisation), Oxygen |immunisation - Not applicable - [n/a - n/a - n/a])
10013571492 saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Rales (n/a - Unknown - Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013575139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013575098&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013574971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013574888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013574416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013574414&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013573563&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013572683&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013572290&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013571492&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; MERAN]
Q| 288 2022-09-|Healtheare | ppy [Nt Not i (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ), Sepsis (n/a - Fatal - Results in Death) mﬁ:ﬁgg [I:Ircft)zaglicable - [ld(—S éﬁ\fn)lg
< EU-EC- 22 Professional Specified Specified ’ > ’
) Intramuscular use])
o 10013571130
i
9 click or scan | :
® al (2022-09-|Healthcare 18-64 - . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - ) . S .
=l EU-ECG- |8 (22 Professional Non EEA Years Female (Myocarditis (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
3 10013571056
£
§- click or scan |
=4 el F Y : Non . . . s SPIKEVAX [COVID-19 MRNA VACCINE
3| 290 al 2022-09- Healthcare Non EEA Not  |Female Deat.h (1d - Fatal - Result§ in Death, Other Medically Important Condition), Feeding disorder (n/a - Unknown - Other MODERNA (CX-024414)] (S- COVID-19
d EU-EC- 22 . Specified Medically Important Condition) . o .
Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
10013571036
@
% click or scan | ; i
= al 2022-09- | Healthcare 18-64 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
k= : - - ) . o .
S 1 EU-EG | & B 22 Professional Non EEA Years Male  (Myocarditis (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
£ 10013571006 :
=}
m
8
5 click or scan ; COVID-19 VACCINE JANSSEN (AD26.COV2.S)
A 23 |2022-09-|Non 18-64 [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
gl 292 | EUEC LE (22 Healthcare  |Non EEA  |Years |Female (Death (n/a- Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
[s] 10013570630 Professional n/a])
5
g
;
’g, dlickcor scan |, 502209 | Healtheare ot SPIKEVAX [COVID-19 MRNA VACCINE
293 . Non EEA .. _|Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
¢ EU-EC- 22 Professional Specified ; .
g 10013570590/ 2 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
®
% Altered state of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
8 Important Condition), Atonic seizures (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling),
[a) Bacteraemia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Bronchiolitis (n/a -
E Unknown - Other Medically Important Condition), Depressed level of consciousness (n/a - Unknown - Caused/Prolonged
= dlick or scan || Hospitalisation, Other Medically Important Condition), Disease recurrence (n/a - Unknown - Caused/Prolonged
E el : 5022-09- | Healthcare 65-85 Hospitalisation), Dysphagia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Fall (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
£ 294 EU-EC- : 5 Professional Non EEA Vears Male  [Unknown - Caused/Prolonged Hospitalisation), General physical condition abnormal (n/a - Unknown - ), Hypoxia (n/a - immunisation - Not applicable - [1d - n/a -
o 10013570030 Unknown - Other Medically Important Condition), Mobility decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), |Intramuscular use])
=2 Muscular weakness (n/a - Unknown - Caused/Prolonged Hospitalisation), Neuropathy peripheral (n/a - Unknown - Other
8 Medically Important Condition), Nutritional condition abnormal (n/a - Unknown - Other Medically Important Condition),
S Pneumonia (n/a - Unknown - Other Medically Important Condition), Pneumonia aspiration (n/a - Fatal - Results in Death,
o Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pyrexia (n/a - Unknown -
Caused/Prolonged Hospitalisation), Speech disorder (n/a - Unknown - )
click or scan | =g = Cardio-respiratory arrest (33h - Fatal - Results in Death, Other Medically Important Condition), Cyanosis (1d - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
205 et (2022-09- |Healthcare Non EEA 18-64 Male Results in Death), Hypoxia (33h - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - MODERNA (CX-024414)] (S- COVID-19
EU-EC- o (22 Professional Years Unknown - Other Medically Important Condition), Pyrexia (33h - Fatal - Results in Death), Respiratory arrest (n/a - Fatal |prophylaxis - Not applicable - [n/a - .25mL -
10013570012 - Results in Death, Other Medically Important Condition), Tachypnoea (9h - Fatal - Results in Death) Intramuscular use])
296 2022-09- |Healthcare Non EEA 18-64 Female Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | 22 Professional Years Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - ) immunisation - Not applicable - [1n/a - n/a - n/a])
10013569795



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013571130&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013571056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013571036&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013571006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013570630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013570590&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013570030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013570012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013569795&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Adrenal
~ insufficiency (n/a - Unknown - Other Medically Important Condition), Anaemia (n/a - Unknown - Caused/Prolonged
o Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
g Important Condition), Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Q Condition), Diarrhoea (4d - Recovered/Resolved - ), Encephalopathy (n/a - Fatal - Results in Death, Caused/Prolonged
ﬁ click or scan || Hospitalisation, Other Medically Important Condition), Haemolysis (n/a - Unknown - Caused/Prolonged Hospitalisation,
% - : 2022-09-|Healthcare 18-64 Other Medically Important Condition), Hypofibrinogenaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), SPIKEVAX [COVID-19 MRNA VACCINE
al 297 BU-EC- ; » Professional Non EEA Years Male  [Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypothermia (n/a - Unknown - Caused/Prolonged MODERNA (CX-024414)] (S- COVID-19
g 10013568472 Hospitalisation, Other Medically Important Condition), Kaposi's sarcoma (n/a - Unknown - Caused/Prolonged Hospitalisation, |prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
brd Other Medically Important Condition), Liver injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically
5 Important Condition), Malaise (4d - Recovered/Resolved - ), Mycobacterium avium complex infection (n/a - Unknown -
@' Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (4d - Recovered/Resolved - ), Respiratory
-5“3 failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Shock (n/a
: - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia
§ (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
o .
= dlick or sean 502200/ Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
S| 298 EU-EC 10, 2 Healthcare EEA Vears Male |Interstitial lung disease (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - Not
S -EC- . : i - - i
> 10013567753 Professional applicable - [n/a - 1{DF} - Intramuscular use])
g
'Z: click or scan | s L Non SPIKEVAX [COVID-19 MRNA VACCINE
2| 290 2 (2022-09- Healthcare  |EEA 18-64 Male COVID-19 immunisation (0d - Fatal - Results in Death), Myocarditis (Od - Fatal - Results in Death), Ventricular MODERNA (CX-024414)] (S- COVID-19
‘% EU-EC- 22 Professional Years fibrillation (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
o 10013567479 olessiona Intramuscular use])
®
2 lick
= click or scan | ; MRN CCINE
3 2022-09-|Healthcare 18-64 Cytokine storm (n/a - Unknown - Other Medically Important Condition), Death (10d - Fatal - Results in Death, Other SPIKEVAX [COVID-19 A VA
| 300 ; Non EEA Male " . MODERNA (CX-024414)] (S- COVID-19
g EU-EC- | 3 21 Professional Years Medically Important Condition) . .
prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
& 10013567311
g COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
% i - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
%‘ click or scan | g % |5022-09- | Healthcare 18-64 Back pain (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
% . EU-EC R 21 Professional Non EEA Years Fermale Fatal - Results in Death), Somnolence (/a - Fatal - Results in Death), Tachycardia (v/a - Fatal - Results in Death), E;ﬁ/;&gj\%n%‘;n&%fé%z- ;’Ig(r)alr)nl]jscclléﬂgr IuNse\]/l)éRO
- s v _ _ . , . _ B . -2, ,
g 10013566398 Tachypnoea (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) CELLS INACTIVATED] (S- n/a - Unknown - [n/a -
8 n/a - n/a])
£
S COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
g click or scan || - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
= e | 2022-09-|Healthcare 18-64 Back pain (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
_'Q>'. 302 EU-EC- 51 Professional Non EEA Vears Female |Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in Death), (S- n/a - Unknown - [1d - n/a - Intramuscular use]),
7 10013566398 Tachypnoea (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) [SARS-COV-2, STRAIN CZ02, PRODUCED IN VERO
g CELLS, INACTIVATED] (S- n/a - Unknown - [n/a -
5 n/a - n/al)
dlick or sean 5022-09- Non 18-64 Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhage 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
303 EU-EC- i 51 Healthcare Non EEA Vears Male |intracranial (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis with thrombocytopenia (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10013564690 : Professional syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) n/a - Intramuscular use])
click or scan | I:S L COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
A 2022-09- | Healthcare 65-85 . . . . - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
; R - Results in Death) B
304 EU-EC- 21 Professional Non EEA Vears Male  |Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
10013564678 (S- n/a - Unknown - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013568472&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013567753&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013567479&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013567311&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013566398&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013566398&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013564690&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013564678&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | L COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
N A 2022-09- | Healthcare 65-85 . . ) . - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
IN] ' R _ B
S 305 EU-EC- 21 Professional Non EEA Vears Male  |Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
g 10013564678 (S- n/a - Unknown - [n/a - n/a - Intramuscular use])
<
3\ .
g lick or scan | ; Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
© A 2022-09- 18-64 Cardiac failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Peripheral
0| 306 Healthcare Non EEA Female . A . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
— EU-EG |5 21 : Years swelling (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary hypertension (n/a - Fatal - Results in Death)
Professional n/a - Intramuscular use])
3 10013564676
£
&
% click or scan i ] o ) ) SPIKEVAX [COVID-19 MRNA VACCINE
| 307 ; 2022-09- Healthgare Non EEA 18-64 Male Cardio-respiratory arrest (n/a - Unknf)\'m - Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - MODERNA (CX-024414)] (S- COVID-19
§ EU-EC- et 2] Professional Years Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death) prophylaxis - Unknown - [n/a - 1 {DF} - n/a])
10013564450
3
s
2 dlick or sean (5 : Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2 308 ! 1 12022-09- Healthcare EEA 65-85 Male Recurrent cancer (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
S EU-EC- | 55 21 : Years Renal disorder (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
2 > a Professional - n/a - Intramuscular use])
u 10013564121
g
‘% click or scan |4 More
S| 309 2022-09-|Healtheare —pp o than 85 |Female |General physical health deterioration (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
© EU-EC- 21 Professional immunisation - n/a - [n/a - n/a - Intramuscular use])
[a} . Years
= 10013563952
3
= click or scan | g : More COMIRNATY [TOZINAMERAN] (S - Immunisation -|
21 (2022-09- | Healthcare . o . /a- [n/a- 1{DF} - n/a]), COMIRNATY
; - - X - - L
§ 310 EU-EC- 01 Professional EEA %1:;11_55 Female [COVID-19 (15d - Fatal - Results in Death), Vaccination failure (14d - Fatal - Results in Death) [TOZINAMERAN] (S- Tmmunisation - n/a - [n/a -
§ 10013563826, ;i 2{DF} - n/a])
? click or scan |
2022-09- Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - X - -
g 311 EU-EC- 51 Professional EEA Vears Female [COVID-19 (21d- Fatal - Results in Death), Vaccination failure (21d - Fatal - Results in Death) n/a - [n/a - 2{DF} - n/a])
= 10013563721 3
2
= click or scan |; o COVID-19 VACCINE JANSSEN (AD26.COW2.5)
E 312 1 (2022-09- Healthcare Non EEA 18-64 Male Arrhythmia (n/a - Fatal - Results in Death), Arterial occlusive disease (n/a - Fatal - Results in Death), Autopsy (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= EU-EC- 21 Professional Years Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death) |Product used for unknown indication - Not applicable -
o 10013563618 [n/a - n/a - Intramuscular use])
ko)
B click or scan || Asthenia (n/a - Fatal - Results in Death, Other Medically Important Condition), Bed rest (n/a - Fatal - Results in Death,
B el B & 5022-09- Non More Other Medically Important Condition), Decreased appetite (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
3| 313 EU-EC- : 51 Healthcare EEA than 85 [Female |Condition), Nausea (n/a - Fatal - Results in Death, Other Medically Important Condition), Vertigo (n/a - Fatal - Results in [immunisation - Not applicable - [1d - 1 {DF} -
2 Professional Years Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death, Other Medically Important Intramuscular use])
10013563229, i
Condition)
click or scan | % More
BE- 2022-09- Healthcare than 85 COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in COMIRNATY (TOZIN . | (S- COVID-19
314 i . EEA an Female PRTIY: immunisation - Not applicable - [21d - 1 {DF} -
EU-EC- 21 Professional Y Death, Caused/Prolonged Hospitalisation)
10013563226 n Intramuscular usc])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013564678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013564676&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013564450&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013564121&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013563952&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013563826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013563721&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013563618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013563229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013563226&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Date Qualification Regulatory Group Route])
Purposes
click or scan |
N 2022-09- |Healthcare 18-64 Haematuria (n/a - Fatal - Results in Death), Haemolytic anaemia (n/a - Fatal - Results in Death), Thrombotic COMIRNATY [TOZINA.‘MERAN] (8- COVID-19
o 315 . EEA Female . X immunisation - Not applicable - [1d - 1{DF} -
I EU-EC- 21 Professional Years thrombocytopenic purpura (n/a - Fatal - Results in Death)
) Intramuscular use])
o 10013563155 :
N
% lick or scan (e 5022-09- Non 65-85 Acute myocardial infarction (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Dyspnoea (n/a - mﬂﬁgﬁ [I;l;aO_Z[IEa - 1{DF} _] Sa_])a) MID-19
0| 316 Healthcare EEA Male |Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Heart rate irregular (n/a - Fatal - Results in Death), .
— EU-EC- ! 21 . Years . . p D " COMIRNATY [TOZINAMERAN] (S- COVID-19
3 10013562014 Professional Labile blood pressure (n/a - Fatal - Results in Death), Weight bearing difficulty (n/a - Fatal - Results in Death) immunisation - n/a - [1/a - 2{DF} - n/a])
g
é— lick
click or scan | s
£l 2022-09- | Healtheare | oo (1864 |\ [Brain injury (a - Fatal - Results in Death), Dyspepsia (n/a - Unknown - ), Myocardial infarction (14d - Fatal - Results in ﬁéﬁm%?_’gﬁ 4“)11] “(SJ/_*(;ISWOCIDI NS
d EU-EC- 21 Professional Years Death), Renal injury (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Other Medically Important Condition) hylaxis - N licable - [n/a - 1 {DFY - 1/
§ 10013560746 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@
% click or scan |
S| 318 2022-09- |Healthcare EEA Not Male Bronchial haemorrhage (n/a - Fatal - Results in Death), Bronchitis (n/a - Fatal - Results in Death), Tracheal haemorrhage|COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
S EU-EC- 21 Professional Specified (n/a - Fatal - Results in Death), Tracheal inflammation (n/a - Fatal - Results in Death) - n/a - n/aJ)
<
5 10013560385
=}
m
5 2022-09- | Healthcare 65-85 S . ‘1 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
5
; - - X - -
3 319 EU-EC- 51 Professional EEA Vears Female |Cardiac failure acute (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death) - n/a - n/a])
% 10013560383
[a)
& click or scan | =
o] 320 et (2022-09- |Healthcare EEA 65-85 Female Fall (n/a - Fatal - Results in Death), Head injury (n/a - Fatal - Results in Death), Hypothermia (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [n/a
1S EU-EC- ) e (21 Professional Years Death) - n/a - Intramuscular use])
& 10013560380
o)
S
% dlick or scan | e VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 321 2022-09- | Healthcare EEA 65-85 Male Foreign body in respiratory tract (n/a - Fatal - Results in Death), Giant cell arteritis (n/a - Fatal - Results in Death), (CHADOXI NCOV-19)] (S- n/a - n/a - [n/a - n/a -
e EU-EC- 21 Professional Years Lymphocytic infiltration (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death) al)
g 10013560351
s
% click or scan |
£ ¥ 2022-09- |Healthcare 65-85 Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Nausea (n/a |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
§ 322 EU-EC- 21 Professional EEA Years Female - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) - n/a - Intramuscular Lse])
[}
o 10013560349
=
B click or scan |
2022-09- |Healthcare 18-64 . . . . . COMIRNATY [TOZINAME] S-n/a-n/a-[n/a
% 323 EU-EC- 51 Professional EEA Vears Male  |Cardiogenic shock (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death) - In tramusE; ar use]) RANJ ( [
S 10013559345
Apnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac death (n/a - Fatal - Results in Death), Chest pain (n/a
click or scan | - L - Unknown - Caused/Prolonged Hospitalisation), Dependence on respirator (n/a - Unknown - Caused/Prolonged
324 i (2022-09- |Healthcare EEA 18-64 Male Hospitalisation), Livedo reticularis (n/a - Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - JCOVDEN [COVID-19 VACCINE JANSSEN
EU-EC- 20 Professional Years Unknown - Caused/Prolonged Hospitalisation), Mydriasis (n/a - Unknown - Caused/Prolonged Hospitalisation), Peripheral (AD26.COV2.9)] (S-n/a-n/a- [n/a - n/a- n/a])
10013553498 circulatory failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Pupillary reflex impaired (n/a - Unknown -
Caused/Prolonged Hospitalisation), Ventricular fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013563155&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013562014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013560746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013560385&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013560383&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013560380&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013560351&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013560349&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013559345&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013553498&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S- COVID-19
~ immunisation - Not applicable - [1d - 1{DF} -
o click or scan | =o Intramuscular use]), [FERRIC CARBOXYMALTOSE,
N 1 (2022-09- |Healthcare 65-85 - . . T IRON] (S- Iron deficiency anaemia - Not applicable -
| 325 EU-EC- AP Professional EEA Vears Male  |Toxic epidermal necrolysis (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) [1d- 1 {DF} - Intravenous usc]),
i 10013552161 [PHENOXYMETHYLPENICILLIN,
% PHENOXYMETHYLPENICILLIN BENZATHINE]
a (S- Splenectomy - Dose not changed - [n/a - n/a - n/a]),
3 click or scan T
£ 51 2022-09-|Healtheare 65-85 . COMIRNATY [ TOZINAMERAN] (8- COVID-19
S| 326 : EEA Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
=3 EU-EC- 20 Professional Years Intramuscular usc])
= 10013552048
k)
§ click or scan | More
2022-09- | Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
% 327 EUEC. | E 50 Professional EEA g(lan 85 |Female [Pulmonary embolism (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
S 10013551909 ; cars
2
Z .
= click or scan | - : Non
o 128 ; 2d (2022-09- Healthcare Non EEA Not Male Abdominal pain upper (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Interchange of vaccine products (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o EU-EC- 20 . Specified Fatal - Results in Death), Off label use (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
] Professional
S 10013551899
ﬁ Abdominal pain (n/a - Unknown - ), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important
g click or scan | BV 2] Condition), Diarrhoea (n/a - Unknown - ), Haemorrhagic ascites (n/a - Unknown - Other Medically Important Condition),
= e | R 2 19022-09- | Healtheare 65-85 Intestinal ischaemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Intestinal perforation (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
5| 329 X . Non EEA Male  |Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important immunisation - Not applicable - [n/a - n/a -
T EU-EC- x 20 Professional Years . P . R . . ; _ . .
= 10013550825 Condition), Obstructive airways disorder (n/a - Unknown - ), Pneumatosis (n/a - Fatal - Results in Death), Pneumatosis Intramuscular use])
% intestinalis (n/a - Fatal - Results in Death, Other Medically Important Condition), Septic shock (n/a - Fatal - Results in
g Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Tenderness (n/a - Unknown - )
‘; click or scan Cardiac failure (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiomegaly (2d - Fatal - Results in
e Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Not Recovered/Not Resolved - Caused/Prolonged
2| 330 EU-EC- 3822-09- E:(?i‘g;sci?)rgal EEA i{i-a?‘s‘ Female |Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Mitral valve disease _CS/I;/I_H:]/I\;‘]A;TY [TOZINAMERAN] (S-n/a- n/a- [n/a
= 10013549593 TS mixed (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Multiple sclerosis (2d - Not Recovered/Not
§ Resolved - Caused/Prolonged Hospitalisation)
s
[a]
2
= click or scan
in. ; - - - - A \/ E - - -
=1 331 EU-EC- 2022-09 Healthc-are EEA 65-85 Male  |Acute myocardial infarction (n/a - Fatal - Results in Death), Pumonary oedema (n/a - Fatal - Results in Death) COMIRNATY [TOZIN; RAN] (S-n/a-na-[na
iS 20 Professional Years - n/a - n/aJ)
o 10013548768
ko)
kol
5
© =
click or scan | . : Non COVID-19 VACCINE JANSSEN (AD26.COW2.5)
i 12022-09- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - - :
332 EU-EC- 20 Eﬁ;}slscj?)r;al Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
10013548693 n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013552161&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013552048&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013551909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013551899&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013550825&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013549593&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013548768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013548693&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
~ Medically Important Condition), Chest discomfort (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
o Hospitalisation, Disabling, Other Medically Important Condition), Coagulopathy (n/a - Fatal - Results in Death, Life
g Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Embolism (n/a - Fatal -
=) click or scan | - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
ﬁ 133 i (2022-09- |Healthcare Non EEA 18-64 Female Hemiplegia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% EU-EC- 20 Professional Years Important Condition), Platelet count decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
a 10013547415 Hospitalisation, Disabling, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life
= Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Thrombocytopenia (n/a -
§ Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
5 Condition), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
@' Other Medically Important Condition)
-§. click or scan | MRN.
2022-09- |Healthcare More Asthma (104d - Fatal - Results in Death), Decreased appetite (104d - Fatal - Results in Death), Pneumonia (104d - Fatal SPIKEVAX [COVID-19 MRNA VACCINE
334 EU-EC % Professional Non EEA  |than 85 |Female Results in Death. Caused/Proloneed Hositalisation). Pyrexia (104d - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
3 10013-546;;08 rofessional Vears - Results in Dea used/Prolonged Hospitalisation), Pyrexia ( - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
s
'{>§ click or scan | s :
< A1 | 2022-09- | Healthcare 65-85 . . s . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - ) oo
E 335 EU-EC- 19 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immmisation - 1/a - [1va - 1v/a - Intramuscular se])
o 10013545489
(&)
3 .
click or scan —J
| # 2022.00- Healthcare |\ o [18:64 |\ |Cererovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Dizziness (w/a - Fatal - m]?gﬁg: [T\Tkgzam licablz’_\g]/f ;]2(3\/[1)19
[a EU-ECG- | &2 19 Professional Years Results in Death), Fall (n/a - Fatal - Results in Death) PP
= 10013543794 ntramuscular use])
o
g
% lick or scan P 2022-09- | Healthcare 18-64 C-reactive protein increased (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
5| 337 . Non EEA Male  |Condition), Physical deconditioning (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - |. P .
g EU-EC- 19 Professional Years . . .. immunisation - Not applicable - [1d - n/a - n/a])
Results in Death, Other Medically Important Condition)
% 10013543318
>
z click or scan | s
2022-09- |Healthcare Not SPIKEVAX [COVID-19 MRNA VACCINE
g 338 EU-EC- 19 Professional Non EEA Specified Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
g prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
8 10013543149
£
>
=2
z
2
3
g
@]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013547415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013546808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013545489&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013543794&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013543318&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013543149&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

Suspect/interacting Drug List (Drug Char -
Indication PT- Action taken - [Duration - Dose -
Route])

339

click or scan |3

EU-EC-

10013543069 fak

2022-09-

3 (19

Healthcare
Professional

65-85
Years

Male

(COVID-19 immunisation (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death),
Pyrexia (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
- n/a - Intramuscular use]), [B/BRISBANE/60/2008
(VICTORIA LINEAGE)-LIKE STRAIN
(B/BRISBANE/60/2008, MEDI 228030),
BMASSACHUSETTS2/2012 (YAMAGATA
LINEAGE)-LIKE STRAIN
(BMASSACHUSETTS2/2012, MEDI 237751),
A/TEXAS50/2012 (H3N2)-LIKE STRAIN
(A/TEXAS/50/2012, X-223A),
A/CALTFORNIA/7/2009 (HIN1)PDMO09 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE VIRUS
(B/PHUKET/3073/2013, WILD TYPE),
A/GUANGDONG-MAONAN/SWL1536/2019
(HIN1)PDMO9 - LIKE VIRUS (A/GUANGDONG-
MAONAN/SWL1536/2019, CNIC-1909), A/HONG
KONG2671/2019 (H3N2) - LIKE VIRUS (A/HONG
KONG2671/2019, IVR-208),
B/WASHINGT'ON/02/2019 - LIKE VIRUS
(B/WASHINGTON/02/2019, WILD TYPE),
B/PHUKET/3073/2013-LIKE VIRUS
(B/PHUKET/3073/2013, WILD TYPE),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE),
A/MICHIGAN/45/2015 (HIN1)PDMO09-LIKE
STRAIN (A/MICHIGAN/45/2015, NYMC X-275),
A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
(A’HONGKONG4801/2014, NYMC X-263B),
B/PHUKET/3073/2013-LIKE VIRUS
(B/PHUKET/3073/2013, WILD TYPE),
B/WASHINGTON/02/2019 - LIKE VIRUS
(B/WASHINGTON/02/2019, WILD TYPE),
A/VICTORIA/2570/2019 (HIN1)PDMO9-LIKE
STRAIN (A/VICTORIA/2570/2019, IVR-215),
INFLUENZA A VIRUS
A/CAMBODIA/E0826360/2020 (H3N2) - LIKE
STRAIN (A/TASMANIA/503/2020, IVR-221),
INACTIVATED] (S- n/a-n/a- [n/a-n/a-
Intramuscular use])

340

click or scan |

EU-EC-

10013543031

et 2022-09-
.!']:F'\ g 19

Healthcare
Professional

EEA

65-85
Years

Male

Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Productive cough (n/a - Fatal - Results in
Death)

COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

Created by: https.//t. me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

click or scan |

EU-EC-

10013543027 %5

19

2022-09-

Healthcare
Professional

EEA

More
than 85
Years

Male

Death (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
- n/a-n/a])

342

click or scan |

EU-EC-

10013542401 |

A 12022-00-

19

Non
Healthcare
Professional

EEA

65-85
Years

Male

Haemorrhagic stroke (n/a - Fatal - Results in Death)

BRILIQUE [TICAGRELOR] (S- Acute coronary
syndrome - Not applicable - [n/a - 180mg - Oral use]),
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular use]), [ACET YLSALICYLIC ACID] (S-
Acute coronary syndrome - Not applicable - [n/a -
75mg - Oral use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013543069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013543031&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013543027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013542401&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ]:: | Group ex Route])
gulatory
Purposes
N dlick or scan | 02209 Fialtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
| 343 EU-EC 19 Professional EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
N < rolessiona Years Intramuscular use])
o 10013542372
< -
% click or scan |;
o) = iR Non . . - COMIRNATY [TOZINAMERAN] (S- COVID-19
® -09- . - - - - -
3| 344 _— %222 09 Healthcare EEA ;&i a?: Male g:ilsg ()n/a Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not immunisation - Not applicable - [1d- 1 {DF} -
3 10013542318 Professional Intramuscular use])
£
S
@' click or scan
3 B |2022-09- [Healthcare 65-85 | . VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
345 EU-EC- 219 Professional |NonEEA  |years  |Female Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10013540468 n/a - Intramuscular use])
8
kS
5
= click or scan | s
B 2022-09- | Healthcare 18-64 A VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
I 346 EU-EC- 19 Professional Non EEA Vears Male  [Sudden death (Omin - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
5 10013540339/ 43 n/a - Intramuscular use])
5
ﬁ click or scan | = i SPIKEVAX [COVID-19 MRNA VACCINE
® 347 2022-09- | Healthcare Non EEA 18-64 Male Cardiac failure acute (1d - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a- |MODERNA (CX-024414)] (S- COVID-19
=] EU-EC- 19 Professional Years Unknown - Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
g 10013539930 Intramuscular use])
% click or scan | s : Non
= i (2022-09- 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - . Nl
| 348 EU-EC- 19 ?eai‘thc'are | EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - 1/a - [1/a - a - n/al)
% 10013538669 ; rolessiona
o
= click or scan | = = Non
g 349 2022-09- Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - Results in Death), Neuralgia (n/a - Fatal - Results (COMIRNATY [TOZINAMERAN] (S- COMD-19
g EU-EC- ¥ 19 Professional Years in Death), Spinal cord disorder (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
) 10013538668
£
E click or scan |; i . . . . .
2 Non Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Headache ME ME
Z| 350 g 2022-09 \peithcare NonEEA |28 |Male (n/a - Fatal - Results in Death, Life Threatening), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
< EU-ECG- | & 19 Professional Years Medically fmportant Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 10013538467| & : v mp
kol
O Non
351 o [2022-0% | althcare [Non EEA \80% Male  |Cardiac discomfort (n/a - Fatal - Results in Death), Myopericarditis (n/a - Fatal - Results in Death) COMIRNATY [TOZINA ] (S- COVID-19
EU-EC- 19 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10013538232 olessiona
click or scan | :
152 i (2022-09- |Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Haemoglobin decreased (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional Years Unknown - ), Oxygen saturation decreased (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10013538025 i

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013542372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013542318&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013540468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013540339&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013539930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013538669&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013538668&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013538467&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013538232&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013538025&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ dlick or scan |3 502209 Healtheare 1864 Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure acute ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
| 353 . Non EEA Male  |(n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Other |immunisation - Not applicable - [1d- n/a -
N EU-EC 19 Professional Years Medically Tmportant Condition) Intramuscular use])
o 10013537924 i
< -
% click or scan | ‘¥ MERA}
@ - : )
8| 354 ) [2022-09- Healtheare |\ gy (1864 y g, (n/a - Fatal - Results in Death 'COMIRN?TY [IE?ZINr bl [1]d(smoow1}19
[=) EU-EC- 19 Professional on Vears e [Dyspnoea (n/a - Fatal - Results in Death) 1mtmumsa l15)n - ](; applicable - [1d-n/a -
3 10013537807 nlramuseuiar use
g
fon click or scan .z Abdominal pain (1d - Fatal - Results in Death), Cardiac failure acute (1d - Fatal - Results in Death, Other Medically SPIKEVAX [COVID-19 MRNA VACCINE
% 355 Rt 2022-09- | Healthcare Non EEA 18-64 Female Important Condition), Constipation (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (1d - Fatal - [MODERNA (CX-024414)] (S- COMD-19
d EU-EC- |19 Professional Years Results in Death, Other Medically Important Condition), Respiratory arrest (1d - Fatal - Results in Death, Other prophylaxis - Not applicable - [n/a - .25mL -
§ 10013537356 ; Medically Important Condition) Intramuscular use])
8 .
= dlick or scan | 5022.09. | Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
B| 356 : Non EEA Female |Coagulopathy (2d - Fatal - Results in Death), Vaccination complication (2d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
S EU-ECG- | & 19 Professional Years hyvlaxis - Not anplicable - [/ - 1 (DF! - 1/
© 10013536585 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o
g click or scan | Non Asthenia (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal -
5 357 2022-09- Healthcare EEA 18-64 Male Results in Death), Cerebral haematoma (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in  |COMIRNATY [TOZINAMERAN] (S - COVID-19
83 EU-EC- |8 18 Professional Years Death), Confusional state (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Hemiplegia (n/a- |immunisation - n/a - [n/a - n/a - Intramuscular use])
% 10013536152 Fatal - Results in Death), Mediastinal disorder (n/a - Fatal - Results in Death)
[a)
2 m— %% 12022-00- Healtheare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
=| 358 O 0 : Non EEA Female |Asthenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
1S EU-EC- | % o (17 Professional Years a - Intramuscular se))
& 10013535925 ;
o)
‘; -
click or scan | . Xz
> i 2022-09- | Healthcare 18-64 Headache (n/a - Unknown - Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 359 : Non EEA Male - ., (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
c EU-EC- 17 Professional Years Death, Other Medically Important Condition) .
g 10013535 - Not applicable - [1d - n/a - Intramuscular use])
914
®
3
E click or scan Non Bronchitis (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death,
S| 360 200 heare  |EEA 65-85 | il |Cawsed/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac failure (/a - Unknown - Caused/Prolonged |COMIRNATY [TOZINAMERAN] (- COVID-19
j= EU-EC- 16 Professional Years Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a - n/a])
; 10013532538 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
z
-% 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5 click or scan |, L Non (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
361 =1 (2022-09- Healthcare Non EEA Not Male Cerebral thrombosis (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other |- n/a - Intramuscular use]), [SARS-COV-2, STRAIN
EU-EC- 16 Professional Specified Medically Important Condition), Interchange of vaccine products (n/a - Unknown - Other Medically Important Condition) |CZ02, PRODUCED IN VERO CELLS
10013532299, INACTIVATED)] (S- n/a - Unknown - [n/a - n/a -
n/a])
click or scan | =g
12022-09-|Healthcare 18-64 . SPIKEVAX [COMD-19 MRNA VACCINE
362 : EEA Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 16 Professional Years
10013532215 [wa - 3{DF} - nfa])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013537924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013537807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013537356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013536585&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013536152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013535925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013535914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013532538&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013532299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013532215&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
lick ;
~ Sl | 502209 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 363 : Non EEA Female |Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< EU-EC- 16 Professional Years
N Lk n/a - Intramuscular use])
o 10013532101
ﬁ - AMERAN]
% lick or scan (e 2022-09- |Healthcare 65-85 Cardiac amyloidosis (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cardiac failure (n/a - Not mﬂﬁgﬁ ggzxamlicable I n/f _1 (;));;I ]—}nf])
0| 364 . EEA Male  |Recovered/Not Resolved - Other Medically Important Condition), Dermatitis bullous (n/a - Not Recovered/Not Resolved - ), PP o >
— EU-EC- | 3 16 Professional Years . . X . [NOT AVAILABLE] (S - Dermatitis bullous - n/a - [n/a|
Pulmonary infarction (n/a - Fatal - Results in Death), Weight decreased (n/a - Not Recovered/Not Resolved - )
3 10013531776 - n/a - n/a])
[%2]
=
S
fon click or scan Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - ), X7 CCINE RAZENE
% 365 2022-09- gg:] theare Non EEA Not Male Dysstasia (n/a - Not Recovered/Not Resolved - ), Neuropathy peripheral (n/a - Not Recovered/Not Resolved - ), Pain (n/a - ?]CHA];E(\)/)[?IAI\I[%\\/{I gﬁg(:_ A wa-U AST]O W - [n/a _CA
d EU-EC- = 16 Professional Specified Not Recovered/Not Resolved - Other Medically Important Condition), Personality change (n/a - Not Recovered/Not Resolved /a - Intrammscular we])
§ 10013531518 = -), Thrombosis (n/a - Not Recovered/Not Resolved - )
g
L lick
S click or scan
-‘>3’ — 5022-09- | Healthcare 65-85 ) N ] ] COMIRNATY [TOZINAMERAN] (S- COVID-19
] EU-EC. 16 Professional |EEA Y Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Herpes zoster (n/a - Recovering/Resolving-  [immunisation - Not applicable - [1d - n/a -
E 10013-53 1-231 rotession: cars Other Medically Important Condition), Pain (n/a - Not Recovered/Not Resolved - ) Intramuscular use])
”
(]
5
A
% click or scan
=1 2022-09-|Healtheare | o {6585 | |Arthralgia (wa - Fatal - Results in Death, Disabling), Dyspnoea (n/a - Fatal - Results in Death, Disabling), Pain in ?/CHADO “ZEV)%[IAN[%\‘/{I&?(SV_A n/CCIa e ASFIO Az [EIN;E_CA
15 EU-EC- 3|16 Professional Years extremity (n/a - Fatal - Results in Death, Disabling), Vomiting (n/a - Fatal - Results in Death, Disabling)
o 10013530726 : a - Intramuscular use])
£
§ dlick or scan VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o 368 2022-09- | Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), (CHADOXI NCOV-19)] (S- COVID-19 -
% EU-EC- 16 Professional Years Coma (1/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) : &
2 10013529780 withdrawn - [1d - n/a - Intramuscular use])
% click or scan
click or scan | -
5 b |5022-09- |Healthcare 18-64 ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
af 369 : Non EEA Male  |Dyspnoea (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
ol EU-EC- 16 Professional Years
£ 10013529235 wa - Intramuscular use])
>
g click or scan | =g Non
= 2022-09- 65-85 ) ) ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
2| 370 EU-EC- i P If;lrej;;};:iirgal EEA Vears Female |Death (n/a - Unknown - Other Medically Important Condition) immmisation - 1/a - [/ - /3 - 1/a])
B 10013528460 ;
B
© lick or scan (= : More COMIRNATY [TOZINAMERAN] (S- COVID-19
371 4 (2022-09-|Healthcare EEA than 85 [Male Cardiac arrest (0d - Fatal - Results in Death), Immunisation reaction (5d - Fatal - Results in Death), Pneumonia immunisation - Not applicable - [/a - 1 {DF} -
EU-EC- 16 Professional aspiration (5d - Fatal - Results in Death), Pyrexia (5d - Fatal - Results in Death) PP t
Years Intramuscular use])
10013527603
Bradycardia (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (1d - Fatal - Results in Death
click or scan | Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal - Results in  |SPIKEVAX [COVID-19 MRNA VACCINE
372 2022-09- Healthcare Non EEA 65-85 Female Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coma (1d - Fatal - MODERNA (CX-024414)] (S- COVID-19
EU-EC- 16 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary |prophylaxis - Not applicable - [n/a - 1{DF} -
10013527510; oedema (1d - Fatal - Results in Death, Other Medically Important Condition), Respiratory distress (1d - Fatal - Results in |Intramuscular use])
Death, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013532101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013531776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013531518&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013531231&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013530726&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013529780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013529235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013528460&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013527603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013527510&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |3
o 502209 Healtheare 1864 _ . SPIKEVAX [COVID-19 MRNA VACCINE
NI 373 : Non EEA Female |Cardiac arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
N EUEC ¢ 16 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
a 10013527309,
<
% lick or scan |,
g cick orsean | ; i 2002-00-| Healthcare 18-64 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
0| 374 : . Non EEA Female [COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
5 EU-EC 16 Professional Years Immunisation - Not applicable - [n/a - n/a - n/a))
3 10013527002 PP
g
Q lick =1
g cucorsl | B 502200, Non 65.85 COVID-19 VACCINE JANSSEN (AD26.COV2.9)
8| 375 BU-EC- ; 16 Healthcare Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
§ 10013526664 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
8 . : 3
& lick or sean 532 1502200 | Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
B| 376 Healthcare Non EEA .. |Male |Condition aggravated (n/a - Unknown - ), Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 EUEC |3 16 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
5 10013526619,
=}
m
] click or scan |; i
e % 12022-09-{Non Not Death (n/a - Fatal - Results in Death), Suspected COVID-19 (n/a - Unknown - ), Thrombosis (n/a - Unknown - Other COVID-19 VACCINE JANSSEN (AD26.COV2.9)
377 Healthcare ~ |Non EEA .. _|Male " ™ > . : o [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 EU-EC- 16 . Specified Medically Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important Condition) L .
i 10013526618 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
®
[a)
2 dlick or scan | 2022-0.Non ot COVID-19 VACCINE JANSSEN (AD26.COV2.9)
=| 378 Healthcare Non EEA .. JFemale |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
£ EU-EC 16 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
& 10013526582
D)
<]
g click or scan | [Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.5)
| 379 Healthcare Non EEA .. JFemale |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g EUEC |5 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
g 10013526580
g ;
2 dlick or scan | g 5022-09.Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.9)
| 380 BU-EC- 16 Healthcare Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g 10013526579/ & Professional Immunisation - Not applicable - [n/a - n/a - n/a])
=
% lick or sean (o5 502200/ Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
381 Healthcare Non EEA .. JFemale |Death (n/a- Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- 16 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a))
O 10013526578
dlick or sean | 502200 /Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.5)

382 | Lupe 16 Healthcare ~ [Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013526577 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
dlick or scan | 8 202200, Non ot COVID-19 VACCINE JANSSEN (AD26.COV2.5)

383 Healthcare Non EEA .. JFemale |Death (n/a - Fatal - Results in Death [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-

EU-ECG- | 16 fossional Specified T licable - 1V/a - /o - n
10013526576] & Profession: Immunisation - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013527309&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013527002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526664&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526578&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526576&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31EWaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |
g & 5022-09- Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.S)
Q| 384 EU-EC- Healthcare ~ [Non EEA .. [Male |Death (n/a- Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
) 16 . Specified L .
o 10013526487 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
3
% lick
a corsan | 5 502,00 Non Not JCOVDEN [COVID-19 VACCINE JANSSEN
S| 385 : Healthcare Non EEA .. JFemale |Death (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S- Immunisation - Not applicable -
g EU-EC 16 Professional Specified [n/a - n/a - n/a))
g 10013526485
o 4
il dlickor scan | 5022-09.Non Not JCOVDEN [COVID-19 VACCINE JANSSEN
386 Healthcare EEA .. (Male |Death (n/a- Fatal - Results in Death) (AD26.COV2.9)] (S- Immunisation - Not applicable -
EUEC 13 16 Professional Specified [n/a - n/a - n/a])
S 10013526484
5}
L ——— .
= el 0 | 022.00. Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.9)
=| 387 EU-EC- . 16 Healthcare Non EEA Vears Female |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
E 10013526482 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
g
5 lick or sean (3 5 02200,/ Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
| 388 o; Healthcare ~ |Non EEA .. JFemale |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
© EU-EC- 16 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
a 10013526481
51 .
2 lick or scan | s & | 122.00. Non ot COVID-19 VACCINE JANSSEN (AD26.COV2.5)
% 389 : Healthcare Non EEA .. |Female |Death (n/a - Fatal - Results in Death [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= EU-EC 16 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
5K 10013526480
g ARANESP [DARBEPOETIN ALFA] (S-
= click or scan | =g : Myelodysplastic syndrome - n/a - [1d - n/a -
g 390 2022-09- Healthcare Non EEA 65-85 Male Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Unknown]), SPIKEVAX [COVID-19 MRNA
g EU-EC- 16 Professional Years Caused/Prolonged Hospitalisation) VACCINE MODERNA (CX-024414)] (S- COVID-19
g 10013525849 immunisation - Not applicable - [n/a - 1{DF} -
E Unknown])
% click or scan | s L SPIKEVAX [COVID-19 MRNA VACCINE
=1 = (2022-09- [Healthcare 18-64 . . . MODERNA (CX-024414)] (S- COVID-19
£ M| puEe | 16 Professional [N EEA Iyeors  [Male  |Cardiac dysfinction (n/a - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - 1{DF} -
2 10013525823 ' Intramuscular use])
g AN [TOTAERAN
click or scan | :
o  (2022-09- Non Not Not Foetal death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Maternal exposure during pregnancy (n/a - TOZIN . [TOZI.N (S- COVID-19
392 Healthcare Non EEA . . X A immunisation - Not applicable - [1d - n/a -
EU-EC- | 16 : Specified Specified Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Professional Transplacental])
10013525018
lick or scan |5 i 5022-09- Non 65-85 Condition aggravated (n/a - Fatal - Results in Death), Encephalitis autoimmune (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - COVID-19
393 EU-EC- 16 Healthcare EEA Vears Male  |Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Not Recovered/Not Resolved - Caused/Prolonged immunisation - Not applicable - [n/a - .3mL -
10013524368 ’ Professional Hospitalisation), Myocardial ischaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526487&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526485&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526484&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526482&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526481&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013526480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013525849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013525823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013525018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013524368&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
~ dlick or scan |3 502209 Healtheare Not Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Myocardial COVID-19 VACCINE JANSSEN (AD26.COV2.9)
NI 394 : Non EEA .. |Male |infarction (n/a - Unknown - Other Medically Important Condition), Oxygen saturation decreased (n/a - Unknown - [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
I EU-EC- | 3 15 Professional Specified T L .
) y Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a - n/a])
o 10013523921
<
% click or scan |
] LCHCK OF SCall
g 395 2022-09- | Healthcare Non EEA Not Female Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), [Cé)o\/\l/lD]il? Q\Q%ﬁjﬁﬁ(%é%\%%] (s-
— EU-EC- 15 Professional Specified Thrombosis (n/a - Unknown - Other Medically Important Condition) L . . :
£y Immunisation - Not applicable - [n/a - n/a - n/a)])
3 10013523920 :
£
g lick O
g oSl | & | 022.00. Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.9)
Bl 396 BU-EC- : 15 Healthcare Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Seizure (n/a - Unknown - Other Medically Important Condition) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
§ 10013523835 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
8 .
= dlick or scan | 502200/ Non Not JCOVDEN [COVID-19 VACCINE JANSSEN
B| 397 Healthcare EEA .. JFemale |Death (n/a - Fatal - Results in Death), Fall (n/a - Unknown - ) (AD26.COV2.9)] (S- Immunisation - Not applicable -
3 EU-EC 15 Professional Specified [n/a - n/a - n/a])
£ 10013523730
=}
Lu .
8 dlick or scan | 5 02200,/ Non 65.85 JCOVDEN [COVID-19 VACCINE JANSSEN
‘% 398 EU-EC- : 15 Healthcare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - Not applicable -
% 10013523630 Professional [n/a - n/a - n/a])
[a)
I click or scan |3 ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
[} & (2022-09- Not - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o 4 ) - -
£l 399 EU-EC- i e Eﬁ;ﬁf& EEA Specified Female [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
g 10013523625 ; n/a - n/aJ)
D)
‘; Blood bilirubin increased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cytopenia (n/a - Not
g click or scan ; Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dermatomyositis (n/a - Not Recovered/Not Resolved -
3| 400 [ (2022-09- Healthcare EEA 18-64 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haemophagocytic lymphohistiocytosis (n/a - Fatal |(COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EG  |: 15 Professional Years - Results in Death), Hepatic enzyme increased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), immunisation - Not applicable - [1d - n/a - n/a])
g 10013522662 Ocular icterus (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Rash (n/a - Not Recovered/Not
g Resolved - Caused/Prolonged Hospitalisation)
RO
E dlick or scan |; 2002-09. Non 6585 [Not JCOVDEN [COVID-19 VACCINE JANSSEN
G| 401 Healthcare EEA .. _{Myocardial infarction (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S- Immunisation - Not applicable -
2 EU-EC- e (15 Professional Years  |Specified [/a - n/a - n/a])
E 10013522523 ; OressIo a-na-ma
)
B click or scan | s . Non
B 402 i1 (2022-09- Healthcare Non EEA Not Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Ischaemic stroke (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o EU-EC- 15 . Specified Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10013522409
click or scan |+ e
% 2022-09- | Healtheare 18-64 . . JOOVDEN[COMD-19 VACCINE JANSEN
403 ! : EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - Not applicable -
EU-EC- | % 15 Professional Years
10013522370 [wa-n/a-n/a)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013523921&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013523920&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013523835&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013523730&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013523630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013523625&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013522662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013522523&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013522409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013522370&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
~ dlick or sean | ; : 2022-09- | Healthcare 65-85 Angina pectoris (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Depression (n/a - Unknown - Life ~ |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 404 : : Non EEA Male  |Threatening, Caused/Prolonged Hospitalisation), Pancreatic carcinoma (n/a - Fatal - Results in Death, Life Threatening,  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
I EU-EC- 15 Professional Years oo
) Caused/Prolonged Hospitalisation) - Unknown - [1d - n/a - Intramuscular use])
o 10013522039
$ Brain stem haemorrhage (n/a - Unknown - Other Medically Important Condition), Cerebral mass effect (n/a - Unknown -
% Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Unknown - Other Medically Important
[a) click or scan | Condition), Chills (n/a - Unknown - ), Fibrin D dimer increased (n/a - Unknown - Life Threatening, Caused/Prolonged X7 CCINE RAZENE
g 405 2022-09-|Healthcare EEA 18-64 Male Hospitalisation, Other Medically Important Condition), Haemorrhage intracranial (n/a - Fatal - Results in Death, Other ?/CHAII)ES/RI)EIAI\I[((I(X))\\/{I 113)-)59(8\/- A wa-U ASl']O W - [n/a _CA
7] EU-EC- 5 15 Professional Years Medically Important Condition), Headache (n/a - Unknown - ), Intracranial pressure increased (n/a - Unknown - Other n/a - Intramuscular use])
5 10013520716| 2% Medically Important Condition), Night sweats (n/a - Unknown - ), Pulmonary embolism (n/a - Unknown - Other Medically
@' Important Condition), Pyrexia (n/a - Unknown - ), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in
‘§ Death, Other Medically Important Condition), Vertigo (n/a - Unknown - )
click or scan | MRN CCINE
§ 2022-09- | Healthcare 65-85 . SPIKEVAX [COMD-19 A VA
| 406 . Non EEA Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
8 EU-EC 15 Professional Years rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
=1 10013520704 prophy pp.
3 lick : MRNA VACCINE
= click or scan | stz
k= 41 (2022-09- |Healthcare 18-64 Pyrexia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death, Other Medically Important SPIKEVAX [COVID-19 A VA
wi 407 : Non EEA Male o S P . MODERNA (CX-024414)] (S- COVID-19
o EU-EC- 5, 15 Professional Years Condition), Vaccination complication (n/a - Fatal - Results in Death) hylaxis - N licable - n/a - 1{DF! - 1
= 10013520697 &3 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
5
2 ‘
= click or scan | 3 L
[a) 1 (2022-09- |Healthcare 18-64 Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination complication (n/a - Not SPIKEVAX [COVID-19 A VA
—| 408 : Non EEA Male O MODERNA (CX-024414)] (S- COVID-19
EU-EC- 15 Professional Years Recovered/Not Resolved - Caused/Prolonged Hospitalisation) . .
& = prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
5 10013520620,
€
% click or scan || Cardiac valve disease (n/a - Unknown - Other Medically Important Condition), Cardiac valve vegetation (n/a - Unknown -
5 | : 2022-09- | Healthcare Not Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Disseminated intravascular coagulation (n/a - |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2| 409 EU-EC- : 15 Professional Non EEA Specified Female |Unknown - Other Medically Important Condition), Myocarditis (n/a - Unknown - Other Medically Important Condition), [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
% Pericardial effusion (n/a - Unknown - Other Medically Important Condition), Pleural effusion (n/a - Unknown - Other Immunisation - Not applicable - [n/a - n/a - n/a])
2 10013520410 : o
= Medically Important Condition)
c
§ dick or sean | UE 02200 Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
g 410 EU-EC- 15 Healthcare Non EEA Specified Female |Death (n/a - Fatal - Results in Death), Palpitations (n/a - Unknown - ) [COMID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
E 10013519778 ; Professional Immunisation - Not applicable - [n/a - n/a - n/a)])
ST
2 click or scan | =g'i¥ 4
= 2 12022-09- Eg:l heare INomEEA 6585 |\gje  |Abcominal pain (n/a - Not Recovered/Not Resolved - CausedProlonged Hospitalisation). Death (1/a - Fatal - Results in %O‘fﬂl)l}llgg‘@wm[ E J?ENﬂm m%é%%] s
2 EU-EC- o (15 Professional Years Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) I sation - N licable - n/. o .
B 10013519746 ; rofessional mmunisation - Not applicable - [n/a - n/a - n/a)])
B
(&) click or scan | =¢ ;
_ L3 Non . S . . COVID-19 VACCINE JANSSEN (AD26.COV2.S)
o ~J7= - =) - - > - -
412 4 2022-09 Healthcare Non EEA Not o vale COVID-19 (n/a : I.Jnknown ), Death (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically [COVID-19 VACCINE JANSSEN (AD26,COV2.9)] (S-
EU-EC- g |15 Professional Specified [mportant Condition) Immunisation - Not applicable - [n/a - n/a - n/a])
10013519743
click or scan | s L Brain death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral artery embolism (n/a - Fatal - CCINE SSEN
413 xi (2022-09- 11\11221 thearc Non EEA 18-64 Male Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), gigg?%\[g%\]ﬂg_l ?n\ﬁunisatior{%ot anplicable -
EU-EC- 115 . Years Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - Caused/Prolonged ’ : PP
A Professional o [n/a - n/a - n/a])
10013519742 Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013522039&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013520716&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013520704&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013520697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013520620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013520410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519778&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519742&_xpt=1&_xf=pdf
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Created by: https://t. me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; ;
— pr! Non . A . JCOVDEN [COVID-19 VACCINE JANSSEN
; -09- - - - X - -), - - T .
414 4 2022-09 Healthcare EEA 18-64 Female Deat'h (n/a - Fatal Results in Death) Suspected COVID-19 (n/a - Unknown - ), Vaccination failure (n/a - Unknown - Other (AD26.COV2.9)] (S- Immunisation - Not applicable -
EU-EC- o (15 Professional Years Medically Important Condition) [n/a - n/a - n/a])
10013519704 ; e
lick or scan (o= ; Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
& (2022-09- Not Death (n/a - Fatal - Results in Death), Suspected COVID-19 (1n/a - Unknown - Other Medically Important Condition), . ]
415 Healthcare Non EEA .. [Male LN . : . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |15 . Specified Vaccination failure (n/a - Unknown - Other Medically Important Condition) L .
Professional Immunisation - Not applicable - [n/a - n/a - n/a)])
10013519703
click or scan | Non
& 2022-09- Not . . . " TOZINAMERAN [TOZINAMERAN] (S- COVID-19
416 BU-EC- 2115 Hea]thc_are Non EEA Specified Male  [Immune thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /a])
Professional
10013519555
lick or scan | g 5022.09. | Healtheare 1864 Haemorrhage intracranial (n/a - Fatal - Results in Death, Other Medically Important Condition), Interchange of vaccine  |COMIRNATY [TOZINAMERAN] (S - COVID-19
417 : Non EEA Male  [products (n/a - Fatal - Results in Death), Off label use (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - |immunisation - Not applicable - [1d - n/a -
EU-EC- 15 Professional Years A - -
h : Results in Death, Other Medically Important Condition) Intramuscular use])
10013519554
dlick or scan | 5 02200,/ Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.9)

418 EU-EC- : 15 Healthcare Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013517474 : Professional Immunisation - Not applicable - [n/a - n/a - n/a])
dlick or sean | % | 122.00. Non ot COVID-19 VACCINE JANSSEN (AD26.COV2.9)

419 ; Healthcare ~ [Non EEA .. [Male |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-

EU-EC |15 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
10013517470 PP
click or scan | ¥ - . PRI : COVID-19 VACCINE JANSSEN (AD26.COV2.
420 L 12022-09- Healtheare Non EEA 11864 |Male Brain dea.th (n/a - Fatal - Results in Death, C-ausc:d/Prolonged Hosp1tal1sgt1on), Cerebrovascular ‘ac01dent (n/g - Fatal - [COMD-19 VACCINE JANSEN((AD% G)\Qsé)] (-
EU-EC- 5 (15 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Unknown - Life Threatening, I isation - Not anplicable - [ n/' o :
10013517469 Caused/Prolonged Hospitalisation) mmunisation - Not applicable - [/a - nva - n/a])
lick or scan r Non o COVID-19 VACCINE JANSSEN (AD26.COV2.9)
iEF [2022-09- Not Death (n/a - Fatal - Results in Death), Suspected COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), ! .

421 Healthcare ~ [Non EEA .. _|Female LN . : . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- e |15 Professional Specified Vaccination failure (n/a - Unknown - Other Medically Important Condition) I sation - N licable - /2 - n/a - 1/
10013517417 rofession: mmunisation - Not applicable - [n/a - n/a - n/a])
dlick or sean : Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)

2 12022-09- Not Death (n/a - Fatal - Results in Death), Suspected COVID-19 (n/a - Not Recovered/Not Resolved - ), Vaccination failure (n/a . ]
422 Healthcare ~ [Non EEA .. _{Male - o [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- | & 3115 . Specified - Unknown - Other Medically Important Condition) L .
Professional Immunisation - Not applicable - [n/a - n/a - n/a])
10013517416,
dlick or scan B |022.00- Healthcare s COVID-19 VACCINE JANSSEN (AD26.COV2.)
423 : EEA Female |Cerebral venous thrombosis (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
EU-EC- _ 15 Professional Years L licable - /2 - n/a - 1/
10013517414 51 Immunisation - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519704&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519703&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519555&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013519554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517470&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517469&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517417&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517414&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
dlick or sean Non COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), HIV infection (n/a - Unknown -  |COVID-19 VACCINE JANSSEN (AD26.COV2.
N 2022-09- 18-64 P P
| 424 EU-EC- : 15 Healthcare Non EEA Vears Male  |Other Medically Important Condition), Intestinal perforation (n/a - Unknown - Caused/Prolonged Hospitalisation), [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
g 10013517412 Professional Vaccination failure (n/a - Unknown - Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a - n/a])
o
i lick
% clckorscan | ) 2022-09- Non Not Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), |JCOVDEN [COVID-19 VACCINE JANSSEN
0| 425 : Healthcare Non EEA .. ‘Male |Guillain-Barre syndrome (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Headache (n/a - Not AD26.COV2.9)] (S- Immunisation - Not applicable -
EU-EC- 15 Specified
g 10013517409 ' Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
(%)
E lick
g clekorsean | 4 5022-09-| Healthcare More Headache (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypertensive crisis (n/a-  |[SPIKEVAX [COVID-19 MRNA VACCINE
8| 426 BU-EC- 15 Professional Non EEA  |than 85 |Female |Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination complication (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
§ 10013516982 ; Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@
% click or scan | ;
= E 2022-09- |Healthcare 65-85 . . . . . e COMIRNATY [TOZINAMERAN] (S - COVID-19
_!>i’ 427 FUEC | X 3115 Professional EEA Vears Male  [Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immmisation - 1/a - [/ - /3 - 1/a])
[ 10013516163 ]
o
g click or scan | Non
3| 428 2022-09- Healthcare ~ |EEA 65-85 Male  |Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
83 EU-EC- |15 . Years immunisation - n/a - [n/a - n/a - n/a)
% 10013515327 e Professional
[a)
g Back pain (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Fatigue (n/a - Fatal -
click or scan |; Results in Death, Life Threatening, Other Medically Important Condition), Headache (n/a - Unknown - Life Threatening,
2 120 y 2022-09- Healtheare | o Not | [Other Medically Important Condition), Oral candiciasis (n/a - Fatal - Results in Death, Life Threatening, Other Medically mﬁgg&gﬁi;’f%gmﬁ
% EU-EC- |15 Professional Specified Important Condition), Pyometra (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), |* Not applicable - [1d- n/a - Intramuscular use])
5 10013514902 Septic shock (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Skin depigmentation PP
‘; (n/a - Fatal - Results in Death, Life Threatening)
> click or scan | ;g ; :
ko] - d . . A . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 430 —_— %(5)22—09— goca%te};scizrga] Non EEA %{8;6:81 Female l(ieersezzi \izsngzi illlrombosm (n/a - Fatal - Results in Death), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - (CHADOXI NCOV-19)] (S- n/a - Unknown - [1d- n/a
8 10013514509 5 ; - Intramuscular usc])
[a]
E Acinetobacter sepsis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Acute kidney injury (n/a -
= Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation), Autonomic nervous system imbalance (n/a -
E Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Bradycardia (n/a - Unknown - Life Threatening,
= Caused/Prolonged Hospitalisation), Brain injury (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),
9 Cardiac arrest (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Cerebral atrophy (n/a - Unknown - Life
2 click or scan ] Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
8 _— 5022-09- | Healthcare 18-64 Exposure keratitis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Guillain-Barre syndrome (n/a - Not |JOCOVDEN [COVID-19 VACCINE JANSSEN
S 431 EU-EC- 15 Professional Non EEA Vears Male  [Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Recovered/Resolved - Life  |(AD26.COV2.9)] (S - Immunisation - Not applicable -
o 10013514186 Threatening, Caused/Prolonged Hospitalisation), Infective keratitis (n/a - Unknown - Life Threatening, Caused/Prolonged [n/a - n/a - Intramuscular use - More in ICSR])
Hospitalisation), Pneumonia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Respiratory acidosis (n/a
- Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation), Septic shock (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged
Hospitalisation), Tachycardia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a
- Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Upper gastrointestinal haemorrhage (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation)
click or scan W Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
4 2022-09- . immunisation - n/a - [n/a - .3mL - Intramuscular use])
R _ : ,
432 BU-EC- : R |5 lf)lﬁte};;zrgal EEA glea;lrSSS Male  [Sudden death (0d - Fatal - Results in Death) [PARACETAMOL] (S- Pyrexia - n/a - [n/a - n/a -
10013513681 a e o] Oral use])

Manual "ICSR Form

" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013517409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013516982&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013516163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013515327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013514902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013514509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013514186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013513681&_xpt=1&_xf=pdf
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Primary
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click or scan | ; : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 433 41 (2022-09- Healthcare Non EEA 65-85 Male Cardiac failure congestive (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
< EU-EC- 15 Professional Years Results in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
g 10013513672| & [n/a - n/a - Intramuscular use - More in ICSR])
< -
3\ .
o click or scan | et VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 434 2022-09- | Healthcare Non EEA 18-64 Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral thrombosis (n/a - Fatal - Results in Death), Dysarthria (CHADOXI NCOV-19)] (S- n/a - Unknown - [1d- n/a
— EU-EG- | & ., (14 Professional Years (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death) | Intramuscular use])
2 10013512120 :
8 lick or scan |
g oSl | g 5022-09. Non Not SPIKEVAX [COVID-19 MRNA VACCINE
Bl 435 Healthcare Non EEA .. |Male |Death (n/a- Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
; EU-EC- |14 Professional Specified hlascis - N licablo - [/a - 1 1DF! - n/s
§ 10013511372 rofession: prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
8 lick
= click or scan | 3 i ) ) ) ) ME )
= al (2022-09- |Healthcare 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Concomitant disease aggravated (n/a - Fatal - Results in Death), Swelling mMIRNATY (TOZIN . RAN] (S - COVID-19
D)\ 436 EU-EC 14 P . Non EEA Male . immunisation - Not applicable - [1d - n/a -
S -EC- | ] rofessional Years (n/a - Fatal - Results in Death) I 9
o 10013511032/ ntramuscular use])
o
g click or scan | am : Non Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Immunisation (n/a - Fatal - Results in
5 437 :i (2022-09- Healthcare EEA 65-85 Male Death, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
3 EU-EC- 14 Professional Years Condition), Pain in extremity (n/a - Unknown - ), Syncope (n/a - Unknown - Other Medically Important Condition), Yawning immunisation - Not applicable - [1d - n/a - n/a])
b 10013509735 g rotessiona (n/a - Unknown - )
®
[a)
& dlick or sean | 0 | 02200 Non Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£ 438 EU-EC- 14 Healthcare Non EEA Specified Female |Motor neurone disease (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10013509729 y Professional n/a - Intramuscular use])
=)
S
g lick or scan (5 ; 2022-09-|Healthcare 65-85 Coronary artery stenosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
| 439 : . Non EEA Female [Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), Sudden death (n/a - Fatal - Results |. . .
c EU-EC- 14 Professional Years - . . immunisation - Not applicable - [1d - n/a - n/a])
g 10013509675 in Death, Other Medically Important Condition)
s
% click or scan | 3 : Non
E 440 g [2022-09- Healthcare EEA Not .. |Female |Death (n/a - Fatal - Results in Death), Tumour marker increased (n/a - Not Recovered/Not Resolved - ) COMIRNATY [TOZINMRAN] (8- COVID-19
= EU-EC- | 8 14 Professional Specified immunisation - Not applicable - [1d - n/a - n/a])
g 10013509071 otessio
=
% lick or scan (g 53 02209 |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
441 1 : Non EEA  |than 85 |Female |Adenocarcinoma pancreas (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
B EU-EC- = e |14 Professional
5 10013508862 ; Years Intramuscular use])
clekorsan g vBF 12022-09- | Healthcare 18-64 o . B . COMIRNATY [ TOZINAMERAN] (S- COVID-19
442 EU-EC- p2 P Professional EEA Vears Female |Meningitis aseptic (n/a - Fatal - Results in Death), Optic neuritis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
10013508626 : Intramuscular usc])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013513672&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013512120&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013511372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013511032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013509735&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013509729&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013509675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013509071&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013508862&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013508626&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccines in EudraVigilance database (www.adrreports.eu) | Date: 24-09-2022 | Filtered by " Seriousness Criterid": "Resultsin Death" Page 50 of 2857
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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~ click or scan
o Non
o 2022-09- Not L . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
i - R
g 443 EU-EC- 14 Healthgare EEA Specified Female |Cardiac failure (n/a - Fatal - Results in Death) - n/a- n/a])
S 10013507587 Professional
N
[}
®
o ] -
3 clickor scan | e B | 02.09- | Healtheare Not COVID-19 VACCINE JANSSEN (AD26.C0V2.9)
2| 444 : § Non EEA .. |Female |Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- 2y |14 |Professional Specified Tmmunisation - Not applicable - [1va - n/a - /a])
@ 10013506668 ]
8
3 click or scan |; Non COVID-19 VACCINE JANSSEN (AD26.COW2.5)
§ 445 2022-09- Healthcare Non EEA Not Male Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
© EU-EC- 14 . Specified Thrombosis (n/a - Unknown - Other Medically Important Condition) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
o Professional
s 10013506170 n/a])
=
Z click or scan | . SPIKEVAX [COVID-19 MRNA VACCINE
-§ 446 1 (2022-09-|Healthcare Non EEA 18-64 Male COVID-19 immunisation (n/a - Unknown - ), Interchange of vaccine products (n/a - Unknown - ), Myocarditis (1d - Fatal - |MODERNA (CX-024414)] (S- COVID-19
[im| EU-EC- 14 Professional Years Results in Death, Life Threatening, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - .25mL -
g 10013506083 Intramuscular use])
5
3 A . : , . .
click or scan | =g ; Cardiac arrest (1d - Fatal - Results in Death), Haemoptysis (20d - Fatal - Results in Death), Malaise (20d - Fatal - MRN CCINE
% 447 2% [2022-09- |Healthcare Non EEA 65-85 Male Results in Death, Caused/Prolonged Hospitalisation), Myocarditis (6d - Fatal - Results in Death, Caused/Prolonged ﬁéﬁm[(%)(\g?:g ] (S/-%(\?ISVIDI 9
a EU-EC- ) o (14 Professional Years Hospitalisation), Pneumonia (n/a - Fatal - Results in Death), Productive cough (20d - Fatal - Results in Death), rophylaxis - Not applicable - [n/a - 1{DF} - n/a])
15 10013505726 ; Rhinovirus infection (n/a - Fatal - Results in Death), Troponin increased (6d - Fatal - Results in Death) prophy PP
g
£ .
click or scan | e L . . . .
% _— Non Atypical haemolytic uraemic syndrome (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in ME
)| 448 R [2022-09- yecltheare  |EEA 6585 |pemale |Death ), Metastasis (n/a - Fatal - Results in Death), Neoplasm malignant (n/a - Fatal - Results in Death), Sepsis (n/a - COMIRNATY [TOZIN. 1 (8- COVID-19
o EU-EC- 14 . Years . immunisation - n/a - [n/a - n/a - n/a])
. Professional Fatal - Results in Death)
% 10013504863
o
= . T Bladder cancer (n/a - Fatal - Results in Death), COVID-19 (n/a - Recovered/Resolved - Other Medically Important
% click or scan o Condition), Facial paresis (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pain (n/a - Not
g 449 2022-09- Healthcare FEA 65-85 Male Recovered/Not Resolved - Other Medically Important Condition), Prostate cancer (n/a - Fatal - Results in Death), SARS-  |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
ko) EU-EC- 14 Professional Years CoV-2 test positive (n/a - Recovered/Resolved - Other Medically Important Condition), Squamous cell carcinoma of skin (n/a |- 1{DF} - Intramuscular use])
E 10013504814 - Fatal - Results in Death), Trigeminal neuralgia (n/a - Not Recovered/Not Resolved - Other Medically Important
> Condition)
i=
< click or scan | ¢ e
2 450 2 12022-09-|Healtheare EEA 65-85 Female Coronary artery thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |COMIRNATY [TOZINAMERAN] (S- COVID-19
3 EU-EC- a 14 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
s 10013504582
(@)
click or scan |; ;
451 k3l 2022-09- gg:lthcare Non EEA Not Not Foetal growth restriction (n/a - Fatal - Results in Death, Other Medically Important Condition), Foetal heart rate abnormal | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- e (14 . Specified Specified|(n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
; Professional
10013502972
click or scan | g L
I F Non
al 2022-09- Not . ; . . COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - X - - . Nl
452 BU-EC. 14 Healthc'are EEA Specified Female |Foetal death (n/a - Fatal - Results in Death), Placental insufficiency (n/a - Fatal - Results in Death) immunisation - 1/a - [1Va - /a - Transplacental])
10013502439 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013507587&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013506668&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013506170&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013506083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013505726&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013504863&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013504814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013504582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013502972&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013502439&_xpt=1&_xf=pdf
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan |5 Acute coronary syndrome (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 MRNA VACCINE
N 2022-09- | Healthcare 65-85 - b . . S ] MODERNA (CX-024414)] (S- COVID-19
| 453 . Non EEA Male  [Condition), Cardio-respiratory arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically . .
I EU-EC- 13 Professional Years Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
g' 10013501189| = mp Intramuscular use])
<
g click or scan | s COVID-19 MRNA VACCINE MODERNA (CX-
B 2022-09- | Healthcare 18-64 . . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
O 454 FUEC. | & 3 Professional EEA Vears Male  |Myocarditis (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
3 10013501112 applicable - [1d - n/a - n/a)])
g
Q .
fon click or scan |
% 455 2022-09- Healthcare EEA 65-85 Male Chills (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
d EU-EC- 13 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 3{DF} - n/a])
§ 10013500746
3 Blood pressure decreased (/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal -
B Results in Death, Other Medically Important Condition), Coronary artery disease (n/a - Unknown - Other Medically
B Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition),
2 ) Disseminated intravascular coagulation (n/a - Fatal - Results in Death, Other Medically Important Condition), Fibrin D
1§ click or scan | s dimer increased (n/a - Unknown - ), Mouth breathing (n/a - Unknown - _), Oxygen sa_turation decreaseq (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
|:|J_ 456 2022-09- Healthgaxe Non EEA 65-85 Male |Pallor (n/a- Unknown - ), Platelet count decreased (n/a - Unknown - Life Threatening), Pleural effusion (n/a - Unknown - immunisation - Not applicable - [n/a - n/a -
3 EU-EC- | g 13 Professional Years Other Medically Important Condition), Pulmonary congestion (n/a - Unknown - Other Medically Important Condition), Intramuscular use])
=4 10013500556, Seizure (n/a - Fatal - Results in Death, Other Medically Important Condition), Shock (n/a - Fatal - Results in Death,
ﬁ Other Medically Important Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Other|
s Medically Important Condition), Ventricular fibrillation (n/a - Fatal - Results in Death, Other Medically Important
= Condition)
g
= click or scan | ; Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal -
% 457 & (2022-09- |Healthcare Non EEA 65-85 Male Results in Death, Other Medically Important Condition), Idiopathic pulmonary fibrosis (n/a - Fatal - Results in Death, mﬂﬁgﬁ ggﬁmﬁi\:ﬁwg '3C§LV{D'19
5 EU-EC- 13 Professional Years Other Medically Important Condition), Interstitial lung disease (n/a - Fatal - Results in Death, Other Medically Important Intramuscular use]) PP .
‘; 10013500435 Condition), Loss of consciousness (1/a - Fatal - Results in Death, Other Medically Important Condition)
>
®
c
g click or scan
g 458 ¥, 2022-09-|Healthcare Non EEA i\ﬁ:;eg 5 |Female Cardiac disorder (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - mﬁﬁ;ﬁ ggﬁlNﬁgﬁw d(_S];/;I_)VlD—W
ié 10 (52-5%%-285 13 Professional Vears Results in Death), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular use]) PP
>
j=
=
_'Q>'~ Blood pressure decreased (n/a - Unknown - ), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically
B Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition),
g click or scan | ;s i Disseminated intravascular coagulation (n/a - Fatal - Results in Death, Other Medically Important Condition), Fibrin D
I5) 459 =1 (2022-09-|Healthcare Non EEA 65-85 Male dimer increased (n/a - Unknown - ), Mouth breathing (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 13 Professional Years Pallor (n/a - Unknown - ), Platelet count decreased (n/a - Unknown - Life Threatening), Seizure (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a - n/a])
10013500243 Death, Other Medically Important Condition), Shock (n/a - Fatal - Results in Death, Other Medically Important
Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Other Medically Important
Condition), Ventricular fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition)
click or scan | ; ; CCINE SSEN
A% (2022-09- |Healthcare Not Not . COVID-19 VA JAN (AD26.COV2.9
460 Y . Non EEA . .. |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- w13 Professional Specified Specified o icable - /2 - n/a - o
10013500066 ; Immunisation - Not applicable - [n/a - n/a - n/a)])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013501189&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013501112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013500746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013500556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013500435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013500285&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013500243&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013500066&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
N dlick or scan |5 & | 122.00. Non ot COVID-19 VACCINE JANSSEN (AD26.COV2.5)
o 461 EU-EC- : 3 Healthcare Non EEA Specified Female |Death (n/a - Fatal - Results in Death), Immunisation reaction (n/a - Unknown - ) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
N Professional Immunisation - Not applicable - [n/a - n/a - n/a])
o 10013500047
<
N
[}
g click or scan Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemorrhagic
— e ) infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemorrhagic stroke (6d- |SPIKEVAX [COVID-19 MRNA VACCINE
§ 462 EU-EC B 2022-09- | Healthcare Non EEA Not Male Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in [MODERNA (CX-024414)] (S- COVID-19
g 1001 3;1 9 9_9 33 13 Professional Specified Death, Life Threatening, Caused/Prolonged Hospitalisation), Thunderclap headache (n/a - Fatal - Results in Death, Life  |immunisation - Not applicable - [n/a - 1{DF} -
Iox Threatening, Caused/Prolonged Hospitalisation), Visceral venous thrombosis (n/a - Fatal - Results in Death, Life Intramuscular use])
% Threatening, Caused/Prolonged Hospitalisation)
8 dlick or scan | 8 | 022.00. Non 1864 ot JCOVDEN [COVID-19 VACCINE JANSSEN
E 463 EU-EC- 2 : 13 Healthcare EEA Years | Specified Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Other Medically Important Condition) (AD26.COV2.9)] (S - Immunisation - Not applicable -
.‘>2’ 10013499435 ; ; : Professional [n/a - n/a - n/a])
<
g .
o dick or scan | % | 22.00. Non 6585 JCOVDEN [COVID-19 VACCINE JANSSEN
Of 464 EU-EC- . 13 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - Not applicable -
: rofession: a-n/a-n/a
3 10013499434 Professional Wa-nfa-n
ot
®
=1 dlick or sean ; : Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
ol 465 i 2022-09- Healthcare Non EEA 18-64 |Not Death (n/a - Fatal - Results in Death), Suspected COVID-19 (n/a - Not Recovered/Not Resolved - ), Vaccination failure (n/a [COVID-19 VACCINE JANSSEN (AD2 6 CD\Q 9] (s-
© EU-EC- y 113 fessi Years  |Specified- Unknown - Other Medically Important Condition) o icable - [/ n/. o .
% 10013499433 Professional Immunisation - Not applicable - [n/a - n/a - n/a)])
g’ click or scan |; ¥
% & 2022-09- Non 18-64  |Not COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 466 EU-EC- : 13 Healthcare ~ [Non EEA Years | Specified Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
© 3 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
% 10013499428
8 lick or scan |y 5022.09. | Healtheare Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
E 467 EU-EC- L 13 Professional Non EEA Specified Male |Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) |[[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
% 10013499283 Immunisation - Not applicable - [n/a - n/a - n/a)])
S
B .
= dlick or scan | 8 | 02200,/ Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.9)
3 468 EUEC |k : 13 Healthcare Non EEA Vears Female |Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S 10013499002/ : p Professional Immunisation - Not applicable - [n/a - n/a - n/a])
(@)
clidcorsean | u 2022-09- Non 65-85 Suspected COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important COVID-19 VA JAN (AD26.COV2.8)
469 EU-EC- : : 3 Healthcare Non EEA Vears Male Condition) 1 i yimp [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
s : Professional Immunisation - Not applicable - [n/a - n/a - n/a])
10013499001 | =4
dlick or sean 5022.00.Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
470 EU-EC- 3 Healthcare Non EEA Specified Female [Neoplasm malignant (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013498981 | - Professional Immunisation - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013500047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499434&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499433&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499428&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499283&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013499001&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498981&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
N dlick or sean | > 022.00. Non " JCOVDEN [COVID-19 VACCINE JANSSEN
ol 471 EU-EC ;. JP Healthcare EEA v Male  |Cerebrovascular accident (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ) (AD26.COV2.9)] (S - Immunisation - Not applicable -
N o . Professional cars [n/a - n/a - n/a])
o 10013498980
<
N i [
% click or scan Non JCOVDEN [COVID-19 VACCINE JANSSEN
o] 472 EU-EC 2022-09- Healthcare EEA 18-64 Male COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged (AD26.COV2.9)] (S - Immunisation - Not applicable -
3 Seodl 13 Professional Years Hospitalisation), Suspected COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
i 10013498893
2
i
5 click or scan |; :
g & 2022-09-|Healthcare 65-85 . o . " COVID-19 VACCINE JANSSEN (AD26.COV2.8)
§ 473 BU-EC- 2 AT Professional Non EEA Vears Female |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important Condition) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013498892 - Immunisation - Not applicable - [n/a - n/a - n/a])
3
g lick
ZE’ ik or scal | 0% 5 022.00. | Healthcare Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
© | 474 -0, : Non EEA .. |Female |Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Other Medically Important Condition) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
5 EU-EC- y |13 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
o 10013498891
8 lick
click or scan |3
3 % 12022-09- Healthcare Not COVID-19 VACCINE JANSSEN (AD26.COV2-8)
| 475 .0, . Non EEA .. |Male |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
w® EU-EC- |5 7 (13 Professional Specified I o N licable - Mn/a - n/a - o/
a 10013498890 ; mmunisation - Not applicable - [n/a - n/a - n/a)])
5
g clidcorsan | 2022-09- |Healthcare Not Suspected COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important COVID-19 VA JAN (AD26.COV2.8)
&8 46 | Eurc =13 Professional |0 FEA - Ioccified M€ | Condition) {OOVH}l? VACONE I r(fmrg.ooryz.sn Ch
> 10013498874 mmunisation - Not applicable - [n/a - n/a - n/a])
ﬁz lick or scan & | 022.00. | Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
g 477 BU-EC- ;o; 13 Healthcare Non EEA Specified Male  |COVID-19 (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g 10013498871 : Professional Immunisation - Not applicable - [n/a - n/a - n/a))
[a]
2
. click or scan | ; T
S click or scan 2 | 5022.09. Healtheare Not COVID-19 VACCINE JANSSEN (AD26.COV2.S)
gl 478 EU-EC- 2 AT Professional EEA Specified Female |Death (n/a - Fatal - Results in Death), Illness (n/a - Unknown - ) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
E 10013498870 : Immunisation - Not applicable - [n/a - n/a - n/a])
5
% lick or scan | 8% 022,09 |Healthcare Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
S| 479 -0, : Non EEA .. |Female |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
O EU-EC- ; 13 Professional Specified o .
10013498869 = : Immunisation - Not applicable - [n/a - n/a - n/a])
dlick or sean Non COVID-19 VACCINE JANSSEN (AD26.COV2.5)
480 s (2022-09- H(e)a] thearc Non EEA Not Not Suspected COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important [COVID-19 VACCINE JANSSEN (AD2 6 (X)VZ 9] (s-
EU-EC- 3113 Professional Specified Specified Condition) I s licable - [ n/. o .
10013498537 rofessional mmunisation - Not applicable - [n/a - n/a - n/a)])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498893&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498892&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498891&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498890&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498874&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498871&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498870&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498537&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or sean | 4 | 129-00- Haltheare ot COVID-19 VACCINE JANSSEN (AD26.COV2.5)
| 481 : Non EEA .. {Male |Death (n/a - Fatal - Results in Death), Platelet count decreased (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
< EU-EC- 13 Professional Specified o .
Py 10013498058| & oy Immunisation - Not applicable - [n/a - n/a - n/a])
> a
N
% lick or scan (o & 2022-09- Non 18-64 Death (n/a - Fatal - Results in Death), Dependence on respirator (n/a - Unknown - Life Threatening, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.S)
0| 482 EU-EC- ; : 3 Healthcare EEA Vears Female |Hospitalisation), Lung disorder (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g 10013498056/ H ' : Professional Unknown - Life Threatening, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a - n/a)])
g
g lick or scan |
g oSl | o B | 02.09- | Healtheare Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
B 483 ; : Non EEA .. |Male |Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
d EU-EC- 3 (13 Professional Specified I L N licable - [/ - /4 - 1/
§ 10013498053 mmunisation - Not applicable - [n/a - n/a - n/a])
8 .
= dlick or sean | % |022.00. Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.5)
B| 484 EU-EC . 13 Healthcare Non EEA Vears Male  |Cardiomegaly (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
2 oo : Professional I isation - Not applicable - [n/a - n/a - n/aJ)
< rofession: mmunisation - Not applicable - [n/a - n/a - n/a;
5 10013498051 pp!
=}
Lu .
g lick or sean (g 8 02200,/ Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
‘% 485 EU-EC- : 13 Healthcare Non EEA Specified Male  |Death (n/a - Fatal - Results in Death), Drug ineffective (n/a - Unknown - Other Medically Important Condition) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
i 10013498038 : Professional Immunisation - Not applicable - [n/a - n/a - n/a])
®
[a)
2 a— % 12022-09- Healtheare Not COVID- 19 VACCINE JANSSEN (AD26.COV2.9
=| 486 ; : Non EEA .. |Female |Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
% 1 0(151221]:;22)37 |13 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
=)
S
> 2022-09- |Healthcare Not . . . . .. COMIRNATY [TOZINAMERAN] (S - COVID-19
T 487 EU-EC- 13 Professional EEA Specified Female |Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition) mmumisation - Not applicable - [/a - 1/a - n/a)
§ 10013497953
S
2 pa— ¥ 12022-09- Healtheare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
| 488 ; . Non EEA Female |Adverse event following immunisation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
= EU-EC- (13 Professional Years : :
g 10013497852 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
E
ko) click or scan | m
E— Non More . L . COVID-19 VACCINE JANSSEN (AD26.COV2.S)
-09- - R , R -), - -
B 489 2022-09 Healthcare Non EEA  |than 85 [Male Deat.h (n/a - Fatal Results in Death) Suspected COVID-19 (n/a - Unknown - ), Vaccination failure (n/a - Unknown - Other [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
§ 1 0(;3122‘13(73_799 3|13 Professional Years Medically Tmportant Condition) Immunisation - Not applicable - [n/a - n/a - n/a])
dlick or sean (e 02209 Fiealthcare ot COVID-19 VACCINE JANSSEN (AD26.COV2.5)
490 : Non EEA .. _|Female |Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 3113 Professional Specified I L licable - /a - n/a - o/
10013497795 mmunisation - Not applicable - [n/a - n/a - n/a)])
dlick or sean | 2022.00. Non 1864 JCOVDEN [COVID-19 VACCINE JANSSEN
491 BU-EC- 3 Healthcare Non EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - Not applicable -
10013497793 5 - Professional [n/a - n/a - n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498053&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498051&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498038&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013498037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497852&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497795&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497793&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
JCOVDEN [COVID-19 VACCINE JANSSEN
. (AD26.COV2.9)] (S - Immunisation - Not applicable -
N lick or ; PP
N Cick or scan 2022.00. /Non Not [/a - n/a - n/a]), SPIKEVAX [COVID-19 MRNA
g 492 EU-EC h Healthcare EEA Specified Male  |Cardiac disorder (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Medication error (n/a - Unknown - ) 'VACCINE MODERNA (CX-024414)] (S-
=3 1 0013;‘97'791 . Professional et Immunisation - n/a - [n/a - n/a - n/a)),
i TOZINAMERAN [TOZINAMERAN] (S-
% Immunisation - n/a - [n/a - n/a - n/al)
e JCOVDEN [COVID-19 VACCINE JANSSEN
3 . (AD26.COV2.9)] (S - Immunisation - Not applicable -
g click or scan Non [/a - n/a - n/a]), SPIKEVAX [COVID-19 MRNA
o 493 BU-EC Healthc_are EEA Not Male |Cardiac disorder (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Medication error (n/a - Unknown - ) VACCINE MODERNA (CX-024414)] (S-
= Sotdl Professional Specified Immunisation - n/a - [n/a - n/a - n/a)),
q 10013497791 TOZINAMERAN [TOZINAMERAN] (S-
§ Immunisation - n/a - [n/a - n/a - n/a))
@
% JCOVDEN [COVID-19 VACCINE JANSSEN
= lick or [ (AD26.COV2.9)] (S- Immunisation - Not applicable -
S ik or scal | 502200/ Non Not [Va - n/a - n/a]), SPIKEVAX [COVID-19 MRNA
_‘g 494 EU-EC- | Healthcare EEA SI:) ified Male |Cardiac disorder (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Medication error (n/a - Unknown - ) 'VACCINE MODERNA (CX-024414)] (S-
il 10013497791 - Professional cC Immunisation - n/a - [n/a - n/a - n/a)),
© TOZINAMERAN [TOZINAMERAN] (S-
% Immunisation - n/a - [n/a - n/a - n/a])
ﬁ click or scan | - SPIKEVAX [COVID-19 MRNA VACCINE
® 2022-09- | Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
: ; - - ) . .
Q] 495 EU-EC- 3113 Professional Non EEA Years Female [Death (n/a - Fatal - Results in Death prophylaxis - Not applicable - [n/a - 1{DF} -
g 10013497778 Intramuscular use])
£ lick
& Gucorsl [y 2022-09-|Healthcare Not COVID-19 VACCINE JANSSEN (AD26.C0V2.9)
| 496 EU-EC h Professional Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
Pyl . rolessiona et Immunisation - Not applicable - [n/a - n/a - n/a])
10013497752
>
®
< lick or sean ; COVID-19 VACCINE JANSSEN (AD26.COV2.9)
g 497 Licd (2022-09- |Healthcare Non EEA Not Male Angiopathy (n/a - Unknown - ), Cerebral haemorrhage (n/a - Unknown - Other Medically Important Condition), Pulmonary [COVID-19 VACCINE JANSSEN (AD2 6 G)\Q 9] (s-
B EU-EC- (13 Professional Specified embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Other Medically Important Condition) L . . .
a Immunisation - Not applicable - [n/a - n/a - n/a)])
E 10013497748
E click or scan |
o — Non . e L . . JCOVDEN [COVID-19 VACCINE JANSSEN
£ 408 —_— : %222-09- Healthcare EEA ;8-64 Male %IVID-I? (n/éla -lé:ea(;/a[} - }lesultls-I in ].)elgth 3 Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Life (AD26.COV2.9)] (- Immunisation - Not applicable -
o) -EC- ] Professional ‘ears eatening, rolonged Hospitalisation) [n/a - n/a - n/a])
2 10013497747
kol
g click or scan | COVID-19 VACCINE JANSSEN (AD26.COV2.9)
o 2022-09- |Healthcare Not Abnormal behaviour (n/a - Unknown - ), Decubitus ulcer (n/a - Fatal - Results in Death), Speech disorder (n/a - Unknown - ), ! .
499 BU-EC s P ; Non EEA .. _|Female . X [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
-EC- ] rofessional Specified Thrombosis (n/a - Fatal - Results in Death) L .
Immunisation - Not applicable - [n/a - n/a - n/a])
10013497746
dlick or sean | 502200 /Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.5)
500 EU-EC- ;2. TP Healthcare Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Urinary tract infection (n/a - Unknown - ) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013497744 p Professional Immunisation - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form

" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497791&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497791&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497791&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497778&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497744&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N clidcorsan | 2022-09- |Healthcare Not COVID-19 VA JAN: (AD26.COV2.§)
| 501 : : Non EEA .. (Female [Pulmonary embolism (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
N EU-EC |13 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
& 10013497743 PP
<
% click or scan |,
IS} E— . . . . COVID-19 VACCINE JANSSEN (AD26.COV2.S)
® -09- - - - - -
&l 502 HUEC . %(3)22 09: E:jlft!;;zrgal Non EEA %{i a?: Female gnegirt?;&ssaﬂar accident (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Other Medically Important [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= -EC- 5 o .
3 10013497741 Immunisation - Not applicable - [n/a - n/a - n/a)])
£
S
o
El click or scan et N N COVID-19 VACCINE JANSSEN (AD26.COV2.9)
503 EUE b ft care A Non EEA |t fied ot fiog| Cerebral venous sinus thrombosis (/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
U-EC- rolession: Specified Specifi Immunisation - Not applicable - [n/a - n/a - n/a])
8 10013497740
kS
5 "
> : O
_(g click or scan B — 1864 - COVID-19 VACCINE JANSSEN (AD26.COV2.S)
o| 504 EU-EC- ;2. TP Professional Non EEA Vears Female [Myocardial infarction (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
y 10013497737 . Immunisation - Not applicable - [n/a - n/a - n/a])
5
@ click or scan |;
g G 5022-09. Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.5)
| 505 EU-EC- h Healthcare Non EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
g 10013497736 : Professional Immunisation - Not applicable - [n/a - n/a - n/a])
E lick
& clckorscan | 502200 | Healtheare ot COVID-19 VACCINE JANSSEN (AD26.COV2.9)
| 506 EU-EC- ;2. TP Professional Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
% 10013497731 : Immunisation - Not applicable - [n/a - n/a - n/a)])
>
< 4
dlick or sean | Non COVID-19 VACCINE JANSSEN (AD26.COV2.
g 2022-09- Not
w®/| 507 EU-EC- B3 Healthcare Non EEA Specified Female |Death (n/a - Fatal - Results in Death [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
a o Professional Immunisation - Not applicable - [n/a - n/a - n/a])
E 10013497725
g dlick or scan | 5022.09-IFiealthcare Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
Z| 508 EU-EC T Professional Non EEA ified Male  |Guillain-Barre syndrome (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= e . rolessiona Speci Immunisation - Not applicable - [n/a - n/a - n/a))
=2 10013497682
¥
5 lick or scan |; 502200 Healtheare Not 4 COVID-19 VACCINE JANSSEN (AD26.COV2.9)
509 EU-EC- 13 Professional Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013497673 : Immunisation - Not applicable - [n/a - n/a - n/a])
click or scan |3 COMIRNATY [TOZINAMERAN] (S- COVID-19
2022-09- |Healthcare 65-85 . —_ . . immunisation - n/a - [n/a - 1{DF} - n/a - More in
; 7 - R , R R
510 EU-EC- 13 Professional EEA Vears Female |General physical health deterioration (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) ICSR]), COMIRNATY [TOZINAMERAN] (S-
10013496922 COVID-19 immunisation - n/a - [n/a - 1{DF} - n/a])

Manual "ICSR Form

" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497736&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497725&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497682&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013497673&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496922&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | -
N ki 2022-09- N0 18-64 Leukaemia (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (nfa~ |} qovDLN [COVID-19 VACCINE JANSSEN
o 511 Healthcare EEA Male RTIE (AD26.COV2.9)] (S - Immunisation - Not applicable -
I EU-EC- 113 Professional Years Unknown - Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
g 10013496819 e
<
% click or scan |
@ = :
© 21 2022-09- Non 18-64 Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - ), Thrombosis (n/a - JCOVDEN [COVID-19 VACC.INE JANSSEN .
| 512 Healthcare EEA Male - > (AD26.COV2.9)] (S - Immunisation - Not applicable -
— EU-EC- | €5 |13 Professional Years Unknown - Other Medically Important Condition) [/a - n/a - n/a])
3 10013496817| A&t a-na-na
£
§- click or scan | ;
2 e | : Non . o L . JCOVDEN [COVID-19 VACCINE JANSSEN
3| 513 21 12022-09- Healthcare EEA 65-85 Male Suspected COVID-19 (n/q - Eata} - Results in Death, Caused’Prolonged Hospitalisation), Vaccination failure (n/a - Unknown (AD26.COV2.9)] (S- Immunisation - Not applicable -
d EU-EC- (13 Professional Years - Caused/Prolonged Hospitalisation) [n/a - n/a - n/a]
§ 10013496802 a-n/a-nfa))
8
kS
S click or scan
% % 12022-09- | Healthcare Not COVID-19 VACCINE JANSSEN (AD26.COV2.95)
5| 514 EU-EC- 13 Professional |Non EEA  |Specified Female  |Cerebral haemorrhage (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
0 10013496799 Immunisation - Not applicable - [n/a - n/a - n/a])
g
5
ﬁ
® click or scan | .
a 5022-09- Non 18-64  [Not ) JCOVDEN [COVID-19 VAC I'IN'E JANSSEN '
—| 515 Healthcare EEA .. |Illness (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - Not applicable -
= EU-EC- (13 Professonal Years  |Specified ety PP
5 10013496790 olessiona [/a - n/a - n/a])
;
g click or scan |3 2022.00.Non 1864 JOOVDEN [COVID-19 VACCINE JANSSEN
2| 516 BU-EC- 3 Healthcare Non EEA Years Female |Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (AD26.COV2.9)] (S- Immunisation - Not applicable -
g 10013496786 - Professional [n/a - n/a - Intramuscular use])
<
g click or scan | s Arrhythmia (n/a - Unknown - Caused/Prolonged Hospitalisation), Blood pressure decreased (n/a - Unknown -
® 517 2022-09- lIt]lgel:lthcare Non EEA 18-64 Male Caused/Prolonged Hospitalisation), Cardiac arrest (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral gi%\;?g\l)\[%\]ﬂg} ?ﬁﬁaﬁ;ﬁ?ﬁ licable -
% EU-EC- F 3113 Professional Years haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - ), Myalgia (n/a - [/ n/ o ']) PP
£ 10013496783 & Unknown - ), Pyrexia (n/a - Unknown - ) a-na-na
E lick
£ click or scan | G
2 2022-09-[N°n 18-64  [Not ) JCOVDEN [COVID-19 VACCINE JANSSEN
518 Healthcare EEA .. |Illness (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - Not applicable -
2 BU-EC- (13 Professona] Years  |Specified a1 PP
3 10013496779 ofessional [v/a - n/a-n/a])
B
(@) i b
clidcorsean |5 2022-09- |Healthcare Not COVID-19 VA JAN: (AD26.COV2.9
519 BU-EC. : 3 Professional Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013495577| A : Immunisation - Not applicable - [n/a - n/a - n/a])
click or scan
— Non . o L . JCOVDEN [COVID-19 VACCINE JANSSEN
520 2022-09- Healthcare EEA 18-64 Male Suspected COVID-19 (n/a_l - Eata} - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown (AD26.COV2.9)] (- Immunisation - Not applicable -
EU-EC- 3113 Professional Years - Caused/Prolonged Hospitalisation) - /a-
10013495531 [a-n/a-n/a)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496819&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496817&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496802&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496786&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496783&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013496779&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495531&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccines in EudraVigilance database (www.adrreports.eu) | Date: 24-09-2022 | Filtered by " Seriousness Criterid": "Resultsin Death" Page 58 of 2857
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan |;
_— Non . T — . JCOVDEN [COVID-19 VACCINE JANSSEN
g 521 2022-09- Healthcare  [EEA 18-64 Male Suspv ected CDVID—I9 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown (AD26.COV2.9)] (S- Immunisation - Not applicable -
I EU-EC- 113 Professional Years - Life Threatening, Caused/Prolonged Hospitalisation) - Sml. - n/a - More in ICSR]
Py 10013495525 x rofession: [n/a-. - n/a - More in )]
o
<
3\ .
o click or scan | gt N COVDEN [COVID-19 VACCINE JANSSE
= o |Non g . ) ) . . ) ) . J EN [ D-19 VACCINE J N
&l 522 2022-09 Healthcare EEA 18-64 Male Card@c arrest (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged (AD26.COV2.9)] (S- Immunisation - Not applicable -
— EU-EC- y 113 . Years Hospitalisation)
3 10013495521 P Professional [n/a-n/a-n/a))
%)
=
S
o
§ click or scan |4}
: 3 |2022-09-|Non 18-64 |Not . . s . . COVID-19 VACCINE JANSSEN (AD26.COW2.5)
COVID-19 n/a - Fatal - Results in Death, Caused/Prol Hospitalisation), Vz tion failure (n/a -
§ 523 | EU-EC- 13 Healthcare  Non EEA |Years  |Specifiedjojnonn _‘é’ammed‘/’gifon;d ﬁfspitaﬁssa‘iiojl;" ed rolonged Hospitalisation), Vaccination failure (n/a [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o 10013495520 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
5}
5
=
.%
= click or scan | zm i COVID-19 VACCINE JANSSEN (AD26.COV2.S)
=}
o A (2022-09- [Healthcare 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
- ; - - ) o ;
g 524 EU-EC- 3113 Professional Non EEA Years Female |Death (1d- Fatal - Results in Death Product used for unknown indication - Not applicable -
5 10013495290 [n/a - n/a - Intramuscular use - More in ICSR])
A
% click or scan |3
a _ b 15022-09- Non Not _ ) COVID-19 VACCINE JANSSEN (AD26.COV2.S)
—| 525 Healthcare Non EEA .. |Female |Intracranial aneurysm (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
& EU-EC- 3113 . Specified e .
g 10013495091 | 43 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
€
§ click or scan |3 : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
o Al (2022-09- [Healthcare Not o . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; . - - ) AR ;
% 526 EU-EC- |13 Professional Non EEA Specified Male \Myocardial infarction (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
2 10013495086 [n/a - n/a - n/a])
c
é dlick or scan | i B8 |2022.00. [Non 1864 Dependence on respirator (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Suspected COVID-19 (n/a - |JCOVDEN [COVID-19 VACCINE JANSSEN
Q| 527 ; Healthcare Non EEA Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Life Threatening, (AD26.COV2.9)] (S- Immunisation - Not applicable -
D EU-EC- 3|13 Professional Years Ca Joneed Hospitalisati /- a1
£ 10013495079 rofession used/Prolonged Hospitalisation) [n/a - n/a - n/a))
g dlick or sean |, : A o . |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
< 528 al (2022-09- |Healthcare Non EEA 18-64 Male Feeling abnormal (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death), Thrombosis [COVID-19 VACCINE JANSSEN (AD2 6 OOVZ 9] (s-
2 EU-EC- 3113 Professional Years (n/a - Fatal - Results in Death) L . . :
3 10013495077 Immunisation - Not applicable - [n/a - n/a - n/a])
s
@) i !
clideorsan | %3 12022-09- |Healtheare 18-64 COVID-19 VACCINE JANSSEN (AD26.COV2-8)
529 o . Non EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 7 (13 Professional Years I o licable - n/a - n/a - o/
10013495073 mmunisation - Not applicable - [n/a - n/a - n/a)])
l (2022-09- |Healthcare 18-64  |Not - . COVID-19 VA JAN (AD26.COV2.§)
530 ; Non EEA .. _{Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 13 Professional Years  |Specified I isation - N licable - /2 - n/a - 1/
10013495070 mmunisation - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495525&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495520&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495290&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495091&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495086&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495077&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495073&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013495070&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; -
g d2022-09- | Healthcare More Adverse event following immunisation (n/a - Fatal - Results in Death), Depressed level of consciousness (5d - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
N 531 : Non EEA  |than 85 [Male . - P MODERNA (CX-024414)] (S- COVID-19
I EU-EC- 13 Professional v, Results in Death), Tachypnoea (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) hylaxis - N licable - [/ - 1 {DF" -
Py 10013494877 ears prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o
<
N
[}
®
o click or scan
§ 532 EU-EC. b, (2022-09- Hea]thgare EEA 18-64 Female Myocardial infm:ction (n/a - Fatal - M s Othejr Medically Important Condition), Sudden cardiac death (n/a - ﬁéﬁm[(%)(%];}ﬁ #) (S‘:"(\;I;\%CID_IY];
‘é_ 10013494714 13 Professional Years Fatal - Results in Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
L
% click or scan | zm COVID-19 VACCINE JANSSEN (AD26.COV2.S)
% 533 2022-09- Healthcare Non EEA 65-85 Male Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= EU-EC- ] 3113 Professional Years Caused/Prolonged Hospitalisation) Product used for unknown indication - Not applicable -
'% 10013493927| 24 i [n/a - n/a - Intramuscular use])
g
m click or scan | zm
o) 2022-09- | Healthcare 65-85 o L . SPIKEVAX [COVID-19 MRNA VACCINE
Of 534 EU-EC- 13 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
‘% 10013493909 : prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
7
= click or scan | - L Non COVID-19 VACCINE JANSSEN (AD26.COW2.S)
S = (2022-09- Not ) } . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
T 535 EU-EC- * |13 E:(?g;sciir;al Non EEA Specified Female |Death (n/a - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
% 10013492891 n/a])
g’ click or scan | gy 3
¢ S 1 (2022-09- | Healthcare 65-85 , , . , . A L MRIVA VAUCTNE
o| 536 BU-EC- Bl (|5 Professional Non EEA Years Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
T 10013492674 - prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g click or scan | 5 SPIKEVAX [COVID-19 MRNA VACCINE
T| 537 2022-09- | Healthcare Non EEA 65-85 Male Cardiac disorder (n/a - Fatal - Results in Death), Inappropriate schedule of product administration (n/a - Unknown - ), MODERNA (CX-024414)] (S- COVID-19
E EU-EC- (13 Professional Years Respiratory arrest (n/a - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - .25mL -
E 10013492575 Intramuscular use - More in ICSR])
Q
E .
2 2022-09-|Healthcare 18-64 - - SPIKEVAX [COMD-19 MRNA VACCINE
3 538 EU-EC- : 13 Professional Non EEA Vears Female |Vaccination complication (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
g 10013492545 3 p prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@)
click or scan | zm
= . . . oo . ) SPIKEVAX [COVID-19 MRNA VACCINE
539 2022-09- Hea]thqare Non EEA 65-85 Female Cardiac failure (2.d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Concomitant disease aggravated (n/a - MODERNA (CX-024414)] (S- COVID-19
EU-EC- 3113 Professional Years Fatal - Results in Death) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
10013492508 - - - -
click or scan |,
540 2022-09- |Healthcare EEA 65-85 Male Anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aortic aneurysm (n/a - Fatal - Results in ﬁéﬁﬁ&gﬁ?&?ﬁég@%
EU-EC- 3113 Professional Years Death, Caused/Prolonged Hospitalisation) . sation - n/a - [/
10013491593 immunisation - n/a - [n/a - .25mL - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013494877&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013494714&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013493927&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013493909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013492891&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013492674&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013492575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013492545&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013492508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013491593&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
~ lick or sean | 202200 Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
| 541 Healthcare EEA Male  [Pemphigus (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
< EU-EC- 13 : Years . A
N F = Professional immunisation - n/a - [n/a - .5mL - Intramuscular use])
o 10013491561
<
N
[} . e .
ks click or scan . Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral thrombosis (n/a - Fatal - AXZ)
o S0 2022-09- |Healthcare Non EEA 18-64 Female Results in Death, Caused/Prolonged Hospitalisation), Dysarthria (n/a - Fatal - Results in Death), Headache (n/a - Fatal - (VCHAIEC\)/)E?IAI\J[%\\/? B—)?(SV_ Aﬂf I_I\lIJEnlénS;"“I;A_Z[l?I&H_ES/Aa
z EU-EC- 12 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, Caused/Prolonged
4 o - Intramuscular use])
g 10013489499 Hospitalisation)
S
o
E dlick or scan | 8E 102200 Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
543 L : Non EEA Female |Concomitant disease aggravated (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC |12 Professional Years rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
8 10013489263 ' prophy PP
s
=y click or scan | 4w L
2| suq 5 202209 Healtheare | o [65-85 | [Back pain (v/a - Unknown - ), Fatigue (n/a - Unknown - ), Malise (n/a - Unknown - ), Preumonia (w/ - Fatal - Results in Tngfwrﬁ‘sad;ifnwoﬂozlﬂbf;IE_ WISZ‘_OOWDW
8 EU-EC- 12 Professional Years Death, Caused/Prolonged Hospitalisation), Somnolence (n/a - Unknown - ) PP
o Intramuscular use])
- 10013489042
g
=1 .
3 dlickcor scan | 502200/ Non 1864 JCOVDEN [COVID-19 VACCINE JANSSEN
% 545 EU-EC 2 Healthcare EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (AD26.COV2.9)] (S- Immunisation - Not applicable -
[a) el [ 1 _ -
=] 10013488112 Professional [n/a - n/a - n/a])
o
g ik
% ceorsn | 502200 | Healtheare 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.5)
| 546 : Non EEA Female |Cerebral thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- 12 Professional Years Immunisation - Not applicable - [n/a - n/a - n/a])
‘; 10013488103 PP
% dlick or scan Blood potassium decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cavernous sinus thrombosis
c - 2022-09- | Healthcare 18-64 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Encephalitis (n/a - Fatal - Results in Death COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 547 EU-EC- 12 Professional Non EEA Vears Female |Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged ([COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
® 10013488102 Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary tract Immunisation - Not applicable - [n/a - n/a - n/a])
% infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
£ lick
£ click or scan | =gy ;
= LiR ol sai 3 Non . e L . JCOVDEN [COVID-19 VACCINE JANSSEN
g 548 ¥ 2022-09- Healthcare EEA 18-64 Male Suspected COVID-19 (n/e} - lj“ata_l - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown (AD26.COV2.9)] (S - Immunisation - Not applicable -
E EU-EC- 12 : Years - Caused/Prolonged Hospitalisation)
e 1 Professional [n/a - n/a - n/a])
5 0013488033
g lick ;
i crecotsa Non o . » JCOVDEN [COVID-19 VACCINE JANSSEN
O 549 " %222-09- Healthcare  |FEA 31{5;?2 Female |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important Condition) (AD26.COV2.9)] (S- Immunisation - Not applicable -
10013487974 Professional [n/a - n/a - n/a))
clidcorsean | 2022-09- Non 65-85 Suspected COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important COVID-19 VA JAN (AD26.COV2.8)
550 Healthcare ~ [Non EEA Male . i [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 12 fessi Years Condition) L icable - /2 - n/a -
10013487969 2 Professional Immunisation - Not applicable - [n/a - n/a - n/a)])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013491561&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013489499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013489263&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013489042&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013488112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013488103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013488102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013488033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487969&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
~ dlick or sean 502209 Healtheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
o 551 : Non EEA Male  [Myocarditis (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
N EU-EC 12 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o 10013487718
<
% lick or scan |
& < B 2022-09- Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.S)
Q| 552 EU-EC- 12 Healthcare Non EEA Specified Female |Cardiac disorder (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 10013487535 Professional Immunisation - Not applicable - [n/a - n/a - n/a)])
£
§- click or scan |
2 f A . Lo . . COVID-19 VACCINE JANSSEN (AD26.COV2.5)
i ¥ -09- - - - 5 - -
4| ss3 2022-09 Healthgare Non EEA 65-85 Male S.Jspe.ct'ed(I)VlD-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
d EU-EC- 12 Professional Years Condition) Trnmunisation - Not applicable - [1va - n/a - n/a])
§ 10013487453 unisation - Not applicable
8 lick
S click or scan | .4 p . . . . L . SPIKEVAX [COVID-19 MRNA VACCINE
S| 554 41 (2022-09- Healthc_are Non EEA 18-64 Male Artenosc}eroms coronary artery (n/a - Unknown - Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
S EU-EC- 12 Professional Years Results in Death) rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
£ 10013487430 PIOPLY PP
d
@ click or scan | zm
S 2022-09- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
555 . Non EEA Male  |Cardiovascular disorder (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
83 EU-EC- 12 Professional Years Intramuscular usc])
g 10013487305
[a)
& dlick or sean | 2022.00. Non 1864 JCOVDEN [COVID-19 VACCINE JANSSEN
‘£| 556 EU-EC- 1 Healthcare EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - Immunisation - Not applicable -
E 10013487171 Professional [n/a - n/a - n/a))
D)
S
g click or scan | g 5022.09. /Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.5)
| 557 Healthcare Non EEA .. ‘Male |Cerebral haemorrhage (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g EU-EC- 12 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
g 10013487170
S
2 dlickor scan | 5022-09.Non 1864 JCOVDEN [COVID-19 VACCINE JANSSEN
| 558 BU-EC- 12 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S- Immunisation - Not applicable -
g 10013487168 . Professional [n/a - n/a - n/a])
£
% lick or scan | zp 532 1502200 Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
559 Healthcare EEA .. |Male  |Myocardial infarction (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- g |12 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a))
(&) 10013487167
lick or scan (et 502200 |Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
560 Healthcare Non EEA .. |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |5 12 Professional Specified I L licable - /2 - n/a - 1/
10013487164/ 3 &r rofessional mmunisation - Not applicable - [n/a - n/a - n/a)])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487718&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487535&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487453&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487430&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487305&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487171&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487170&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487168&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487167&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487164&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or sean | COVID-19 VACCINE JANSSEN (AD26.COV2.S)
N
g 0. g . .
Slse1 | Eurc 2020 Ez‘gs‘;fg ' NonEEA [\¥6% Inle  |Thrombosis (v - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 10013487163/ i ] Immunisation - Not applicable - [n/a - n/a - n/a))
3
g .
a dlickor scan | 2022-09-IHealtheare Not COVID-19 VACCINE JANSSEN (AD26.C0V2.9)
3| 562 : Non EEA . |Male  |[Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g EU-EC 12 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a))
£ 10013486953
Q
E Hypoaesthesia (n/a - Fatal - Results in Death), Menstruation irregular (n/a - Fatal - Results in Death), Myocardial injury
E_ click or scan || (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death, Other
el 4 2022-09- | Healthcare 18-64 Medically Important Condition), Myopericarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
563 EU-EC- 2 Professional Non EEA Vears Female [Neck pain (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Pain in jaw (n/a - Fatal - immunisation - Not applicable - [1d- .3mL -
8 10013486830| 3 Results in Death), Paraesthesia (n/a - Fatal - Results in Death), Pleural effusion (n/a - Fatal - Results in Death), Intramuscular use])
IS Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination site pain (n/a - Fatal -
k= Results in Death)
%
5 click or scan | ;
0 2022-09- | Healthcare 65-85 . . T COMIRNATY [TOZINAMERAN] (S- COVID-19
m R -
” 564 EU-EC- 12 Professional EEA Vears Male  |Leukaemia recurrent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - 1/a - [1Va - 2 {DF} - Intramuscular usc])
(] F
= 10013486364
p
s dlick or sean | > 022.00. Non " COVID-19 VACCINE JANSSEN (AD26.COV2.9)
g 565 EU-EC- 1 Healthcare ~ [Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
8 10013486320 £ Professional Immunisation - Not applicable - [n/a - n/a - n/a])
;
] click or scan | =g ;
5K g4 (2022-09- |Healthcare 18-64 Concomitant disease aggravated (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death, SPIKEVAX [COVID-19 MRNA VACCINE
566 X : Non EEA Female . " MODERNA (CX-024414)] (S- COVID-19
EU-EC- e (12 Professional Years Other Medically Important Condition) . .
4 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
2 10013486203
®
c
é lick or scan | 4 5022-09. Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
Al 567 BU-EC- 12 Healthcare Non EEA Specified Female |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
ié 10013485799 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
E ) Asthenia (1mo - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood magnesium decreased (n/a - Fatal -
E click or scan | ;3 i Results in Death), Concomitant disease progression (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
2| 568 d |2022-09- Healthc-are Non EEA 18-64 Male |Results in Death), Dyspnoea (1mo - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Myalgia (Imo - |\ fJODERNA (CX-024414)] (S- COVID-19
2 EU-EG- 12 Professional Years Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Pulmonary oedema (5d - Fatal - Results in | ohvlaxis - Not anplicable - [v/a - 1 {DF} - n/a))
B 10013485607 : : . St prophy pp
T Death), Ventricular tachycardia (5d - Fatal - Results in Death)
@) i
clckorscan | g 502200 /Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
569 EU-EC- 12 Healthcare Non EEA Vears Female |Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10013485199 Professional Intramuscular use])
lick or scan | g A 2022-09- | Healthcare 65-85 Blood pressure systolic increased (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] (S- COVID-19
570 . Non EEA Female |Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Unknown - ), Thrombosis |immunisation - Not applicable - [1d - n/a -
EU-EC- 12 Professional Years . - .
10013484566 (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013487163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013486953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013486830&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013486364&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013486320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013486203&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013485799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013485607&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013485199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013484566&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; -
8  |022-09- |Healtheare 65.85 S . SPIKEVAX [COVID-19 MRNA VACCINE
IRyt : Non EEA Male  |Adverse event following immunisation (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
N EU-EC- 12 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o 10013484478
<
% click or scan |
@ = :
© 4 2022-09- | Healthcare 18-64 Arteriosclerosis coronary artery (n/a - Unknown - Other Medically Important Condition), Myocarditis (n/a - Fatal - Results SPIKEVAX [COVID-19 MRNA VACCINE
Qaf 572 : Non EEA Male |, ) . MODERNA (CX-024414)] (S- COVID-19
— EU-EC- 12 Professional Years in Death), Pumonary oedema (n/a - Unknown - Other Medically Important Condition) . .
] prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
3 10013484302
[%2]
=
§- click or scan || COMIRNATY [TOZINAMERAN] (S- COVID-19
=4 el 2022-09- | Healtheare 65-85 COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in|immunisation - Not applicable - [1d- n/a -
Bl 573 » . Non EEA Female [Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Other Medically Important Intramuscular use]), [COVID-19 VACCINE] (S-
d EU-EC- 12 Professional Years " ] LT N
Condition) COVID-19 immunisation - Not applicable - [n/a - n/a -
10013484231 al)
3 Abdominal pain (n/a - Unknown - ), Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
B Cardiogenic shock (n/a - Unknown - Caused/Prolonged Hospitalisation), Deep vein thrombosis (n/a - Unknown - Other
B Medically Important Condition), Echocardiogram abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation), Embolism
3 . (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Unknown - ), Femoral artery embolism (n/a -
S click or scan | o Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results |SPIKEVAX [COVID-19 MRNA VACCINE
W 574 i |2022-09- Healthcare o' op s |18-64 oo lin Death), Myocarditis (36d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - ), MODERNA (CX-024414)] (S- COVID-19
g EU-EC- 12 Professional Years Paraesthesia (n/a - Unknown - ), Peripheral ischaemia (n/a - Unknown - ), Pulmonary oedema (4d - Unknown - Other prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
3 10013484141 Medically Important Condition), Pyrexia (n/a - Unknown - ), Renal impairment (n/a - Unknown - Other Medically Important
ﬁ Condition), Spinal cord infarction (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - Other
s Medically Important Condition), Troponin increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Ventricular
= dysfunction (n/a - Unknown - )
g Blood creatinine increased (n/a - Fatal - Results in Death), Blood sodium increased (n/a - Fatal - Results in Death), C-
£ click or scan || reactive protein increased (nl/a - Fatal - Results in Death hn), Certrall;ral haenllorrhage (n/a - Fatal - Result; in Death ';1/ 1
= |1 ; Confusional state (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Encephalopathy (n/a - Fatal ME
§ 575 | BUEC ¥ %222_09_ Eﬁz;fg a1 |[EEA ?{Zﬁf Male |- Results in Death), Fall (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in gﬂ%&?ﬁ 1(S-n/a-n/a-[ld-
< 10013483429 o Death), Head injury (n/a - Fatal - Results in Death), Infection (n/a - Fatal - Results in Death), Metastases to central
% nervous system (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a
%‘ - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death), Subdural haematoma (n/a - Fatal - Results in Death)
c .
g dlick or sean | 5 | 022.00. Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
g 576 BU-EC- ; 12 Healthcare Non EEA Vears Male  |Chest pain (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
ié 10013483424 : Professional Intramuscular use])
E lick
£ cickobsan | 15022, 00/ Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
| 577 EU-EC 12 Healthcare Non EEA Vears Male  |Chills (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
ko) -EC B :
3 10013483384 Professional Intramuscular use])
B
O click or scan | T
— Non . . o . SPIKEVAX [COVID-19 MRNA VACCINE
578 221 2022-09- Healthcare EEA 18-64 Male Condition aggavated(Od- Fatal - Results in Death, Caused’Prolonged Hospitalisation), Death (0d - Fatal - Results in MODERNA (CX-024414)] (S- Immunisation - Not
EU-EC- 12 . Years Death), Fatigue (n/a - Unknown - ) -
B Professional applicable - [n/a - .5mL - Intramuscular use])
10013483276,
click or scan | zm . Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Cardiomegaly (n/a - Fatal - Results in Death), Hepatic MRN CCINE
=1 (2022-09- Healthcare 18-64 steatosis (n/a - Unknown - ), Myocardial ischaemia (n/a - Fatal - Results in Death), Nephrosclerosis (n/a - Unknown - Other SPIKEVAX [COVID-19 A VA
579 : Non EEA Male ) > X : MODERNA (CX-024414)] (S - COVID-19
EU-EC- 12 Professional Years Medically Important Condition), Pulmonary congestion (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
10013483270 Results in Death) Prophy PP

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013484478&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013484302&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013484231&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013484141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013483429&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013483424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013483384&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013483276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013483270&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N clidcorsan | : 2022-09-|Healthcare Not COVID-19 VA JAN: (AD26.COV2.9)
| 580 . : Non EEA .. |Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
I EU-EC- 12 Professional Specified s .
) Immunisation - Not applicable - [n/a - n/a - n/a])
o 10013483249
N
W click or scan | zm : SPIKEVAX [COVID-19 MRNA VACCINE
© 2l | 2022-09- | Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
Of 581 FUEC | b 1) Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Life Threatening) orophy ks - Uniknown - [n/a - 1{DF} - Tntramuscular
3 10013483040 use])
£
S . [
fon click or scan | Non
% 582 2022-09- Healthcare EEA 65-85 Male Abdominal distension (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COMD-19
d EU-EC- |¢ (12 : Years Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - n/a - n/a])
Professional
10013482901
3
s
S click or scan
% 2022-09-|Non 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
5| 583 EU-EC- 12 Healthqaxe EEA Years |Female |Acute myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
o 10013482900 Professional immunisation - n/a - [n/a - n/a - Intramuscular use])
y
5
)
% click or scan ;
a e i Lo . oo o . SPIKEVAX [COVID-19 MRNA VACCINE
= 584 2022-09- Hea]thqare Non EEA 18-64 Female Brain injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Encephalitis enteroviral (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
5 EU-EC- 12 Professional Years Results in Death) rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
'E 10013482746 ; propay PP
% Arrhythmia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia (n/a -
§1 Unknown - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged
% click or scan | - Non Hospitalisation, Other Medically Important Condition), Chest discomfort (n/a - Fatal - Results in Death, Caused/Prolonged
2| sgs 2022-09- Healthcare Non EEA 18-64 Male Hospitalisation), Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T EU-EC- 12 Professional Years Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D immunisation - Not applicable - [1d - n/a - n/a])
g 10013482541 dimer increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Fatal - Results in Death
g Caused/Prolonged Hospitalisation), Heart rate irregular (n/a - Unknown - Caused/Prolonged Hospitalisation), Pleural effusion
Ja) (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal disorder (n/a - Unknown - Caused/Prolonged Hospitalisation)
T
£ i L
< dlickor scan | B | 02.09- | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
:.'_ 586 EU-EC- : 12 Professional Non EEA Vears Female |Depressed level of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition) ;mtnnmisatti‘?n - Not applicable - [1d - n/a -
2 10013482209 ntramuscular usc])
)
% T 2022-09-|Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
S| 587 . Non EEA Male  |Adverse event following immunisation (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
o EU-EC- 12 Professional Years hylaxis - Not applicable - [/a - 1 {DF} - n/a])
10013482122 Y prophylaxis - Not applicable - [n/a - 1{DF} - n/a;
clideorsan | 8 1022-00- Healtheare 18-64 o SPIKEVAX [COVID-19 MRNA VACCINE
588 : Non EEA Female |Adverse event following immunisation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 12 Professional Years hvlaxi L
10013481899| 2 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013482900&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013482746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013482541&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013482209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013482122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013481899&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ;
g 2 15022-09- | Healtheare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
Q| 589 EU-EC- |t 12 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
3 10013481865 i ; prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
N
[}
g click or scan |z i COVID-19 VACCINE ASTRAZENECA (CHADOX1
— 24 (2022-09- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
? - R
3| | EUEC T Professional | "o EEA  [yrears  [Female [Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
£ 10013477660 ] n/a - n/aJ)
Q
=4 . [ Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - CCINE RAZE CHADO
8 dlickor scan | : Non Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Seizure (n/a - Unknown - Results in COVID-19 VA AST NECA ( Xl
: =1(2022-09- 18-64 . . e b . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
591 EU-EC- 1 Healthcare Non EEA Vears Female |Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - Results in Death, Life (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
3 Professional Threatening, Caused/Prolonged Hospitalisation), Viral infection (n/a - Unknown - Results in Death, Life Threatening,
> 10013476293 Ca TR n/a - n/aJ)
8 used/Prolonged Hospitalisation)
é dlick or scan | = | Cardiac arrest (n/a - Recovered/Resolved - Mnl)e.ath), Cerebral infgrction (n/a - Recovered/ Rcsolved.— Results in COVID-19 VACCINE ASTRAZENECA (CHADOX1
< 2022-09- | Healthcare 18-64 Death), Dyspnoea (v/a - RecoveredResolved - Results in Death), Embolism venous (n/a - Fatal - Results in Death), |5y 1) [cOVID-19 VACCINE ASTRAZENECA
F| 592 L . Non EEA Female [Hypotension (n/a - Recovered/Resolved - Results in Death), Hypoxia (n/a - Recovered/Resolved - Results in Death), ;
= EU-EC- 7 11 Professional Years . " N . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
g 10013476291 | 3% Pulmonary embolism (n/a - Recovered/Resolved - Results in Death), Tachycardia (n/a - RecoveredResolved - Results in ~ |* Wa - n/a])
w Death), Thrombolysis (n/a - Recovered/Resolved - Results in Death)
[0
(]
5 click or scan | MRN CCINE
3 2022-09- |Healthcare 65-85 Nausea (n/a - Fatal - Results in Death), Pulseless electrical activity (n/a - Fatal - Results in Death), Sudden death (n/a - SPIKEVAX [COVID-19 A VA
| 593 : EEA Female . MODERNA (CX-024414)] (S- COVID-19
B EU-EC 10 Professional Years Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
a 10013473508 PP
3
£ SPIKEVAX [COVID-19 MRNA VACCINE
& click or scan MODERNA (CX-024414)] (S- COVID-19
5 o oL g immunisation - Not applicable - [n/a - 1{DF} -
2| 594 EU-EC- : 3822 0 Eﬁ:;fg Al EEA i{gea?: Male  |Aortic rupture (n/a - Fatal - Results in Death) Intramuscular use]), [CIPROFLOXACIN,
% 10013472424 CIPROFLOXACIN HYDROCHLORIDE,
e CIPROFLOXACIN LACTATE] (S- Diarrhoea
% haemorrhagic - Unknown - [n/a - 500mg - Oral use])
s
% click or scan | zm Non
1S 595 2022-09- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Unknown - ), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Septic shock (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- 09 Professional Years Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
g 10013471941 olesio
=
a click or scan 85 502200 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
3 596 . : Non EEA Female |Productive cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EG- 09 Professional Years Wa - Intramuscular use])
S 10013471639
clorsmn g 2022-09- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
597 EU-EC- 09 Professional Non EEA Vears Male  |Adverse event following immunisation (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10013471136) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
" 2022-09- Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
598 EU-EC- 09 Professional Non EEA Vears Female [Adverse event following immunisation (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10013469571 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013481865&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013477660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013476293&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013476291&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013473508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013472424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013471941&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013471639&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013471136&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013469571&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
dlick or scan | : SPIKEVAX [COVID-19 MRNA VACCINE
g i (2022-09- (Healthcare 65-85 o L .
| 599 : Non EEA Female [Adverse event following immunisation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
S 1 O(Plgfggb 65 2 0 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
) ;
3
B lick or scan (e 5022.09-|Heattheare 1864 Paraesthesia (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Penile swelling (14d - Fatal - Results in | SPIKEVAX [COVID-19 MRNA VACCINE
0| 600 EU-EC- 09 Professional Non EEA Vears Male [Death, Caused/Prolonged Hospitalisation), Peripheral swelling (14d - Fatal - Results in Death, Caused/Prolonged MODERNA (CX-024414)] (S- COVID-19
g 10013468940 Hospitalisation) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
(%]
=
§_ dlick or scan | B Acute disseminated encephalomyelitis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
=4 - X 022-09- |Healthcare 18-64 Disabling, Other Medcgllyllmportan_t an(htlon), Encephalltls (n/a - Not Recg\{ered/Not Resolved - L1_fe Threatening, COMIRNATY [TOZINAMERAN] (S- COVID-19
8| 601 BU-EC- 09 Professional EEA Vears Male  |Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pulmonary embolism (n/a - Not immunisation - Not applicable - [1d- n/a - n/a])
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important PP
10013468836, Condition)
3 Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Atrioventricular block complete (n/a -
B Unknown - Other Medically Important Condition), Blood pressure decreased (n/a - Fatal - Results in Death), Bradycardia
B . (n/a - Unknown - Other Medically Important Condition), Cardiac failure (n/a - Unknown - Other Medically Important
Z click or scan |; More Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
S| 602 2022-09-|Healthcare |\ wrr - [an 85 |Female Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), Dyspnoea COMIRNATY [TOZINAMERAN] (S - COVID-19
a EU-EC- A3 09 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intestinal dilatation (n/a - Fatal - Results in Death), ~|™mmunisation - Not applicable - [1d - n/a - n/a])
<] 10013468192 ; Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death,
y Imp y
3 Other Medically Important Condition), Oxygen saturation decreased (n/a - Unknown - ), Pulmonary congestion (n/a -
3 Unknown - Other Medically Important Condition
o y 1mp
®
= dlick or sean | More SPIKEVAX [COVID-19 MRNA VACCINE
ol 603 2022-09- |Healthcare Non EEA  |than 85 [Male Arteriosclerosis coronary artery (n/a - Unknown - Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
o) EU-EC- 09 Professional Results in Death), Myocarditis (n/a - Fatal - Results in Death) hylaxi
% 10013465532 Years prophylaxis - Unknown - [n/a - 1{DF} - n/a])
5 click or scan | 7
% 604 22 (2022-09-|Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Expired product administered (n/a - Unknown [COMIRNATY [TOZINAMERAN] (S- COMD-19
% EU-EC- 09 Professional Years -) immunisation - Not applicable - [n/a - n/a - n/a])
% 10013465486,
® click or scan | o
% 605 2022-09- | Healthcare Non EEA i\ﬁ:;eg 5 |Female Cardiac disorder (n/a - Fatal - Results in Death), Interchange of vaccine products (n/a - Fatal - Results in Death), Off label mﬁﬁ;ﬁ ggﬁlNﬁgﬁw d(_S ;gi\fll}w
€ EU-EC- 09 Professional use (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) PP ’
= . Years Intramuscular use])
= 10013465302
8
E .
= dlick or scan | g FeEtek e 502209 Healtheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
3 606 EU-EC- : 09 Professional Non EEA Vears Female |Diabetic ketoacidosis (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
g 10013464674 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@)
Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Back pain (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coagulopathy (n/a - Fatal - Results in Death
click or scan Caused/Prolonged Hospitalisation, Other Medically Important Condition), Feeding disorder (5d - Fatal - Results in Death,
- ; Non Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (5d - Fatal -
607 | EEC 3322_09_ Healthcare EEA ?{5 -85 Female (Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, COMIRNtATY [I:IF?ZIN?MSRAI\E/ ¢ ;]/(1)\;][/1)19
1001 3;1 p 4E) 01 Professional cars Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death, immunisation - Not applicable - [n/a - nva - n/a])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Psoriasis (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Rheumatoid arthritis (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (5d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013469065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013468940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013468836&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013468192&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013465532&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013465486&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013465302&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013464674&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013464001&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ; Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 608 | LipC 3222-09- Eealthqare Non EEA T;Oetci fiogFemale | Adverse reaction (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) E%?Xgig%y&?g{?ﬁ;ﬁg%g%gﬁg‘ ISI)/L(_S-
) . rofessional
o 10013461366 n/a])
$ Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
% Important Condition), Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
[a) click or scan | < Medically Important Condition), Congestive hepatopathy (n/a - Unknown - Other Medically Important Condition), Loss of
3 600 2022-09-|Healthcare |\ ' p ) [65-85 |y |consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ~ [COMIRNATY [TOZINAMERAN] (S - COVID-19
@ EU-ECG- 08 Professional Years Pulmonary congestion (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - Caused/Prolonged [immunisation - Not applicable - [n/a - n/a - n/a])
5 10013461175 Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
é’ Important Condition), Thrombosis (n/a - Unknown - Other Medically Important Condition)
L
§ click or scan |,
] 610 EU-EC- (2)222 0 Ereji‘gslsci?)rrfal EEA ;i a.6rj Male  [Myocardial infarction (n/a - Fatal - Results in Death) %ﬁgﬁgﬁgjﬂﬁw (S-n/a-n/a-[n/a
kS 10013461056 ;
2
® click or scan | zm
‘-g i 2022-09- | Healthcare More _ COMIRNATY [TOZINAMERAN] (S- COVID-19
m| 611 EU-EC- 08 Professional EEA than 85 [Male  |Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
@ Years Intramuscular use])
% 10013458389
ﬁ COVID-19 (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal -
® click or scan | g Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Food intolerance (n/a - Not Recovered/Not Resolved -
= 612 2022-09- Healthcare EEA 65-85 Female Other Medically Important Condition), General physical health deterioration (n/a - Not Recovered/Not Resolved - Other COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
ol EU-EC- 08 Professional Years Medically Important Condition), Myocardial ischaemia (n/a - Fatal - Results in Death), Myocarditis infectious (n/a - Fatal - |- n/a - Intramuscular use])
o 10013458141 Results in Death), Performance status decreased (n/a - Not Recovered/Not Resolved - ), Swelling face (n/a - Not
% Recovered/Not Resolved - ), Vertigo (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
=2 click or scan | 1 Non
% 613 4 12022-09- Healthcare Non EEA Not Not Congenital anomaly (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition), Maternal |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 08 . Specified Specified exposure timing unspecified (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition)  |immunisation - Not applicable - [n/a - n/a - n/a])
> Professional
T 10013457622
g Anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Atelectasis (n/a - Unknown - Caused/Prolonged
g Hospitalisation), Blood beta-D-glucan increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Blood pressure decreased
D (n/a - Unknown - Caused/Prolonged Hospitalisation), Bronchial haemorrhage (n/a - Unknown - Caused/Prolonged
€ Hospitalisation, Other Medically Important Condition), Candida endophthalmitis (n/a - Unknown - Caused/Prolonged
% Hospitalisation, Other Medically Important Condition), Candida infection (n/a - Unknown - Caused/Prolonged
=1 Hospitalisation), Clostridium test positive (n/a - Unknown - Caused/Prolonged Hospitalisation), Condition aggravated (n/a -
? Unknown - Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Endotracheal
2 intubation (n/a - Unknown - Caused/Prolonged Hospitalisation), Enterocolitis (n/a - Unknown - Caused/Prolonged
3 click or scan | m Hospitalisation, Other Medically Important Condition), Haemodynamic instability (n/a - Unknown - Caused/Prolonged
g 614 2022-09- |Healthcare Non EEA 65-85  [Not Hospitalisation), Inflammation (n/a - Unknown - Caused/Prolonged Hospitalisation), Intestinal haematoma (n/a - Unknown - |COMIRNATY [TOZINAMERAN] (S- COVID-19
O EU-EC- 08 Professional Years  |Specified Caused/Prolonged Hospitalisation, Other Medically Important Condition), Labile blood pressure (n/a - Unknown - immunisation - Not applicable - [1d - n/a - n/a])
10013457541 Caused/Prolonged Hospitalisation), Lung infiltration (n/a - Unknown - Caused/Prolonged Hospitalisation), Oxygen saturation
decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Pulmonary arterial hypertension (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary hypertension (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown -
Caused/Prolonged Hospitalisation), Retroperitoneal haematoma (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Sinus rhythm (n/a - Unknown - Caused/Prolonged Hospitalisation), Sogren's syndrome (n/a -
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Tachycardia (n/a - Unknown -
Caused/Prolonged Hospitalisation), White blood cell count increased (n/a - Unknown - Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013461366&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013461175&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013461056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013458389&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013458141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013457622&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013457541&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute coronary syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
~ click or scan |, - Condition), Cardio-respiratory arrest (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other
o 615 11 (2022-09-|Healthcare Non EEA 65-85 Male Medically Important Condition), Heart rate decreased (n/a - Unknown - Other Medically Important Condition), Interstitial |COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- L (08 Professional Years lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Loss |immunisation - Not applicable - [1d - n/a - n/a])
=) 10013456018 of consciousness (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
ﬁ Condition), Ventricular fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
% Aphasia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
[a) haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
g infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral mass
%) click or scan |y i effect (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral venous sinus XZE CCINE ASTRAZENE
5 616 il |2022-09- |Healthcare Non EEA 18-64 Female thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Confusional ?]CHAD(\)/)[EIIAI\I[((I(X))\\/{I gﬁg(sv_ A(I)VIDgsrimmmisatng
@' EU-EC- 08 Professional Years state (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Facial paralysis (n/a - |* Not applicable - [/a - /a - Intramuscular use])
= 10013454573 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Headache (n/a - Fatal - Results in PP
3 Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Hemiparesis (n/a - Fatal - Results in Death, Life
§ Threatening, Caused/Prolonged Hospitalisation, Disabling), Immune thrombocytopenia (n/a - Fatal - Results in Death, Life
] Threatening, Caused/Prolonged Hospitalisation, Disabling)
= = (2022-09- [Healthcare 18-64 A . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 617 EUEC s 08 Professional Non EEA Vears Female [Sillbirth (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
g 10013454252 i3 ;
m
o]
% click or scan | g COVID-19 pneumonia (n/a - Fatal - Results in Death, Disabling, Other Medically Important Condition), Cough (n/a -
3 618 2022-09- |Healthcare EEA 65-85 Male Unknown - ), Pyrexia (n/a - Unknown - ), Vaccination failure (n/a - Fatal - Results in Death, Disabling, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- 07 Professional Years Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
a 10013452598
g click or scan | B 1
£ b |5022-09- Non Not SPIKEVAX [COVID-19 MRNA VACCINE
619 : Healthcare ~ |Non EEA .. |Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
E EU-EC- 07 Professional Specified immunisation - Not applicable - [n/a - 1{DF} - n/a])
<y 10013452062 ]
%‘ dlick or sean ; : 5022-09-|Healthcare More Blood pressure decreased (n/a - Unknown - ), Decreased appetite (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
| 620 BU-EC- ¥ 07 Professional Non EEA  |than 85 (Male  |Death), Oxygen saturation decreased (n/a - Unknown - ), Physical deconditioning (n/a - Fatal - Results in Death), Pulseless immunisation - Not applicable - [1/a - n/a - n/a])
g 10013450801/ 3 ! ) Years electrical activity (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death) PP
®
[a]
T .
IS click or scan | More
£ 2022-09- | Healthcare . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
g 621 EU-EC- 07 Professional EEA glan 85 |Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [1d- 1{DF} - Intramuscular usc])
£ ALF ears
E 10013450320| =5
)
B click or scan |;
g 2022-09- | Healthcare 18-64 ) ) ) . o COMIRNATY [TOZINAMERAN] (S- COVID-19
5 622 EUEC |2 07 Professional EEA Vears Female |Intermenstrual bleeding (36d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [1d- 1 {DF} - Intramuscular use])
10013450310| =23
COMIRNATY [TOZINAMERAN] (S- COVID-19
dlick or scan || immunisation - Not applicable - [1d - .3mL -
= | pd A 5022-09- Non 65-85 Intramuscular use]), [ATORVASTATIN,
623 EU-EC- : 07 Healthcare EEA Vears Male  [Rhabdomyolysis (n/a - Fatal - Results in Death) EZETIMIBE] (S- Hyperlipidaemia - Drug withdrawn -
10013450279| & Professional [n/a - 1{DF} - Oral use]), [URSODEOXYCHOLIC
ACID] (S- Cholangitis sclerosing - Drug withdrawn -
[n/a - 750mg - Oral use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013456018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013454573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013454252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013452598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013452062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013450801&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013450320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013450310&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013450279&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |-
N 2022-09- | Healthcare 65-85 Lo L . COMIRNATY [TOZINAMERAN] (S- COVID-19
N . - - . . . .
S 624 EU-EC- 07 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
g 10013450129 4
<
N
[}
g lick
= Click or scan COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug
1P B 202209 Healthcare |\ o (6585 |\ fineffective (/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death, Cased/Prolonged Hospitalisation, ?’CHADO cmv%ﬁé‘g\‘fg)ﬁsvﬁwmmlmmi s‘:tsiinm_‘ZNEIm ECA
£ EU-ECG- 07 Professional Years Other Medically Important Condition), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, applicable - [n/a - n/a - Intramuscular use])
§- 10013449822 Other Medically Important Condition) PP
L
% dlick or scan | 3 S | 2000, Non ot SPIKEVAX [COVID-19 MRNA VACCINE
S| 626 EU-EC- 07 Healthcare ~ [Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
E, 10013449728 x Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
<
-§ Creutzfeldt-Jakob disease (452d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
[im| click or scan | zm L Condition), Fatigue (452d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
o) 627 =i 2022-09- Healthcare EEA 65-85 Male Condition), Gait disturbance (452d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important | COMIRNATY [TOZINAMERAN] (S - COVID-19
5 EU-EG |¢& 07 Professional Years Condition), Memory impairment (452d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - n/a - n/a])
& 10013449279 Important Condition), Nervous system disorder (452d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
% Medically Important Condition)
=] Acute coronary syndrome (n/a - Unknown - Other Medically Important Condition), Alanine aminotransferase increased (n/a -
15 Unknown - ), Albumin globulin ratio decreased (n/a - Unknown - ), Altered state of consciousness (n/a - Fatal - Results in
g Death, Other Medically Important Condition), Angina pectoris (n/a - Fatal - Results in Death, Other Medically Important
g Condition), Aspartate aminotransferase increased (n/a - Unknown - ), Blood alkaline phosphatase increased (n/a - Unknown -
,% ), Blood creatine increased (n/a - Unknown - ), Blood glucose increased (n/a - Unknown - ), Blood lactate dehydrogenase
g increased (n/a - Unknown - ), Blood potassium increased (n/a - Unknown - ), Blood pressure immeasurable (n/a - Unknown - ),
% Blood urea increased (n/a - Unknown - ), Brain natriuretic peptide increased (n/a - Unknown - ), C-reactive protein increased
% click or scan || (n/a - Unknown - ), Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure
< el L : More acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac valve disease (n/a - Unknown - ), ME
g 628 | Lipc C (2)322_09_ Eﬁte};;zrg 4 |NonEEA |than85 (Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal - mﬂﬁgg [I:IrchaINlicable - [1] d(_sl;/g)nw/;;w
® 10013448880 Years Results in Death), Cyanosis (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Unknown - Other PP
% Medically Important Condition), Haematocrit decreased (n/a - Unknown - ), Haemoglobin decreased (n/a - Unknown - ), Heart
e rate decreased (n/a - Unknown - ), Hypotension (n/a - Unknown - ), Immunoglobulins increased (n/a - Unknown - ), Loss of
£ consciousness (n/a - Unknown - Other Medically Important Condition), Mean cell haemoglobin concentration decreased (n/a -
4] Unknown - ), Myocardial ischaemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Oxygen
E saturation decreased (n/a - Fatal - Results in Death), Physical deconditioning (n/a - Unknown - ), Platelet count decreased
N (n/a - Unknown - ), Protein total decreased (n/a - Unknown - ), Prothrombin time ratio increased (n/a - Unknown - ), Red
% blood cell count decreased (n/a - Unknown - ), Troponin T increased (n/a - Unknown - ), White blood cell count increased (n/a
- Unknown - )
B
O click or scan | h
i 2022-09- | Healthcare 18-64 . - - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
629 EU-EC- B |- Professional EEA Vears Male  [Sudden death (0d - Fatal - Results in Death, Other Medically Important Condition) - n/a- n/a])
10013448644/ =
click or scan
6555 | ot pat o TEEWKICD L MR
630 |  EU-EC- g |07 Professional |[NonEEA  |years  (Female th{1d- Fatal - Results in Death) - (CX- )] (8- Immamisation - Not
10013448571 ; applicable - [n/a - .5mL - n/a)])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013450129&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013449822&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013449728&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013449279&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013448880&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013448644&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013448571&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
~ - .3mL - Intramuscular use]), [B/PHUKET/3073/2013-
o LIKE VIRUS (B/PHUKET/3073/2013, WILD TYPE),
g A/GUANGDONG-MAONAN/SWL1536/2019
3 click or scan | g ! (HIN1)PDMO9 - LIKE VIRUS (A/GUANGDONG-
N i (2022-09- |Healthcare 65-85 . . MAONAN/SWL1536/2019, CNIC-1909), A/HONG
i : - - g B
g 631 puEc S 07 Professional | FEA Years [Male |Cerebrovascular accident (n/a - Fatal - Results in Death) KONG?2671/2019 (H3N2) - LIKE VIRUS (A/HONG
I 10013448420 h KONG2671/2019, TVR-208),
= B/WASHINGTON/02/2019 - LIKE VIRUS
g (B/'WASHINGT ON/02/2019, WILD TYPE)] (S-
5 Influenza immunisation - n/a - [n/a - .7mL -
@- Intramuscular use])
q click or scan | zm Non
§ 632 2022-09- Healthcare EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Initial insomnia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- F 07 Professional Years Results in Death), Malaise (n/a - Fatal - Results in Death) - n/a- n/a])
8 10013448141| =3
s
2 dlick or sean | COMIRNATY [TOZINAMERAN] (S- COVID-19
© 2022-09- |Healthcare 18-64 Coagulopathy (n/a - Fatal - Results in Death), Left ventricular failure (n/a - Fatal - Results in Death), Thrombosis (n/a- |. P .
5| 633 RO : EEA Female i . immunisation - n/a - [n/a - 1{DF} - n/a - More in
=1 EU-EC 07 Professional Years Fatal - Results in Death) ICSR)
- 10013447568 :
3
2 lick
2 SO R | 2.0 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
®|| 634 EU-EC- : 07 Professional EEA Vears Male  [Sudden death (0d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
S 0013447060 £ Intramuscular usc])
o
g COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ click or scan || £ ; NCOV-19) [COVID-19 VACCINE ASTRAZENECA
L e |G : Non . ) . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
2| 635 _— 3 3222—09— Healthcare Non EEA I;o;c e Male Cbre.t:;ll tl}rorr:)brc::lst(nc/(ilrl—dﬁ%ix;om - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other |* Not applicable - [n/a - n/a - /a]), [SARS-COV-2,
% 10013446044 Professional Y Hp STRAIN CZ02, PRODUCED IN VERO CELLS,
% INACTIVATED] (S- COVID-19 immunisation - Not
c applicable - [n/a - n/a - n/a])
ié dlick or scan | B3 STELARA [USTEKINUMAB] (S - Crohn's disease -
g | & 5022-09- | Healthcare 65-85 Cholelithiasis (n/a - Fatal - Results in Death, Other Medically Important Condition), Crohn's disease (n/a - Fatal - Results [Not applicable - [n/a - n/a - Subcutaneous use]),
| 636 BU-EC- ; 07 Professional Non EEA Vears Female |in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E 10013445882 34 Condition) (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
E Not applicable - [n/a - n/a - Intramuscular use])
S
=
s click o scan COMIRNATY [TOZINAMERAN] (S- COVID-19
A% |2022-09-|Healthcare 65-85 . -
% 637 EU-EC- 5 (07 Professional EEA Years Maleuiden death (0d - Fatal - Results in Death) immunisation - n/a - [n/a - 1 {DF} - Intramuscular use])
S 10013444509
lick or scan | gl 9022-09- | Healthcare 18-64 Ascites (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Infectious pleural effusion (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S - COVID-19
638 EU-EC | ik 07 Professional EEA Vears Male goi)pei:\atllins,agzlrjls)ed@rolonged Hospitalisation), Pancreatic pseudocyst (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - n/a - [n/a - .3mL - Intramuscular use])
10013444496 i

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013448420&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013448141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013447568&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013447069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013446044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013445882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013444509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013444496&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccines in EudraVigilance database (www.adrreports.eu) | Date: 24-09-2022 | Filtered by " Seriousness Criterid": "Resultsin Death" Page 71 of 2857
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVIIJUE:I))C::'] ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan |; -
g 639 dl (2022-09- |Healthcare EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coma (n/a - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S- n/a - Not
< EU-EC- L3 |07 Professional Years Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular use])
o) 10013444492 ;
o
-
o CIK LS | oy : N Immunisation (n/a - Fatal - i Other Medically T Condition), Off label use (n/a - Fatal - Results i
< ] 9. |Non ~ mmunisation (n/a - Fatal - Results in Death er Medically Important Condition), abel use (n/a - Fatal - Results in )
0| 640 g [2022-09 Healthcare Non EEA 65-85 ot .. |Death, Other Medically Important Condition), Sudden death (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- 06 Professional Years  [Specified Condition) immunisation - Not applicable - [1d - n/a - n/a])
10013444055
g
=
§_ click or scan || Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal -
=4 el £ % 19022-09- |Healthcare 65-85 Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - ), Foaming at mouth (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] (S- COVID-19
8| 641 BU-EC- ; 06 Professional Non EEA Vears Female |Illness (n/a - Unknown - ), Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), immunisation - Not applicable - [n/a - n/a -
10013444032 Nasopharyngitis (n/a - Unknown - ), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Intramuscular use])
Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition)
@
3 .
s lick or scan | jrg A Non Chills (n/a - Unknown - ), Cyanosis (/a - Unknown - ), Death (n/a - Fatal - Results in Death, Life Threatening, Other ME ME
B 642 BU-EC- : 3222_09_ Healthcare Non EEA :{.iﬁj Male  [Medically Important Condition), Feeling abnormal (n/a - Unknown - ), Headache (n/a - Unknown - ), Malaise (n/a - Unknown msationmgzozlligble i Fn?i]éz__%\];m—lg
3 10013444011 Professional - Other Medically Important Condition), Nausea (n/a - Unknown - ), Vomiting (n/a - Unknown - ) PP
S
=}
u LONSURF [TRIFLURIDINE, TIPIRACIL] (S-
§ click or scan | : Colorectal cancer metastatic - Unknown - [n/a - n/a -
3 2 (2022-09- [Healthcare 65-85 . . o Oral use]), VAXZEVRIA [COVID-19 VACCINE
ﬁ 643 EU-EC- 06 Professional Non EEA Vears Male  [Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S-
g 10013443660 COVID-19 immunisation - Not applicable - [n/a - n/a -
g Intramuscular use])
. STELARA [USTEKINUMAB] (S - Crohn's disease -
-E lick or scan | i 2022-09-|Falthcare 65.85 Cholelithiasis (n/a - Fatal - Results in Death, Other Medically Important Condition), Crohn's disease (1/a - Fatal - Results |Unknown - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
% 644 : Non EEA Female |[in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
[ EU-EC- 06 Professional Years diti WID-19 hylaxi nkn. a1
5 10013443442 Condition) (S-CO prophylaxis - Unknown - [n/a - n/a -
< Intramuscular use])
g " Anosmia (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory distress (n/a - Fatal - Results in
= click or scan | gk L Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (n/a - Unknown - ), Decreased
S 645 =1 2022-09- Healthcare EEA Not Female appetite (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically |COMIRNATY [TOZINAMERAN] (S- COMD-19
g EU-EG- | gl 06 Professional Specified Important Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [1d - n/a - n/a])
a = mportant Condition), Vaccination failure (n/a - Fatal - Results in Death rolonged Hospitalisation, er
& 10013443257 &=t : I Condition), Vaccination failure (n/a - Fatal Caused/Prolonged Hospitalisation, Oth
T Medically Important Condition)
£
?‘L lick or scan | i3 : 5022-09- | Healthcare 65-85 Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 646 ¥ . EEA Male  |in Death, Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in Death, Other Medically . S .
= EU-EC- 06 Professional Years Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
> 10013443026, ]
ko)
kol
5
O .
click or scan
rlfEs |2022-09-|Healthcare 65-85 L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - -), - - . S .
647 EU-EC- 06 Professional EEA Vears Female |Exsanguination (n/a - Fatal - Results in Death), Fall (n/a - Unknown - ), Skin ulcer (n/a - Unknown - ) immunisation - Not applicable - [ 1d- n/a - n/a])
10013442780
click or scan |; i
=i (2022-09- [Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
648 EU-EC- 06 Professional EA Years Male  Acute respiratory failure (4d - Fatal - Results in Death immunisation - n/a - [1d - 1{DF} - Intramuscular use])
10013439266 ]
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013444032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013444011&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | - Non
N i |2022-09- 65-85  [Not L . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
N R -
S 649 EU-EC. |2 06 gocagsl;:iir;al Non EEA Years  |Specified Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10013439079
<
% click or scan |
L = | ; Non Ageression (n/a - Fatal - Results in Death), Catatonia (n/a - Fatal - Results in Death), Dementia Alzheimer's type (n/a -
® -09- - 4 4 AMERAN] (S-n/a-n/a-
0| 650 ja [2022-09 Healthcare EEA 65-85 Male |Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Pulmonary sarcoidosis (n/a - Fatal - COMIRNATY [TOZIN. (S-n/a-n/a-[n/a
— EU-EC- 06 . Years s - N - n/a - n/aJ)
Professional Results in Death), Seizure (n/a - Fatal - Results in Death)
3 10013438898
[%2]
=
I} Acute myeloid leukaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a -
g click or scan | i Unknown - Caused/Prolonged Hospitalisation), Erythema (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - %M]Rﬁﬁ?ngg%;gﬂwsiiir?ﬂﬁ lllsfll)iF}
S i (2022-09- |Healthcare 18-64 Unknown - Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), pp
2| 651 : Non EEA Male - AR Lo . - n/a]), SPIKEVAX [COVID-19 MRNA VACCINE
EU-EC- 06 Professional Years Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - Not MODERNA (CX-024414)] (S- COVID-19
10013437425 ; Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vaccination site swelling (n/a - Not Recovered/Not Resolved - rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
8 Caused/Prolonged Hospitalisation) prophy PP
s
=
S Acute myeloid leukaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a -
S ) Y Sp pp 3
< click or scan : Unknown - Caused/Prolonged Hospitalisation), Erythema (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - COMIRNATY [TOZINAMERAN] (8 - Product used
ko] T Lo LS for unknown indication - Not applicable - [n/a - 1 {DF}
o i (2022-09- Healthcare 18-64 Unknown - Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation),
652 EU-EC- . Non EEA Male X AR Lo . - n/a]), SPIKEVAX [COVID-19 MRNA VACCINE
o 06 Professional Years Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - Not MODERNA (CX-024414)] (S- COVID-19
% 10013437425 Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vaccination site swelling (n/a - Not Recovered/Not Resolved - rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
8 Caused/Prolonged Hospitalisation) prophy PP ¢
2
[a)
g click or scan | o= : COMIRNATY [TOZINAMERAN] (S- COVID-19
T 4 (2022-09- |Healthcare 65-85 . immunisation - Not applicable - [n/a - n/a - n/a])
o ' R _ ,
£| 63| EuEC | 2 |06 Professional |[FC Years |Vl [Hacmorrhage (n/a - Fatal - Results in Death) XARELTO [RIVAROXABAN] (S - n/a - Unknown -
g 10013436668 ] [n/a - n/a - n/a)])
g
% click or scan | iy
= 2022-09- |Healthcare 65-85 . . . e COMIRNATY [TOZINAMERAN] (S- COVID-19
i 654 EU-EC- 06 Professional EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - n/a - [1/a - 2{DF} - n/a])
g 10013435935
s MRN, CCINE
a click or scan | - Aspiration (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Life SPIKEVAX [COVID-19 A VA
RO More . . . : : - . MODERNA (CX-024414)] (S- COVID-19
IS 2022-09-|Healthcare Threatening, Other Medically Important Condition), Neoplasm malignant (1d - Fatal - Results in Death, Life Threatening, . .
o=| 655 . Non EEA  |than 85 |Male : . . R - ; prophylaxis - Not applicable - [n/a - 1{DF} -
= EU-EC- 06 Professional Other Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Other
g 10013435776 Years Medically Important Condition) Intramuscular use]), [CLOZAPINE] (S - Product used
£ for unknown indication - Unknown - [n/a - n/a - n/a])
a click or scan 85 502200 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
3 656 . : EEA Female |Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 - Unknown -
g EU-EG- 06 Professional Years [1a - n/a - Intramuscular use])
O 10013435631
el 2022-09- |Healthcare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
657 . EEA Female |Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 - Unknown -
EU-EC- 06 Professional Years Ja - n/a - Int ul
10013435534 [/a - n/a - Intramuscular usc])
click or scan | 7z Non
2022-09- 18-64  |Not e . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
658 EU-EC- : 06 Healthgare Non EEA Years | Specified Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
10013434992 i Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013438898&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013437425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013437425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013436668&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013435935&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013435776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013435631&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013435534&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013434992&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | : SPIKEVAX [COVID-19 MRNA VACCINE
g 659 d2022-09- | Healthcare Non EEA 18-64 Male Cerebral infarction (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death), MODERNA (CX-024414)] (S- COVID-19
< EU-EC- 06 Professional Years Haemorrhage (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - 1{DF} -
g 10013434934 Intramuscular use])
<
N ) [
g click or scan | ¢ ; SPIKEVAX [COVID-19 MRNA VACCINE
=) 660 | EUEC b [2022-09- |Healthcare NonEEA |1864 |\pje [Uiness(1d- Fatal - Results in Death), Lymphadenopathy (1d- Fatal - Results in Death), Myocarditis (1d - Fatal - MODERNA (CX-024414)] (S- COVID-19
ood o |06 Professional Years Results in Death, Other Medically Important Condition), Pyrexia (2d - Recovered/Resolved - prophylaxis - Not applicable - [n/a - 1{DF} -
3 :
i 10013434813 Intramuscular use])
g_
= Abdominal discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation), Abdominal pain (n/a - Unknown -
q Caused/Prolonged Hospitalisation), Acute coronary syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
§ Medically Important Condition), Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Altered state of consciousness (n/a - Unknown -
3 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Anaphylactic reaction (n/a - Fatal - Results in
é Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Anaphylactic shock (n/a
=y - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Arrhythmia (n/a - Unknown -
E Caused/Prolonged Hospitalisation, Other Medically Important Condition), Blood pressure decreased (n/a - Unknown -
B Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
u Medically Important Condition), Cardiovascular disorder (n/a - Fatal - Results in Death), Chest discomfort (n/a - Unknown -,
@ o . o
o Caused/Prolonged Hospitalisation), Coronary artery occlusion (n/a - Unknown - Caused/Prolonged Hospitalisation, Other ME
‘% click or scan | zm Medically Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), mﬁﬁgﬁ ggimlicablw d(_SI;/?VIDW
s| 661 2022-09- |Healthcare Non EEA 65-85 Male Electrocardiogram ST segment elevation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Intramuscular usc]) RI})EpVOL ADE [ELTROMBOPAG]
g EU-EC- & 06 Professional Years Condition), Embolic cerebral infarction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important (S- Thrombocyto ’enia - Not applicable - [9d -
= 10013433911 Condition), Gastrointestinal necrosis (/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important 37 S Onal y‘usef_’More o ICglg])
& Condition), Gastrointestinal oedema (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important ~>mg
B Condition), Intestinal ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
% Important Condition), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Mucosal necrosis (n/a -
o Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Oxygen saturation decreased (n/a -
3 Unknown - Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation),
% Portal venous gas (/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary
> congestion (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Shock (n/a - Fatal -
e Results in Death, Life Threatening, Other Medically Important Condition), Tachypnoea (n/a - Unknown -
g Caused/Prolonged Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
® Other Medically Important Condition), Ventricular tachyarrhythmia (n/a - Fatal - Results in Death, Caused/Prolonged
% Hospitalisation, Other Medically Important Condition)
£ .
s lick or scan | ey 5022.09. | Healtheare 65.85 ot COMIRNATY [TOZINAMERAN] (S - COVID-19
: A . ) ) . . i . i - 3ug-
g 662 EU-EC- 06 Professional EEA Years |Specified Aortic aneurysm (29d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3ug
= ) Intramuscular use])
o 10013433557
ko)
g click or scan | =g
ks e | E 5022-09- Non Not 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
G| 663 BU-EC- 05 Healthcare Non EEA Specified Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
Professional - n/a - Intramuscular use])
10013433137,
cliorsm %, 12022-09-|Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
664 . : Non EEA Female |Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 05 Professional Years
10013432648 ¥ n/a - Intramuscular use])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlickcor sean | ' Non —_— . - |COMIRNATY [TOZINAMERAN] (S- COVID-19
g A (2022-09- Not Incorrect route of product administration (n/a - Unknown - ), Thrombosis (n/a - Fatal - Results in Death, Other Medically |. P .
| 665 EU-EC 05 Healthcare EEA .. Male - immunisation - Not applicable - [n/a - n/a -
S -EC- A Specified Important Condition)
) i Professional Subcutaneous use])
o 10013431688 ;
3
% lick or scan (i ; 5022-09- | Healthcare 18-64 Cardiac arrest (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Haematemesis (n/a - Unknown -  |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
0| 666 EU-EC- : 05 Professional Non EEA Vears Male  [Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important  |(CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [n/a
g 10013431496 Condition), Thrombosis (n/a - Not Recovered’Not Resolved - Other Medically Important Condition) - n/a - Intramuscular use])
g
Q .
fon click or scan | ;
= 2022-09- | Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X eased (n/a - - . S
8| 667 BU-EC- 05 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Oxygen saturation decr (n/a - Fatal - Results in Death) immunisation - n/a - [1d- 1 {DF} - Intramuscular use])
§ 10013429186/ 33
@
2 click or scan | 3 i COVID-19 VACCINE JANSSEN (AD26.COV2.
s
= 1 2022-09- | Healthcare 65-85 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
k= A - - ) AR !
g 668 EU-EC-  |¢ 05 Professional Non EEA Years Male \COVID-19 (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
_‘g 10013426816 [n/a - n/a - Intramuscular use])
o
g click or scan | zm T
5 669 221 2022-09-|Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - Results in| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3 EU-EC- | gf 05 Professional Years Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
% 10013425887
[a)
g
2 click or scan
8 EU-EC- E 105 Professional Years lasopharyngitis (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) . ot vl PP
é’ 10013425632 niramuscurar use
>
E
g click or scan | 5 SPIKEVAX [COVID-19 MRNA VACCINE
2022-09- | Healthcare 65-85 . . . . MODERNA (CX-024414)] (S- COVID-19
; - - X - - . .
g 671 EUEC. |8 % |05 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death), Cerebrovascular accident (21215min - Fatal - Results in Death) prophylaxis - Not applicable - [/a - 1{DF} -
E 10013425321 ; Intramuscular use])
E click or scan | SPIKEVAX [COVID-19 MRNA VACCINE
E 2022-09- | Healthcare 18-64 . . . . MODERNA (CX-024414)] (S- COVID-19
E - R
o 672 EU-EC- 05 Professional Non EEA Vears Male  |Hemiparesis (15573min - Fatal - Results in Death) prophylaxis - Not applicable - [/a - 1{DF} -
% 10013425101 : Intramuscular use])
S Brain herniation (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal -
O click or scan : Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral SPIKEVAX [COVID-19 MRNA VACCINE
673 & 2022-09- Healthcare Non EEA 18-64 Male  |Venows sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other MODERNA (CX-024414)] (S- COVID-19
EU-EC- 05 Professional Years Medically Important Condition), Depressed level of consciousness (n/a - Fatal - Results in Death, Other Medically immunisation - Not applicable - [n/a - n/a -
10013424726, Important Condition), Headache (n/a - Unknown - ), Transverse sinus thrombosis (n/a - Fatal - Results in Death, Other Intramuscular use])
Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013431688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013431496&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013429186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013426816&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013425887&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013425632&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013425321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013425101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013424726&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute coronary syndrome (n/a - Unknown - Other Medically Important Condition), Anaphylactic shock (n/a - Fatal -
~ Results in Death, Other Medically Important Condition), Apnoea (n/a - Fatal - Results in Death, Other Medically
N click or scan | : Important Condition), Arteriosclerosis coronary artery (n/a - Fatal - Results in Death, Other Medically Important
§ 674 i |2022-09- Healthcare Non EEA gfg;eg 5 |Female Condition), Ascites (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - mﬂﬁgﬁ ggﬁmﬁi\:ﬁwf ;]/C;?VID'N
3 EU-EC- 103 Professional Vears Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Intramuscular usc]) PP
N 10013418463 7 Medically Important Condition), Hypersensitivity (n/a - Unknown - ), Pericardial effusion (n/a - Fatal - Results in Death
T Other Medically Important Condition), Petechiae (n/a - Fatal - Results in Death), Pharyngeal oedema (n/a - Fatal - Results
g in Death), Pleural effusion (n/a - Fatal - Results in Death)
g click or scan || | Sigmoid sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
g —— % |022-09- | Healthcare 18-64 Condition), Subdural haematoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 675 EU-EC- 02 Professional Non EEA Years Male  |Important Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S - Immunisation - Unknown|
@' 10013416869 T3 Hospitalisation, Other Medically Important Condition), Transverse sinus thrombosis (n/a - Fatal - Results in Death - [n/a - n/a - Intramuscular use])
‘§ : Caused/Prolonged Hospitalisation, Other Medically Important Condition)
§ dlick or scan | : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=l 676 2 (2022-09- |Healthcare Non EEA 65-85 Female Nephritis (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOXI NCOV-19)] (S- n/a - Unknown - [1d- n/a
Q EU-EC- 202 Professional Years Hospitalisation), Shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
s 10013416854 - Intramuscular se])
=
2 Ascites (n/a - Unknown - Other Medically Important Condition), Atelectasis (n/a - Unknown - Other Medically Important
1; Condition), Brain hypoxia (n/a - Fatal - Results in Death), Hypotension (n/a - Unknown - Other Medically Important
w click or scan | Condition), Obstructive pancreatitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
8| oy 2022-09- E‘e’:] heare |EEA 6585 | [Important Condition). Pleural effusion (n/a - Unknown - Other Medically Important Conition). Portal vein thrombosis (n/a - mAI\I[%\\//[g)I]Q(SV A%gmﬂ@*
‘% EU-EC- 7,102 Professional Years Fatal - Results in Death, Other Medically Important Condition), Renal failure (n/a - Fatal - Results in Death, Other /s - Tntrammscular use])
o 10013416799 Medically Important Condition), Respiratory failure (n/a - Unknown - Life Threatening, Other Medically Important
s Condition), Shock (n/a - Unknown - Life Threatening, Other Medically Important Condition), Ventricular hypokinesia (n/a -
=] Unknown - Other Medically Important Condition)
o .
3 click or scan | =g S | 02200 il 1564 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 678 | LuRC B b CAC INonEEA |0 > |Female [COVID-19 (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
-EC- ] rofessional Years
o n/a - Intramuscular use])
<y 10013416685
g click or scan |z : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 24 (2022-09- [Healthcare Not L .. . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< 9| EuEC | 02 Professional | O EEA g ccifiedMale  |Hypersensitivity pneumonitis (n/a - Fatal - Results in Death) n/a - Intramuscular use]), [COVID-19 VACCINE] (S-
8 10013416678 n/a - Unknown - [n/a - n/a - n/aJ)
% click or scan | B [ Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
P | mE % |9022-09- | Healthcare 18-64 Important Condition), Sigmoid sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other ~ |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
| 680 EU-EC- 0 Professional Non EEA Vears Female |Medically Important Condition), Subdural haematoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, (CHADOX1 NCOV-19)] (S - Immunisation - Unknown|
= 10013416333 Other Medically Important Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, - [n/a - n/a - Intramuscular use])
.£>,‘ Caused/Prolonged Hospitalisation, Other Medically Important Condition)
% click or scan | ; -
ks 681 = 2022-09- Healthcare EEA 65-85 Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Coagulopathy (n/a - Fatal - Results in Death), Pulmonary COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
S EU-EC- 7,102 Professional Years embolism (n/a - Fatal - Results in Death) -n/a-n/a])
10013415237
click or scan | ;g 0 |022.00. Health 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
682 | Lipc 0 el Pea care - IEEA 3 Female |OOVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
-EC- ! rofessional Years
10013414146 Intramuscular usc])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013418463&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013416869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013416854&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013416799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013416685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013416678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013416333&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013415237&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013414146&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal -
~ click or scan || Results in Death, Other Medically Important Condition), Cough (n/a - Fatal - Results in Death), Interstitial lung discase
o D ) 5022-09-|Healthcare 65-85 (n/a - Unknown - Other Medically Important Condition), Lower respiratory tract infection viral (n/a - Unknown - Other COMIRNATY [TOZINAMERAN] (S- COVID-19
N 683 h : Non EEA Male  |Medically Important Condition), Pneumonia bacterial (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a -|immunisation - Not applicable - [1d- n/a -
) EU-EC- 3 (02 Professional Years A . . . . ) X
=) £ ] Fatal - Results in Death), Right ventricular systolic pressure increased (n/a - Fatal - Results in Death), Ventricular Intramuscular use])
& 10013413009
N hypertrophy (n/a - Unknown - )
[}
g Acute coronary syndrome (n/a - Unknown - Other Medically Important Condition), Asthma (n/a - Unknown -
g click or scan Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important
% = Condition), Chest pain (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Chronic obstructive pulmonary disease
S| 684 EU-BC 3322-09- ?:(?tl‘gslsciirgal Non EEA ?{zﬁ: Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - ), Hypersensitivity (n/a - Unknown - ), mﬁﬁgﬁ ggﬁlNﬁggﬁS‘?ﬁ] d(_Sl;/gx_)n\;l;]))'w
@' 10013412925 e Mobility decreased (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, PP
'§ : Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death,
§' Other Medically Important Condition), Wheezing (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation)
S click or scan | 5m :
Qo 2l (2022-09- (Healthcare 65-85 .. . o COMIRNATY [TOZINAMERAN] (S - Immunisation -
E 685 EUEC |2 02 Professional EEA Vears Female |Encephalitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - [n/a- v/a - n/a])
2 10013412669 ]
3
k-]
=}
Lu . 3
y click or scan | %
5 sl 2022-09- | Healthcare 18-64 AME i
(% 686 | EU-EC- el |02 Professional [EEA Years |Female |Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
ot n/a - [n/a - 2{DF} - n/a])
g 10013411831
[a)
3
€ dlick or scan Ageusia (38d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure (32d - Fatal - Results in Death,
el I : Caused/Prolonged Hospitalisation), Diarrhoea (38d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea ME s
§ 687 | Lipc : » 3222-09- E:(?Il"g;;:iirr?al EEA ?{zﬁ: Male |exertional (38d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Epistaxis (38d - Fatal - Results in Death, Sa)I}/I[Ir;R/I;L_A‘EZ_[L%Z)IN 1 (8- Immunisation -
< 10013411409/ = T Caused/Prolonged Hospitalisation), Fatigue (38d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting
% (38d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
>
e click or scan | zm Non
g 688 2022-09- Healthcare Non EEA Not Not Exposure to vaccinated person (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden infant death |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
| EU-EC- 02 . Specified Specified syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
a 10013411179 Professional
T
£
% click or scan | g Non
=1 2022-09- 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
E 689 EU-EC- |02 Ereji‘gsl:if;al EEA Vears Male  |Fatigue (6mo - Fatal - Results in Death), Neoplasm malignant (6mo - Fatal - Results in Death) immunisation - Not applicable - [ Imin - .3mL - n/a])
2 10013410376
% ARANESP [DARBEPOETIN ALFA] (S-
5 click or scan | zm Non Myelodysplastic syndrome - n/a - [1d-n/a -
690 2022-09- Healthcare Non EEA 65-85 Male Chest pain (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Unknown]), SPIKEVAX [COVID-19 MRNA
EU-EC- 7,102 Professional Years Caused/Prolonged Hospitalisation) 'VACCINE MODERNA (CX-024414)] (S- COVID-19
10013410314 immunisation - Not applicable - [n/a - 1{DF} -
Unknown])
dlick or sean | 2. % 02200 Healtheare ot VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
691 : : Non EEA .. |Male |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 01 Professional Specified
10013407640 n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013413009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013412925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013412669&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013411831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013411409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013411179&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013410376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013410314&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013407640&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
~ dlick or scan | 02-09- | Health 1864 Vo~ Fatal . Prolonsed Hospitalisation). Fati Fatal , Purexia | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
NPT 022-09-|Healthcare Non EEA 8-6 Male Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death), Pyrexia (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
< EU-EC- 01 Professional Years (n/a - Fatal - Results in Death)
«
) 3 n/a - Intramuscular use])
o 10013407547 :
<
% lick or scan |
& ClCk Orsean | oy 5022-09- | Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0| 693 : Non EEA Male  |Dyspnoea (n/a - Fatal - Results in Death), Oropharyngeal pain (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
— EU-EC- ., (01 Professional Years n/a - Intramuscular use])
3 10013406720 5
[%2]
=
§- Arteriosclerosis (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition),
=4 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral atrophy (n/a -
8 ) Unknown - Other Medically Important Condition), Cerebrovascular disorder (n/a - Unknown - ), Cyanosis (n/a - Unknown - ),
click or scan | = More Hepatic cyst (n/a - Unknown - ), Hiatus hernia (n/a - Unknown - ), Interstitial lung disease (n/a - Unknown - Other Medically
694 2022-09- |Healthcare |\ prr [an 85 |Female [Important Condition), Lung opacity (n/a - Unknown - ), Malaise (n/a - Unknown - ), Ovarian cyst (1/a - Unknown - ), Pallor [COMIRNATY [TOZINAMERAN] (S - COVID-19
8 EU-EC & 01 Professional Years (n/a - Unknown - ), Pneumonia (n/a - Unknown - Other Medically Important Condition), Pneumothorax (n/a - Unknown - | immunisation - Not applicable - [1d - n/a - n/a])
IS 10013404872 Other Medically Important Condition), Pulmonary mass (n/a - Unknown - ), Renal cyst (n/a - Unknown - ), Sinusitis (n/a -
B Unknown - ), Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition), Uterine leiomyoma (n/a -
3 Unknown - )
g
w click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2022-09- | Healthcare 65-85 . . . . . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
(]
5 : - - > - - > - - 5 feats
‘% 695 EU-EC- 01 Professional EEA Vears Male |Asthenia (n/a - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
o 10013403527 i - Not applicable - [1d - 1{DF} - Intramuscular use])
®
e click or scan ME
g 696 2022-09- |Healthcare EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in mﬂggﬁ []”\IF(Et)ZalNlicabII:/-\g]2(SSd-_C31?I\)’][:1}3-_l ’
£ EU-EC- L3 |01 Professional Years Death, Caused/Prolonged Hospitalisation) Intramuscular usc]) PP
£ 10013403521 ;
g :
¢ clidcorsan | 2022-09- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
2] 697 . EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
= EU-EG-  |¢ 1 101 Professional Years Tntramuscular use])
% 10013403516
x click or scan | gt
8 8 |2022-09- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
£l 698 h . EEA Male  |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
= EU-EC- ., (01 Professional Years Intramuscular use])
E 10013403425 i
E
2
% click or scan
3 = |2022-09-|Healthcare Not Not . . .. COMIRNATY [TOZINAMERAN] (S- COVID-19
5|6 | Eurc 01 Professional |FCA Specified Specified 22t (Va - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - w/a])
10013403199,
dlick or scan | & 02200,/ Non ot INot SPIKEVAX [COVID-19 MRNA VACCINE
700 ; Healthcare ~ [Non EEA . .. [Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 01 fessi Specified Specified hylaxi licab
10013402836 Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013407547&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013406720&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013404872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013403527&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013403521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013403516&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013403425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013403199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013402836&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Anal incontinence (n/a - Fatal - Results in Death), Areflexia (n/a - Fatal - Results in Death), Aspiration (n/a - Fatal -
~ dlick or scan Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in Death, Other Medically
N S Important Condition), Confusional state (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death),
(=] -09- - -
g 701 EU-EC- 3(1)22 0 E:(?g;:iirr?al Non EEA ?{zﬁ_: Female [Hypoxia (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary oedema (n/a - Fatal - Results mﬂﬁgﬁ gcgzamﬁi\:ﬁséﬁ] d(-S H/S_Dyi]))'w
=) 10013400372 in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - PP
ﬁ Results in Death, Other Medically Important Condition), Tachycardia (n/a - Fatal - Results in Death), Vomiting (n/a -
% Fatal - Results in Death)
[a) Anaemia (n/a - Unknown - ), Aortic dissection (n/a - Fatal - Results in Death, Other Medically Important Condition), Brain
g natriuretic peptide increased (n/a - Unknown - ), C-reactive protein increased (n/a - Unknown - ), Cardiac failure (n/a - Fatal -
g click or scan || Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac tamponade (n/a - Fatal
S = |4 More - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Unknown - Other Medically ME
3| 702 EU-EC. (2)(1)22_09_ E:;{S;;i: o |NonEEA |than 85 |Male |Important Condition), Cardiomegaly (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Malaise (n/a - Unknown - ), mﬂﬁgﬁ ggimlicable 1 n/] f ;/?\3/15)19
‘§ 10013400139 Years Myocarditis (n/a - Unknown - Other Medically Important Condition), Oedema (n/a - Unknown - ), Oedema peripheral (n/a - PP
3 Unknown - ), Pericardial fibrosis (n/a - Unknown - Other Medically Important Condition), Pericarditis (n/a - Fatal - Results
§ in Death, Other Medically Important Condition), Physical deconditioning (n/a - Unknown - ), Pleural effusion (n/a -
] Unknown - )
E click or scan |: i . e
=) _— - 1022-09- [ Healtheare 65-85 Blister (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - Fatal - Results in Death SPIKEVAX [COVID-19 MRNA VACCINE
>1 703 . EEA Female |Caused/Prolonged Hospitalisation), Stevens-Johnson syndrome (n/a - Fatal - Results in Death, Caused/Prolonged MODERNA (CX-024414)] (S- COVID-19
© EU-EC- 101 Professional Years Hospitalisation) immunisation - n/a - [n/a - n/a - n/aJ)
E 10013399772 ospitatisatio unisation - nva - {fva - nia - n/a
'GJ. .
% click or scan | g ;
3 i 2022-09- | Healthcare Not ) } . ) COMIRNATY [TOZINAMERAN] (S- COVID-19
% 704 EU-ECG- |3 3, |01 Professional EEA Specified Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
a 10013399770
g click or scan | =g Non
€ 2022-09- Not . - - COMIRNATY [TOZINAMERAN] (S- COVID-19
% 705 BU-EC. _ 0] Healthgare Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
S W Professional
<y 10013399173 2
% BIKTARVY [EMTRICIT ABINE, TENOFOVIR
e ALAFENAMIDE, BICTEGRAVIR] (S - n/a - Unknown
= click or scan | = : ADAMTSI3 activity decreased (n/a - Fatal - Results in Death), Autoimmune disorder (n/a - Fatal - Results in Death), - [n/a - 1{DF} - n/a]), COMIRNATY
g 706 3 21 (2022-08- (Healthcare EFA 18-64 Male Coagulopathy (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pericardial haemorrhage (n/a - Fatal [TOZINAMERAN] (S- COVID-19 immunisation -
g EU-EC- 131 Professional Years - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death), Thrombotic thrombocytopenic purpura (n/a-  [Not applicable - [n/a - n/a - n/a]), [FLUCONAZOLE]
z 10013396012 Fatal - Results in Death) (S- n/a - Unknown - [n/a - 1{DF} - n/a)),
g [SULFAMETHOXAZOLE, TRIMETHOPRIM] (S-
E n/a - Unknown - [n/a - .5{DF} - n/a])
S
E click or scan |: i
S 112022-08- Non Not Blindness (n/a - Unknown - Other Medically Important Condition), Deafness (n/a - Unknown - Other Medically Important SPIKEVAX [COVID-19 A VACUINE
al 707 Healthcare Non EEA .. _Male - . MODERNA (CX-024414)] (S- COVID-19
EU-EC-  |§ 31 : Specified Condition), Death (n/a - Fatal - Results in Death) . .
B Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g 10013394954
& COMIRNATY [TOZINAMERAN] (S - Product used
click or scan | =g L for unknown indication - n/a - [n/a - n/a - n/a)),
2 (2022-08- [Healthcare 18-64 N . COVID-19 VACCINE JANSSEN (AD26.COV2.S)
? - R
708 EU-EC. |3 B 13 Professional Non EEA Vears Female |Cardiogenic shock (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10013393642 Product used for unknown indication - Not applicable -
[n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013400372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013400139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013399772&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013399770&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013399173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013396012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013394954&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013393642&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S- Product used
~ click or scan | =g i t&r) unknown indication - n/él—ﬂ[\Inéa -n/a _o?)/a]),s)
IS 1 (2022-08- |Healthcare 18-64 o . VID-19 VACCINE JAN: AD26.C0V2.
§ 709 EUEC |3 HE Professional Non EEA Vears Female |Cardiogenic shock (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.C0V2.9)] (S-
S 10013393642 Product used for unknown indication - Not applicable -
N [n/a - n/a - n/a])
[}
g click or scan | zp
= 2022-08-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
30 pupc | 213 Professional | EA Years [Mble  [Sudden death (n/a - Fatal - Results in Death) na - [n/a - 3{DF} - n/a])
g 10013393571/ &
o
= click or scan | =
i 2022-08- | Healthcare 18-64 Acute myocardial infarction (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Malaise (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
711 : Non EEA Male . MODERNA (CX-024414)] (S- COVID-19

§ EU-EC- 34 |31 Professional Years Fatal - Results in Death) rophylaxis - Not applicable - [n/a - 1 {DF} - n/al)
3 10013391689 prophy PP
kS
k=) click or scan | ;= 4
% M2 | cuEc 5(1)22_08_ Eﬁg;;?: . [EEA 31;;?2 Male |Circulatory collapse (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) %])/ZA_H:Z%TY [TOZINAMERAN] (8- n/a - n/a - [n/a
m 10013391353
8 -
3 click or scan | g COVID-19 VACCINE JANSSEN (AD26.COV2.S)
ﬁ 713 2022-08- |Healthcare Non EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
® EU-EG- | iE 7 131 Professional Years Death) Product used for unknown indication - Not applicable -
a 10013391166 [n/a - n/a - Intramuscular use - More in ICSR])
5
'E dick or sean | : Non COMIRNATY [TOZINAMERAN] (S- COVID-19
% 714 2022-08- Healthcare EEA 65-85 Female Abdominal pain (27d - Fatal - Results in Death), Decreased appetite (27d - Fatal - Results in Death), Dysstasia (27d - immunisation - Not applicable - [n/a - 3mL -
5 EU-EC-  |& 31 Professional Years Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) I ol :
g 10013389981 rofessional ntramuscular use])
g Acute kidney injury (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
g Condition), Anaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Antinuclear antibody positive
g (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Asthenia (n/a - Not Recovered/Not Resolved -
= Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation,
a Other Medically Important Condition), COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),
E Cognitive disorder (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
£ Condition), Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically
g Important Condition), Encephalopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
E dlick or scan || Important Condition), Haemoptysis (n/a - Not Recovered/NQt Resqlved - Caused/Prolonged Hospitalisation), Hypotension  |SPIKEVAX [COVID-19 MRNA VACCINE )
5 _— 5022-08- | Healthcare 65-85 (n/a - Not Recovered/Npt Resqlved— Caused/P_rolonged Hospltahsatlpp), Hypox1a (n/ai— Not R@covered/Not Resolved - MODERNA (CX-024414)] (S- n/a - Not applicable -
3 715 EUEC. |2 30 Professional Non EEA Vears Female |Caused/Prolonged Hospitalisation, Other Medlcally Irppoﬁant Condition), Liver function test increased (n/a - Not [n/a - n/a - Intramuscular use])j [INFLUENZA
g 10013389594 =43 Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Mass (n/a - Not Recovered/Not Resolved - Caused/Prolonged | VACCINE] (S- n/a - Not applicable - [n/a - n/a -
L Hospitalisation), Mental status changes (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Neuropathy |Intramuscular use])
o peripheral (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Proctitis (n/a - Not Recovered/Not

Resolved - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Caused/Prolonged

Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged

Hospitalisation), Sepsis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important

Condition), Systemic lupus erythematosus (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other

Medically Important Condition), Tachycardia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),

Tachypnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Tremor (n/a - Not Recovered/Not

Resolved - Caused/Prolonged Hospitalisation), Wound (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013393642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013393571&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013391689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013391353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013391166&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013389981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013389594&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification lgergulatory Group ex Route])
Purposes
click or scan | ;=i i
N 2% 2022-08- [Healthcare 18-64 . . VAXZEVRIA [COVID. 19 VACCINE ASTRAZENECA
| 716 EU-EC- ; oA Professional Non EEA Vears Male  [Abdominal tenderness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
& 10013386684 % a - Intramuscular use])
o
i click or scan | g
u !
= 5022-08- | Healthcare More ' ) o VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
ol 717 EU-EC- 30 Professional Non EEA  |than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10013386677 : Years n/a - Intramuscular use])
%)
é— lick
£ - : |5022-08- |Healthcare 18-64 ) ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
'8_ 718 BU-EC- 30 Professional Non EEA Vears Male  |Ischaemic stroke (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
§ o n/a - Intramuscular use])
10013386674
8 . !
& dlick or sean | 502208 Health More SPIKEVAX [COVID-19 MRNA VACCINE
=, I UN . % Professions] |[Non EEA than 85 Male  (Death (1d- Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
2 olessiona Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
5 10013385948
=}
a COVID-19 VACCINE JANSSEN (AD26.COV2.S)
§ . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 dlick or sean | Non n/a - Unknown - [/a - n/a - v/a]), TOZINAMERAN
3 2022-08- " Not COVID-19 (n/a - Unknown - Life Threatening), Death (n/a - Fatal - Results in Death, Other Medically Important 2 own - [V - va - jaj),
< 70| pupc 30 Healthcare — Non EEA Specified Male Condition), Interchange of vaccine products (n/a - Unknown - Other Medically Important Condition) [TOZINAMERAN] (S- n/a - Unknown - [n/a - n/a -
b 10013385867 ' Professional g & p Y mp n/a]), VAXZEVRIA [COVID-19 VACCINE
= ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
g Not applicable - [n/a - n/a - Intramuscular use])
= COVID-19 VACCINE JANSSEN (AD26.COV2.S)
% click or scan || [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S ., 202080 | e Not | |COVID-9 (- Unknown - Life Threatening), Death (wa - Fatal - Results in Death, Other Medically Important ﬁadmﬂ s ”r;a NSM%H L[ AMERAN
% 0 (;512},%(5}8 o v 30 Professional Specified Condition), Interchange of vaccine products (n/a - Unknown - Other Medically Important Condition) n/a]), VAXZEVRIA [COVID-19 VACCINE
%‘ ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
= Not applicable - [n/a - n/a - Intramuscular use])
g COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g . 2 [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
T click or scan Non , , , n/a - Unknown - [n/a - n/a - n/a]), TOZINAMERAN
E 722 Healthcare  [Non EEA  |Not Male |COVID-19 (n/a - Unknown - Life Threatening), Death (n/a - Fatal - Results in Death, Other Medically Important [TOZINAMERAN] (S- n/a - Unknown - [n/a - n/a -
3 EU-ECG- Professional Specified Condition), Interchange of vaccine products (n/a - Unknown - Other Medically Important Condition) n/a]), VAXZEVRIA [COVID-19 VACCINE
g 10013385867 ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
= Not applicable - [n/a - n/a - Intramuscular use])
B
3 click or scan |:
8 s 2022-08- | Healtheare | oo [18:64 | |Asthenia (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Dizziness (/a - Fatal - Results in ﬁéﬁ%‘%&gﬁ?ﬁ 4“)“] U(SJI}XSWOCIDI IJEg
© EU-EC- | ErS 30 Professional N Years M | heath ), Vaccination site pain (n/a - Fatal - Results in Death) hvlaxi Kn Ja - 1{DF! -
10013385575| 2 prophylaxis - Unknown - [n/a - 1{DF} - n/a])
click or scan | e COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2022-08- |Healthcare 18-64 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - X - - R ;
724 EUEC | 30 Professional Non EEA Vears Female |Cough (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10013385489 [n/a - n/a - n/a])

Manual "ICSR Form

" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013386684&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013386677&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013386674&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385948&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385489&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source :;ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |z
— Non . . .- S . SPIKEVAX [COVID-19 MRNA VACCINE
g 725 . 2022-08- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Product contamination physical (n/a - MODERNA (CX-024414)] (S- COVID-19
N EUEC |32 30 Professional Years Unknown -) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o 10013385149/ =¥
<
% lick or scan |
& clekorsean | 2 5022-08. /Non Not SPIKEVAX [COVID-19 MRNA VACCINE
| 726 X Healthcare Non EEA .. ‘Male |Death (n/a- Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
=1 EU-EC g |30 Professional Specified prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
3 10013385073
£
g lick -
4 — 2022-08- |Healthcare 65-85 COMIRNATY [ TOZINAMERAN] (8- COVID-19
3 : . ) 9 ) ) . . i . T
8| 727 BU-EC- i) £ 130 Professional Non EEA Vears Female [Blood pressure increased (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in Death) mlsati‘?; N](;t applicable - [1d - n/a
§ 10013385046/ 3754 i uscular use
@ >
% click or scan | a8 : More SPIKEVAX [COVID-19 MRNA VACCINE
= 4(2022-08- [Healthcare . . N MODERNA (CX-024414)] (S - COVID-19
_!>2’ 728 BUEC | ik S (o Professional Non EEA gljélr S85 Male  |Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) prophylaxis - Not applicable - [V - 1{DF} -
_‘g 10013384915 Intramuscular use])
Lﬁ .
8 dlickor scan | = 08 | 009.08. /Non ot INot VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
al 729 : Healthcare Non EEA . .~ |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
@ EUEC | 30 Professional Specified Specified n/a - Intramuscular use])
% 10013384672,
[a)
o click or scan | =z : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
& 412022-08- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g . - R - ;
gl 730 EU-EC. |2 30 Eﬁ;ﬁf& Non EEA Specified Female |Death (n/a - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
E 10013384381 n/a])
D)
;
click or scan | Zg ;
clcrorsean | . : Non . . . L . SPIKEVAX [COVID-19 MRNA VACCINE
% 731 ¥ 2022-08- Healthcare Non EEA Not - IMale Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Product cont: ation physical (n/a - MODERNA (CX-024414)] (S- COVID-19
g EU-EC- % |30 Professional Specified Unknown - ) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g 10013383144
s
3
E click or scan o Acute pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), Arrhythmia (n/a - Fatal - ﬁéﬁm[(g{\%];ﬁi\m?% (\jil;\%%.l\ig
P 732 2 2022-08-|Healthcare  |Non EEA [05-85  [Female |Results in Death, Other Medically Important Condition), Myocarditis (3d - Fatal - Results in Death, Life Threatening, hylaxi (N -t . )t}l( . /2~ 1 {DF
=) EU-EG- 21 (30 Professional Years Other Medically Important Condition), Pulmonary oedema (3d - Fatal - Results in Death, Other Medically Important prophylaxis - Not applicable - [n/a - 1{DF} -
= Int ul
= 10013383086, Condition) ntramuscular use])
z
kol
B ‘
© clickorsean |25 8% |2022-08-[Non 18-64 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
733 Healthcare ~ |[EEA Male . ’ (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EG- | i £330 Professional Years Important Condition) a - Intr d )
10013383064| 2X ; olession &= Intramuscuiar use
click or sean | o % 1502208 /Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
734 EU-EC- 30 Healthcare EEA Vears Female |Injection site reaction (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10013381359 : . Professional - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385149&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385073&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013385046&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013384915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013384672&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013384381&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013383144&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013383086&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013383064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013381359&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVIIJUE:I))C::'] ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes

click or scan |z SPIKEVAX [COVID-19 MRNA VACCINE
g 35 | puEC : ; §822-08- E:jg;;fgal Non EEA ?{zﬁ: Male |COVID-19 (1/a - Fatal - Results in Death), Pneumonia (1/a - Fatal - Results in Death) E/r[oorgll}z/];alii: E%}?;S;;Ele(? -[nc/?},[l]?lz)ng} )
g 10013380517 ‘h Intramuscular use])
$ Ascites (n/a - Fatal - Results in Death), Blindness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
% Hospitalisation, Disabling, Other Medically Important Condition), Brain oedema (n/a - Fatal - Results in Death, Life
[a) Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cardiac dysfunction (n/a -
g Unknown - Other Medically Important Condition), Carotid artery occlusion (n/a - Fatal - Results in Death), Cerebral
7] infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
5 Important Condition), Cerebral thrombosis (n/a - Unknown - Other Medically Important Condition), Cerebrovascular accident
@' (n/a - Unknown - Other Medically Important Condition), Condition aggravated (n/a - Fatal - Results in Death, Life
‘5“3 Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cranial nerve paralysis (n/a

3 click or scan | BV [ - Fatal - Results in Death), Decreased immune responsiveness (n/a - Fatal - Results in Death, Life Threatening,

§ —— %2 |5002-08- |Healthcare 65-85 Caused/Prolonged Hospitalisation, Disabling), Diabetes mellitus (n/a - Unknown - Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
] 736 EU-EC- 30 Professional Non EEA Vears Male  [Embolism (n/a - Unknown - Other Medically Important Condition), Extrapyramidal disorder (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a -
S 10013380121 M Death), Facial paralysis (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in Death), Headache (n/a-  |Intramuscular use])
= Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
S Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in
_‘g Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Otitis media
0 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
@ Condition), Platelet count decreased (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death, Life
% Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary oedema (n/a - Fatal -
3 Results in Death), Renal failure (n/a - Fatal - Results in Death), Respiratory failure (n/a - Unknown - Other Medically
% Important Condition), Stress (n/a - Unknown - Other Medically Important Condition), Thrombocytopenia (n/a - Unknown -
a Other Medically Important Condition)
o click or scan |: T
2. ki 202208 Healtheare |\ [65:85 | |Cardiac death (n/a - Fatal - Results in Death, Other Mecically Iportant Condition), Fal (w/a - Unknown - ), Physical mgﬁg: g{gﬁgﬁgﬁ?’fﬁ] d(_SI'VS?V[Dw
% EU-EC-  |gE 30 Professional Years deconditioning (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) Tntramuscular usc])
5 10013380085
o
% SPIKEVAX [COVID-19 MRNA VACCINE
2 MODERNA (CX-024414)] (S- COVID-19
B immunisation - n/a - [n/a - .25mL - Intramuscular
g use]), [A/CALIFORNIA/7/2009 (HIN1) PDMO09-LIKE]
5 STRAIN USED (NIB-74XP) DERIVED FROM
[a) A/CHRISTCHURCH/16/2010,
2 B/PHUKET/3073/2013-LIKE STRAIN,
£ A/SWITZERLAND/9715293/2013 (H3N2)-LIKE
g STRAIN (A/SWITZERLAND/9715293/2013, NIB-
E 88), B/BRISBANE/60/2008, A/VICTORIA/361/2011
5 (H3N2)-LIKE STRAIN USED (NYMC X-223A)
2 DERIVED FROM A/TEXAS/50/2012,
% BMASSACHUSETTS02/2012,
5 A/CALIFORNIA/7/2009 (HINT) PDM09-LIKE

STRAIN USED (NIB-74XP) DERIVED FROM
A/CHRISTCHURCH/16/2010, B/BRISBANE/60/2008,
BMASSACHUSETTS/02/2012,
A/CALIFORNIA/7/2009 (HIN1) PDMO09-LIKE
STRAIN USED (NIB-74XP) DERIVED FROM
A/CHRISTCHURCH/16/2010, A/TEXAS/50/2012
(H3N2) 4€* DERIVED STRAIN USED (NYMC X-
223A), B/BRISBANE/60/2008 (VICTORIA
LINEAGE)-LIKE STRAIN (B/BRISBANE/60/2008,
MEDI 228030), BMASSACHUSETTS/2/2012 -
DERIVED STRAIN USED (NYMC BX-51B),
A/VICTORIA/361/2011 (H3N2)-LIKE STRAIN USED

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013380517&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013380121&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013380085&_xpt=1&_xf=pdf
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EU Local
Number

click or-scan-| :

738

EU-EC-
10013373733

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

(NYMC X-223A) DERIVED FROM

i
RI

ANE/60/2008-LIKE VIRUS
B/PHUKET/3073/2013-LIKE VIRUS

2022-08-
30

Healthcare
Professional

EEA

18-64
Years

Male

Aortic aneurysm rupture (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Cognitive disorder (n/a -
Unknown - ), Malaise (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Sepsis (n/a - Recovered/Resolved With Sequelae -
Caused/Prolonged Hospitalisation)

(BPHUKET/3073/2013, WILD TYPE),
A/GUANGDONG-MAONAN/SWL1536/2019
(HIN1)PDMO09 - LIKE VIRUS (A/GUANGDONG-
MAONAN/SWL1536/2019, CNIC-1909),
B/WASHINGTON/02/2019 - LIKE VIRUS
(B'WASHINGTON/02/2019, WILD TYPE), A/HONG
KONG2671/2019 (H3N2) - LIKE VIRUS (A/HONG
KONG2671/2019, NIB-121),
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
AMICHIGAN/45/2015 (HINI)PDMO09-LIKE
STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
A/SINGAPORE/INFIMH- 16-0019/2016 (H3N2)-LIKE
STRAIN (A/SINGAPORE/INFIMH-16-0019/2016,
NIB-104), BICOLORADO/06/2017-LIKE VIRUS
(BVICTORIA2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE),
AMICHIGAN/45/2015 (HINI)PDMO09-LIKE
STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
(A/HONGKONG/4801/2014, NYMC X-263B),
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
B/COLORADO/06/2017-LIKE VIRUS
(B/VICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/BRISBANE/02/2018 (HIN1)PDM09-LIKE VIRUS
(A/BRISBANE/02/2018, IVR-190),
A/KANSAS14/2017 (H3N2)-LIKE VIRUS
(A/KANSAS'14/2017, NYMC X-327)] (S- Influenza

immunisation - n/a -

739

click or scan |3

EU-EC-

10013373732 =

2022-08-
30

Healthcare
Professional

EEA

65-85
Years

Female

Death (0d - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - .3mL - Intramuscular use])

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
Bacteraemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Candida endophthalmitis (n/a - Fatal -
~ Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening,
o Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cytomegalovirus enteritis (n/a - Fatal - Results in
g Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Focal segmental glomerulosclerosis (n/a -
=) Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gastrointestinal disorder (n/a - Fatal - Results in Death,
ﬁ Caused/Prolonged Hospitalisation), Glomerulonephritis rapidly progressive (n/a - Fatal - Results in Death, Caused/Prolonged [SPIKEVAX [COVID-19 MRNA VACCINE
T Hospitalisation, Other Medically Important Condition), Haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged MODERNA (CX-024414)] (S- COVID-19
g click or scan | ® k| Hospitalisation, Other Medically Important Condition), Henoch-Schonlein purpura (n/a - Fatal - Results in Death, prophylaxis - Not applicable - [n/a - 1{DF} -
g - Ab 2022-08- | Healthcare 65-85 CaLsed/Pro}onged Hospitalisation‘),- Immunosuppyession (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, |Intramuscular use - More in ICSR]),
| 740 EU-EC- 29 Professional Non EEA Years Male  |Other Medically Important Condition), Nephrotic syndrome (n/a - Fatal - Results in Death, Caused/Prolonged [BETAMETHASONE SODIUM PHOSPHATE] (S-
5 10013364399 Hospitalisation, Other Medically Important Condition), Pneumocystis jirovecii pneumonia (n/a - Fatal - Results in Death, [Product used for unknown indication - Not applicable -
ox Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in |[n/a - n/a - n/a]), [DOXAZOSIN MESILATE] (S-
—ﬁté Death), Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Product used for unknown indication - Unknown - [n/a
: Condition), Renal impairment (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other |- n/a - n/a])
§ Medically Important Condition), Respiratory depression (n/a - Unknown - Life Threatening, Caused/Prolonged
> Hospitalisation, Other Medically Important Condition), Respiratory failure (16d - Fatal - Results in Death,
% Caused/Prolonged Hospitalisation, Other Medically Important Condition), Small intestinal ulcer haemorrhage (n/a - Fatal -
= Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Fatal
S - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
_‘g click or scan || SPIKEVAX [COVID-19 MRNA VACCINE
0 —— i 2022-08-|Healthcare 65-85 Breath sounds abnormal (n/a - Not Recovered/Not Resolved - ), Confusional state (n/a - Not Recovered/Not Resolved - ), MODERNA (CX-024414)] (S- n/a - Not applicable -
o 741 EU-EC- . 9 Professional Non EEA Vears Female |Death (0d - Fatal - Results in Death, Other Medically Important Condition), Dry skin (n/a - Not Recovered/Not Resolved - |[n/a - n/a - Intramuscular use]), [INFLUENZA
5 10013364274 ), Skin warm (n/a - Not Recovered/Not Resolved - ), Speech disorder (n/a - Not Recovered/Not Resolved - ) 'VACCINE] (S- n/a - Not applicable - [n/a - n/a -
3 Intramuscular use])
ot
8 click or scan | g S | 22.08. Health 6585 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5l ™| RuRc rrenhed meesgif)f | [NonEEA (3> |Female |Autoimmune hepatitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
E 10013363888 - Unknown - [n/a - n/a - Intramuscular use])
&
5 click or scan | =z L
< =1 (2022-08- |Healthcare More COVID-19 pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypotension VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 743 EU-EC- 29 Professional Non EEA  |than 85 |Female (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisati (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
i . Years g Caused/Prolonged Hospitalisation) - n/a - Intramuscular use])
e 10013363267
c
g Back pain (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - Other Medically Important
® Condition), Dysstasia (n/a - Unknown - Other Medically Important Condition), Eosinophilic myocarditis (n/a - Fatal -
% Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - Other Medically Important Condition),
1S Haematuria (n/a - Unknown - Other Medically Important Condition), Hepatocellular injury (n/a - Fatal - Results in Death
= click or scan Other Medically Important Condition), Hyponatraemia (n/a - Unknown - Other Medically Important Condition), Lethargy
ﬁ 2022-08- Healthcare 18-64 (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Other Medically Important Condition), Musculoskeletal stiffness |[COMIRNATY [TOZINAMERAN] (S - COVID-19
2| 744 EU-EC- £X 29 Professional |Non EEA  |years  [Female |(n/a - Unknown - Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death, Other Medically immunisation - Not applicable - [n/a - n/a - n/a])
2 10013362941 : Important Condition), Oropharyngeal pain (n/a - Unknown - Other Medically Important Condition), Pain (n/a - Unknown -
7 Other Medically Important Condition), Pain in extremity (n/a - Unknown - Other Medically Important Condition),
g Pollakiuria (n/a - Unknown - Other Medically Important Condition), Pulmonary mass (n/a - Fatal - Results in Death, Other
5 Medically Important Condition), Splenomegaly (n/a - Fatal - Results in Death, Other Medically Important Condition),
Thymoma (n/a - Fatal - Results in Death, Other Medically Important Condition), Urinary tract infection (n/a - Unknown -
Other Medically Important Condition)
Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Cyanosis (n/a -
click or scan | =g . Unknown - ), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a -
745 21 (2022-08- Healthcare Non EEA 65-85 Male Unknown - ), Pneumonia aspiration (n/a - Fatal - Results in Death, Other Medically Important Condition), Renal COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 29 Professional Years impairment (n/a - Unknown - Other Medically Important Condition), Respiratory distress (n/a - Unknown - Other Medically |immunisation - Not applicable - [1d - n/a - n/a])
10013362895 Important Condition), Shock (n/a - Unknown - Other Medically Important Condition), Tachypnoea (n/a - Unknown - ),
Volvulus (n/a - Fatal - Results in Death, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013364399&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013364274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013363888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013363267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362941&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362895&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ dlick or sean | 5 1 022.08. | Healthcare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 746 X : Non EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
N EU-EC % |29 Professional Years applicable - [n/a - n/a - Intramuscular use])
o 10013362744
$ lick Brain injury (n/a - Fatal - Results in Death, Other Medically Important Condition), Brain oedema (n/a - Fatal - Results in
% CICK O Scal | == A 2022-08 Non 18-64 Death, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Ol 747 | purc » 2 %" |Healthcare ~ [Non EEA - 3 Female |Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 1001 3'3 6 2-6 01 ) Professional cars Condition), Intracranial pressure increased (n/a - Fatal - Results in Death, Other Medically Important Condition), n/a - Intramuscular use])
g Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition)
g_ click or scan || SPIKEVAX [COVID-19 MRNA VACCINE
= - ore ac arrest - Fatal - Results in Death er Me y Important Condition), Circulatory collapse (n/a - own - - - n/a - Not applicable -
: i 2022-08- | Healthcare M Cardi: 0d - Fatal Other Medically I Condition), Circul: 11 n/a - Unkn MODERNA (CX-024414)] (S- n/a - N licabl
B 748 EU-EC- h 29 Professional Non EEA  |than 85 Male  |Other Medically Important Condition), Lethargy (n/a - Unknown - ), Mental status changes (n/a - Unknown - ), Sepsis (n/a- |[n/a - n/a - Intramuscular use]), [INFLUENZA
o Y Years Unknown - Other Medically Important Condition) VACCINE] (S- n/a - Not applicable - [n/a - n/a -
10013362428 Intramuscular use])
% Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal -
= Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death
-z>3’ Caused/Prolonged Hospitalisation), Central venous catheterisation (n/a - Fatal - Results in Death, Caused/Prolonged
< click or scan | =g L Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 749 i1 (2022-08- Healthcare Non EEA 65-85 Male in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
u EU-EC- | gF 29 Professional Years Endotracheal intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intensive care (n/a - Fatal - Product used for unknown indication - Not applicable -
§ 10013362414 Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death,|[n/a - n/a - n/a])
‘% Caused/Prolonged Hospitalisation), Pulseless electrical activity (n/a - Fatal - Results in Death, Caused/Prolonged
o Hospitalisation), Rhabdomyolysis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test
g positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
5 lick or scan |3 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
- - - i i - - i , - - i , - -
o 750 2022-08 Hea]thqare Non EEA 18-64 Female Abdommfll pain (1d - Fatal - Results in Death), Foetal death (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
1S EU-EC- 29 Professional Years Results in Death) a - Intramuscular use])
& 10013362393 -
o)
‘; click or scan || Balance disorder (n/a - Unknown - Other Medically Important Condition), Contusion (n/a - Unknown - Other Medically
g el - 2022-08- |Healthcare 18-64 Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Labyrinthitis (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 751 EU-EC- 79 Professional Non EEA Vears Female |Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10013362390 Migraine (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important |- Not applicable - [1d - n/a - Intramuscular use])
é Condition)
[a) .
2 click or scan | 5022-08.|Healthcare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 752 . Non EEA Female |COVID-19 (5d - Fatal - Results in Death), Pneumonia (5d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= EU-EC- 29 Professional Years a - Int ul
g 10013362385 a - Intramuscular use])
£
g dlick or scan | 502208 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 753 B : Non EEA Female |Loss of consciousness (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
U-EC-  |& 29 Professional Years n/a - Intramuscular use])
S 10013362374
click or scan | =g More
754 2022-08-|Healthcare —pp than 85 |Male  |Death (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- | 29 Professional v, - .3mL - Intramuscular use])
10013362134 cans
click or scan | g L Non
755 1 (2022-08- Healthcare Non EEA 18-64 Female Blood pressure decreased (n/a - Unknown - ), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
-EC- R ears roductive co a- own - ), Respiratory rate mcr a- own - ), Weight decrease a- own - mmmunisation - Not applicable - -n/a-n/a
EU-EC 29 Y Producti n/a - Unkn Respi increased (n/a - Unkne Weight de d (n/a - Unkne i isation - N licable - [1d - n/a - n/;
10013362094 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362744&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362601&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362428&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362414&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362393&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362390&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362385&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013362094&_xpt=1&_xf=pdf
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Altered state of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
~ dlick or scan ik Apallic syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Blood loss
N el b anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral haemorrhage
(=] -08- - -
g 756 EU-EC- . 3822 08 E:(?g;sci?)rr?al EEA %(ia?’j Female |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diaphragmatic mﬂﬁgﬁ g{gﬁmﬁgﬁw d(-S H/S_)yi]))'w
=) 10013361652 : ; disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Unknown - Caused/Prolonged PP
ﬁ Hospitalisation, Other Medically Important Condition), Rash (n/a - Unknown - ), Respiratory failure (n/a - Fatal - Results in
% Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
= lick or sean | Sy COMIRNATY [TOZINAMERAN] (S- COVID-19
3 757 721 | 2022-08-|Healthcare EEA 65-85 Male Asthenia (1wk - Recovering/Resolving - ), Cough (1wk - Recovered/Resolved - ), Dyspnoea (1wk - Recovered/Resolved - ), immunisation - Not applicable - [n/a - 1 {DF} -
2 EU-EC- |% 29 Professional Years Pyrexia (1wk - Recovered/Resolved - ), Respiratory distress (1wk - Fatal - Results in Death, Life Threatening) PP
S it Intramuscular use])
=1 10013361210
?hi_ click or scan | BV 2] Acute coronary syndrome (n/a - Unknown - Other Medically Important Condition), Arrhythmia (n/a - Unknown - Other
el 5 |5022-08- | Healthcare 18-64 Medically Important Condition), Cardiogenic shock (n/a - Fatal - Results in Death, Other Medically Important Condition), |COMIRNATY [TOZINAMERAN] (S- COVID-19
758 EU-EC- x 59 Professional Non EEA Vears Female |Interchange of vaccine products (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of immunisation - Not applicable - [1d - n/a -
Q consciousness (n/a - Unknown - Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Other |Intramuscular use])
e 10013360749 A L
E Medically Important Condition)
'z>2’ click or scan | =gz, BTy : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
_‘g 759 2022-08- |Healthcare Non EEA 18-64 Female Diabetic foot (Smin - Fatal - Results in Death), Tetanus (5min - Fatal - Results in Death), Type 2 diabetes mellitus (Smin|[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o EU-EC- 29 Professional Years - Fatal - Results in Death) Product used for unknown indication - Not applicable -
o 10013358709 [n/a - n/a - Intramuscular use - More in ICSR])
(]
3
click or scan |: T
< i (2022-08- [Healthcare 65-85 Depressed level of consciousness (n/a - Fatal - Results in Death), Immunisation (n/a - Unknown - ), Off label use (n/a - COMIRNATY [TOZTNAMERAN] (8- COVID-19
®| 760 . Non EEA Female immunisation - Not applicable - [1d - n/a -
[a EU-EC- 3 1129 Professional Years Unknown - ) Intramuscular usc])
g 10013358667 2% ]
5
% click or scan : SPIKEVAX [COVID-19 MRNA VACCINE
8 i (2022-08- [Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
5K 761 EU-EC- L+ 129 Professional Non EEA Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - .25mL - n/a -
% 10013358653 : More in ICSR])
>
e click or scan |z Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2022-08- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - - .
é 762 EU-EC- 29 l[;l:(?fl‘gslsciirga] Non EEA Specified Female |Death (n/a - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
e 10013358582 n/a])
£ ”
% click or scan | 5% Non
1 2022-08- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
8 - R
E 763 EUEC |5 59 Ereji‘gsl:if;al EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/al)
2 10013358558/ 3%
3
B click or scan |z Non
¢] 2022-08- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- -
764 EUEC |8 0 gocagslsciirgal EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - 4{DF} - n/a])
10013358556| ¥ pm it
click or scan | = L More SPIKEVAX [COVID-19 MRNA VACCINE
4i | 2022-08- | Healthcare . MODERNA (CX-024414)] (S- COVID-19
; - - ) . e ;
765 EU-EC- | # 29 Professional Non EEA 21(1:;1-55 Male |Death (1d- Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10013358445 Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013361652&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013361210&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013360749&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358709&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358558&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358445&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
~ dlick or sean | 0 02208 Non Not SPIKEVAX [COVID-19 MRNA VACCINE
| 766 : Healthcare Non EEA .. |Male |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain in extremity (n/a - Unknown - ) MODERNA (CX-024414)] (S- COVID-19
S 1 0(151[3}-3]2%;‘3 6% 't: 2 Professional Specified prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o
<
% click or scan |:
) E ; R
g 767 i | 2022-08- | Healthcare Non EEA 65-85 Female Acute respiratory failure (2d - Fatal - Results in Death, Other Medically Important Condition), Chronic kidney disease (2d - mﬁgﬁgﬁ ggﬁlNﬁgﬁgﬁ] d(_S n/aC(_)VlD-19
— EU-EC- |3 L 29 Professional Years Fatal - Results in Death, Other Medically Important Condition) PP
3 10013358435 =38 Intramuscular use])
& .-
§- click or scan | ; MERAN]
% 768 g (2022-08- |Healthcare Non EEA 65-85 Female Acute coronary syndrome (n/a - Fatal - Results in Death), Acute myocardial infarction (n/a - Fatal - Results in Death), ICDMI?SZSEIK gcgzzimlicable i n/S ;]/??VIDW
d EU-EC- 29 Professional Years Cardiogenic shock (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) PP
§ 10013358400 Intramuscular use])
@
[s] . . . o e . .
= click or scan | =g Cerebrgvascmar acadentA (2d - Fatal - Results in Death, Caused/Prolonged Hospltahsatlop, ch;r Medically Im_pommt ME )
S| 769 2022-08- |Healthcare Non EEA 18-64 Male Condition), Haemorrhagic stroke (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically mﬁﬁgﬁ ggzzilNlicable i [1] d(_S mg?vu)w
S EU-EC- 29 Professional Years Important Condition), Hypertensive emergency (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Intramuscular use]) PP
_‘g 10013357988 Medically Important Condition)
o
5 —F %4 2022.08- Healthcare More Cerebral infarction (n/a - Fatal - Results in Death), Respiration abnormal (n/a - RecoveredResolved - Other Medically |\t YRUA [COVID-19 VACINE ASTRAZENECA
‘% 770 EU-EC. : 59 Professional Non EEA  |than 85 |Female I Conditi » ReSp Y (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
g 10013357658| 8 oo Years mportant Condition) - /a - Intramuscular use])
®
[a)
& lick or sean | 0 02208 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 771 . : Non EEA Male  |Acute coronary syndrome (2h - Fatal - Results in Death), Pneumonia (2h - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EC- |z 29 Professional Years a - Intramuscular use])
& 10013357652 :
D)
S
%_; click or scan | Non
> 772 : 2022-08- Healthcare Non EEA Not Not Exposure to vaccinated person (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden infant death |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
e EU-EC- | 3 29 . Specified Specified syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
E 10013357521 | AR iE Professional
& o
% click or scan | zaH : Non JCOVDEN [COVID-19 VACCINE JANSSEN
IS 713 4 (2022-08- Healthcare Non EEA 18-64 Male Decreased appetite (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results [(AD26.COV2.9)] (S- Product used for unknown
= EU-EC- | gE 29 : Years in Death), Pyrexia (n/a - Fatal - Results in Death) indication - Not applicable - [n/a - n/a - Intramuscular
5 Professional
s 10013357216 use])
ey
2 click or scan | =g 3 Non
g 774 I 2022-08- | ealthcare |EEA 0585 pemale |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
B EU-EC- x 29 Professional Years immunisation - n/a - [n/a - n/a - Intramuscular use])
S 10013356912
dlick or scan | : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
775 2 (2022-08- |Healthcare Non EEA 65-85 Female Adverse drug reaction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), (CHADOXI NCOV-19)] (S- Adverse drug reaction -
EU-EC- |8 29 Professional Years Medication error (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling) kn wa-n/a- I ul
10013356844/ 3 Unknown - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358436&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013358400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013357988&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013357658&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013357652&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013357521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013357216&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013356912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013356844&_xpt=1&_xf=pdf
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N h
S click or scan | -
g B B 000-08- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 776 EU-EC- : 29 Healthcare EEA Vears Male  |Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
ﬁ 10013356342 Professional Intramuscular use])
%
o
3
o . . I .
£ click or scan | g - COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death
§. = (2022-08- Non More Caused/Prolonged Hospitalisation), Delirium (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia SPIKEVAX [COVID-19 MRNA VACCINE
771 Healthcare Non EEA  |than 85 |Female o . PTY L A MODERNA (CX-024414)] (S- COVID-19
= EU-EC- 28 Professional v aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, hylaxis - N licable - M/ - 1 {DF - /s
i 10013353877 rofessiona ears Caused/Prolonged Hospitalisation) prophylaxis - Not applicable - [n/a - 1{DF} - n/al)
8 dlick or scan |~ B8 | 00005 [Non 65.85 Asthenia (n/a - Fatal - Results in Death), Confusional state (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
&| 778 EU-EC- - ; 57 Healthcare ~ |[EEA Vears Male  |Death), Polyuria (n/a - Fatal - Results in Death), Thrombocytopenia (57d - Fatal - Results in Death), Weight decreased |immunisation - Not applicable - [n/a - 1 {DF} -
S T Professional (n/a - Fatal - Results in Death) Intramuscular use])
5 10013351030
<
1; Ageusia (n/a - Unknown - ), Breast cancer (n/a - Fatal - Results in Death, Other Medically Important Condition), COVID-
w click or scan |: 19 immunisation (n/a - Unknown - ), Colitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown -
3 2022-08- |Healthcare 18-64 ), Disease progression (n/a - Fatal - Results in Death), Gastrointestinal haemorrhage (n/a - Unknown - Caused/Prolonged SPIKEVAX [COVID-19 MRNA VACCINE
2| 779 : EEA Female A ) = . . MODERNA (CX-024414)] (S- COVID-19
3 EU-EC-  |§ 26 Professional Years Hospitalisation, Other Medically Important Condition), Interchange of vaccine products (1d - Unknown - ), Myalgia (n/a - immunisation - Not applicable - [n/a - 1 {DF} - n/a])
ﬁ 10013348176, Unknown - ), Pyrexia (n/a - Unknown - ), Tinnitus (n/a - Unknown - ), Varices oesophageal (n/a - Not Recovered/Not PP
s Resolved - Caused/Prolonged Hospitalisation)
=] COMIRNATY [TOZINAMERAN] (S- n/a - Not
& applicable - [n/a - n/a - Intramuscular use]),
E [B/PHUKET/3073/2013-LIKE STRAIN,
% ) Agonal respiration (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cardiomegaly (n/a - Fatal - A/MICHIGAN/45/2015 (HIN1)PDMO09-LIKE
5 click or scan | iapldB . Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
< 780 i (2022-08- Healthcare Non EEA 18-64 Female | ), Erythema (n/a - Not Recovered/Not Resolved - ), Hyperhidrosis (n/a - Not Recovered/Not Resolved - ), Jugular vein B/COLORADO/06/2017-LIKE VIRUS
% EU-EC- | gk 26 Professional Years distension (n/a - Not Recovered/Not Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ), Palpitations (n/a - Not (B/VICTORIA/2/87 LINEAGE)
%‘ 10013348078 Recovered/Not Resolved - ), Pollakiuria (n/a - Not Recovered/Not Resolved - ), Pulmonary oedema (n/a - Fatal - Results in (BMARYLAND/15/2016, NYMC BX-69A),
= Death, Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - ) A/SINGAPORE/INFIMH-16-0019/2016 (H3N2)-LIKE
g STRAIN (A/SINGAPORE/INFIMH-16-0019/2016,
® IVR-186)] (S- n/a - Not applicable - [n/a - n/a -
% Intramuscular use])
£
> click or scan |z Non minal pai
2] e ~ Abdor pain upper (n/a - Not Recovered/Not Resolved - ), Cough (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal ME )
E| 781 2022-08 Healthcare EEA 65-85 Male |- Results in Death), Influenza like illness (n/a - Not Recovered/Not Resolved - ), Palpitations (n/a - Not Recovered/Not COMIRNATY [TOZIN RAN] (8- COVID-19
= EU-EC- | g 26 : Years ) immunisation - n/a - [n/a - 3{DF} - n/a])
N 3 o Professional Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved - )
ko) 10013347867
kol
§ click or scan | &, 5% |502.08. Non 65.85 Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
782 KE ; Healthcare ~ |[EEA Female |Condition), Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Weight decreased (n/a - Not |. oo
EU-EC- 3 26 . Years - " immunisation - n/a - [n/a - n/a - n/a)
- . Professional Recovered/Not Resolved - Other Medically Important Condition)
10013347866,
783 24 (2022-08- |Healthcare EEA 65-85 Male Cerebral infarction (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Epilepsy (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 26 Professional Years in Death) n/a - [n/a - n/a - n/a])
10013347865 ]

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013356342&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013353877&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013351030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013348176&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013348078&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013347867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013347866&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013347865&_xpt=1&_xf=pdf
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Primary
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ dlick or sean 532 1500208 /Non 1864 Hypoglycaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other JCOVDEN [COVID-19 VACCINE JANSSEN
| 784 EU-EC- 2% Healthcare Non EEA Vears Female |Medically Important Condition), Restlessness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged (AD26.COV2.9)] (S- Product used for unknown
g 10013347836 Professional Hospitalisation, Disabling, Other Medically Important Condition) indication - Not applicable - [n/a - n/a - n/a])
o
<
g click or scan | =g Non Arrhythmia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - Unknown -
g 785 2022-08- Healthcare EEA 65-85 Female Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - Immunisation -|
— EU-EG- | &8 26 Professional Years Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), n/a - [n/a - 3{DF} - n/a])
3 10013347359 & Pulmonary oedema (n/a - Unknown - Caused/Prolonged Hospitalisation)
£
8 Jick -
¢ Gl oLsL | o B | 00.08. | Healtheare 65.85 Cerebral haemorrhage (1va - Fatal - Results in Death), Chills (w/a - Fatal - Results in Death), Fatigue (wa - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
®| 786 » : EEA Female |Results in Death), Malaise (n/a - Fatal - Results in Death), Vaccination site swelling (5d - Recovered/Resolved - Results (MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
g FUEC | g% 26 Professional Years in Death), Vomiting (n/a - Fatal - Results in Death) n/a])
10013347241 " . .
8 .
= dlick or sean |- 502208 Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
B| 787 EU-EC- 1 6 Professional EEA than 85 |Female |Aortic aneurysm rupture (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a- .5SmL
3 10013347191 | A Years - Intramuscular use])
S
=}
m
@ click or scan | =g
- 2022-08-|Healtheare | oo (6585 |\, [Death (na- Fatal - Results in Death, Other Medically Important Condition), Thrombosis with thrombocytopena O A T 02N AME mN]rS COVID-19
3 EU-EC- | g 26 Professional Years syndrome (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
g 10013346977| 3% ntramuscular use])
[a)
& lick or sean |- 0 | 02208 Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
‘£ 789 EU-EC- = : 2% Healthcare EEA Vears Female |Lung cancer metastatic (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
% 10013346650 . Professional Intramuscular use])
=)
§ | aorsn
click or scan | e
2| 790 2022-08- Healthcare 6585 I\fale  [Pulmonary embolism (n/a - Fatal - Results in Death) ﬁéﬁm%{%}ﬁmﬂﬁ%ﬁm -n/a-
c EU-EC- |5y 1 (26 Professional Years ary w
g 10013346545 a)
S
T dlick or scan (=g Non More L . SPTKEVAX [COVID-19 MRNA VACCINE
E 791 2022-08- Healthcare EEA than 85 |Female Cerebral }.wemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (3d - Recovered/Resolved - MODERNA (CX-024414)] (S- n/a - n/a - [n/a - n/a -
= EU-EC- i (26 . Results in Death, Caused/Prolonged Hospitalisation)
g 10013346531 Professional Years n/a])
E
z click or scan | =
B : 2022-08- |Healthcare 65-85 SPIKEVAX [COVID- 19 MRNA VACCINE
792 : EEA Male  [Acute myocardial infarction (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
B EU-EC- | & 26 Professional Years [/ - n/a - n/a])
S 10013343410
. Interstitial lung disease (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
click or scan | : Medically Important Condition), Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S- COVID-19
793 2022-08- Healthqare Non EEA 65-85 Male |Pulmonary toxicity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d - n/a -
EU-EC- 26 Professional Years Condition), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, |[ntramuscular use])
10013342315 Caused/Prolonged Hospitalisation, Other Medically Important Condition)
dlick or seam - ; VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=l (2022-08- |Healthcare 18-64 Aplastic anaemia (1/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia fungal (n/a - Fatal - L
794 . Non EEA Female . - o (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- 26 Professional Years Results in Death, Other Medically Important Condition) licab
10013342202 . applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013347836&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013347359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013347241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013347191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013346977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013346650&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013346545&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013346531&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013343410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013342315&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013342202&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan || 'VAXZEVRIA COVID-19 VACCINE (CHADOX1-S
~ _— 5022-08- Non 65-85 [RECOMBINANT]) SUSPENSION FOR INJECTION
NI 795 o Healthcare EEA Male  [Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatenin; COVID-19 VACCINE ASTRAZENECA (CHADOX1
Ly
IS EU-EC- 26 : Years - A
Py 10013341126/ 28 y Professional NCOV-19)] (S- COVID-19 immunisation - n/a - [n/a -
3 .5SmL - Intramuscular use])
3\ .
B dlick or scan |y 5022-08.|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 796 BU-EC- 36 Professional Non EEA Years Male  |Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Fl 10013340646 i n/a - Intramuscular use])
%)
é— lick
click or scan | =
£l 797 2022-08- | Healtheare | oo (1864 || (COVID-19 (- Fatal - Results in Death), Fatigue (32d - Fatal - Results in Death), Ocynophagia (32d - Fatal - Results (VCHADO cmv%ﬁgg\‘fgﬁggf n/OCIa e AST]O WK . [EIH/;E_CA
d EU-EC- | gF 26 Professional Years in Death), Pyrexia (n/a - Fatal - Results in Death)
§ 10013340588 n/a - Intramuscular use])
@
% click or scan | :=p e
= 2% [2022-08- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
_!>i’ 798 EU-EC- 26 Professional Non EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
[ 10013339693
o
@ click or scan | Zz :
g : ¥ |12022-08-|Healtheare 65-85 Dath (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - CauscdProlonged | COMIRNATY [TOZINAMERAN] (S- COVID-19
1 Y 1mp! e licabl
3 799 EU-EC- %6 Professional Non EEA Vears Female Hospitalisation) immunisation - Not applicable - [n/a - n/a -
g 10013339680 Intramuscular use])
[a)
5
[}
g click or scan
E 800 EE 2022-08- Healthcare EEA 18-64 Male Cachexia (0d - Fatal - Results in Death), Ischaemic stroke (187d - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
=4 1o (ﬁg‘gg‘l 0 26 Professional Years Hospitalisation) immunisation - n/a - [n/a - n/a - Intramuscular use])
7
5
o
£
o dlickcor scan | : Non More . - SPIKEVAX [COVID-19 MRNA VACCINE
% 801 _— . 3222—08— Healthcare EEA than 85 |Male ;Iaertnhatga (121d —1 Fa;:h —HRes!;ltl_s 1:1_ D§ath Caused/Prolonged Hospitalisation), Haemorrhage (3d - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
g Professional Years eath, rolon, ospratisation immunisation - Not applicable - [n/a - n/a - n/a])
b 10013339079 PP
5
joX
£ click or scan | =y -
< k- |5022-08- Non 65-85 ) ) JCOVDEN [COVID-19 VACCINE JANSSEN
2 802 EU-EC- 2. Healthcare EEA Vears Female |Pain (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S- COVID-19 immunisation - Not
% 10013339069/ 38 3 Professional applicable - [n/a - 1{DF} - Intramuscular use])
G
click or scan | =z ; MRN CCINE
2% [2022-08- |Healthcare Not Not . SPIKEVAX [COVMID-19 A VA
803 BU-EC. s Professional Non EEA Specified Specified Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10013335344 ) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
click or scan | =g Non Cardiac valve disease (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chronic
804 2022-08- Healthcare Non EEA 18-64 Female obstructive pulmonary disease (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- |3 25 Professional Years Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocarditis (n/a - Unknown |immunisation - Not applicable - [1d - n/a - n/a])
10013335343 - Other Medically Important Condition), Pericarditis (n/a - Unknown - Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013341126&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013340646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013340588&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013339693&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013339680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013339107&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013339079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013339069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013335344&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013335343&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |z : Non SPIKEVAX [COVID-19 MRNA VACCINE
N = (2022-08- 18-64 . L . . . MODERNA (CX-024414)] (S- COVID-19
IeN] - - - - . .. .
S 805 EU-EC- 25 Healthgare EEA Vears Male  [Death (n/a - Fatal - Results in Death), Immunisation reaction (n/a - Recovering/Resolving - ) immunisation - Not applicable - [1d- 1 {DF} -
) i Professional
g 10013333841 : Intramuscular use])
<
g Anxiety disorder (n/a - Unknown - ), Decreased immune responsiveness (n/a - Fatal - Results in Death, Life Threatening,
g ik Caused/Prolonged Hospitalisation, Disabling), Disease progression (n/a - Fatal - Results in Death, Life Threatening,
= Chck or scan Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Fatal - Results in
3 806 fi [2022-08-|Healthcare Non EEA 65-85 Male Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Insomnia (n/a mﬁgﬁgﬁ ggﬁlNﬁggﬁS‘?ﬁ] d(_Sl;/e(lI_)VlD-19
£ EU-EC 25 Professional Years - Unknown - ), Otitis media (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Intramuscular usc]) PP
§. 10013333601 Other Medically Important Condition), Sinusitis fungal (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
= Hospitalisation, Disabling, Other Medically Important Condition), Visual impairment (n/a - Fatal - Results in Death, Life
q Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
% click or scan | g1 : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
% 807 2 (2022-08- |Healthcare Non EEA 18-64 Female Leg amputation (3d - Fatal - Results in Death), Pneumonia (3d - Fatal - Results in Death), Septic shock (3d - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= EU-EC-  |; 25 Professional Years Results in Death) Product used for unknown indication - Not applicable -
S 10013332850 [n/a - n/a - Intramuscular use])
o
S .
0 click or scan | zp T
@ 41 2022-08- | Healthcare 65-85 L - . COMIRNATY [TOZINAMERAN] (S - COVID-19
o
: - - . S .
% 808 EU-EC. i 55 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
3 10013332438
<
g lick
click or scan | =
g 2022-08-|Healthcare 18-64 Chronic lymphocytic leukaemia recurrent (n/a - Fatal - Results in Death), Renal cancer recurrent (n/a - Fatal - Results in SPIKEVAX [COVID-19 MRNA VACCINE
809 s : EEA Male MODERNA (CX-024414)] (S- COVID-19
o EU-EG- | f L |25 Professional Years Death) immunisation - n/a - [n/a - n/a - n/a])
% 10013330906, :
o ; [51 7%
< lick or scan 5022-08- Non More Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Productive cough (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
% 810 EU-EC 55 Healthcare EEA than 85 (Female |in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [n/a - 1{DF} -
> —Es i H . - .
i 10013330589] £ Professional Years Condition) Intramuscular use])
é click or scan | =g L
a i 2022-08- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
3 ) ) .
1S 811 EU-EC- | gk 25 Professional Non EEA Years Mele  Platelet count decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
= 10013329707, :
[9]
g Blood pressure decreased (n/a - Fatal - Results in Death), Cardiac disorder (n/a - Unknown - Other Medically Important
5| Condition), Condition aggravated (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other
=2 Medically Important Condition), Eating disorder (n/a - Unknown - Other Medically Important Condition), Enterocolitis (n/a -
% click or scan | = Fatal - Results in Death, Other Medically Important Condition), Liver disorder (n/a - Unknown - Other Medically
£l 812 2022-08- Healthcare Non EEA 65-85 Female Important Condition), Oxygen saturation decreased (n/a - Unknown - Other Medically Important Condition), Pneumonia (n/a| COMIRNATY [TOZINAMERAN] (S - COVID-19
o EU-EC- 25 Professional Years - Fatal - Results in Death, Other Medically Important Condition), Pulmonary hypertension (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a - n/a)])
10013329512 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal disorder (n/a - Unknown - Other
Medically Important Condition), Respiratory disorder (n/a - Fatal - Results in Death), Sogren's syndrome (n/a - Fatal -
Results in Death, Other Medically Important Condition), Urinary tract infection (n/a - Unknown - Other Medically
Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
click or scan | =g T Non
4 |2022-08- Not . " - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
813 BUEC. |2 55 Healthc'are Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10013329488 Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013330906&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |: - Non
g i (2022-08- 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Neoplasm progression (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
S| Eurc B8 25 Healthcare —|EEA Years M€ |in Deatn) immunisation - Not applicable - [n/a - n/a - 0/
& -EC- | Professional ‘ears in Dea immunisation - Not applicable - [n/a - n/a - n/a])
o 10013329472
3
W click or scan |z Non SPIKEVAX [COVID-19 MRNA VACCINE
® -08- - a -
0| 815 B 2022-08 Healthcare EEA 65-85 Male |Infarction (n/a - Fatal - Results in Death), Influenza like illness (n/a - Unknown - ) MODE.RN.A (CX 02441‘.‘)] (S- COVID-19
— U-EC g 25 Professional Years immunisation - Not applicable - [n/a - 1{DF} -
g 10013329382 Intramuscular use])
=
§- click or scan | =g ; COVID-19 VACCINE JANSSEN (AD26.COV2.S)
= A |2022-08-|Healthcare 18-64 . . . oo [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
®| 816 EUEC | B b (s Professional Non EEA Vears Male  |Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Product wsed for unknown indication - Not applicable -
§ 10013328374/ :He [n/a - n/a - Intramuscular use])
8 .
k| clidcorsean | 2022-08- | Healthcare Not Not SPIKEVAX [COVID-19 A VACCINE
B 817 B : Non EEA . .. |Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
S U-EC-  |# 25 Professional Specified Specified hyvlaxis - Unkn /a - L{DF! - 0/
< 10013327766 ; prophylaxis - Unknown - [n/a - 1 {DF} - n/a])
o
g lick or scan | 35 2022-08- Non 65-85 Bone pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Memory TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3| 818 Healthcare Non EEA Female |impairment (n/a - Unknown - ), Pain (n/a - Unknown - ), Screaming (n/a - Unknown - Caused/Prolonged Hospitalisation), . L .
EU-ECG- | %% A 25 : Years LN PR immunisation - Not applicable - [1d - n/a - n/a])
% 10013326963 Wl Professional ‘Walking disability (n/a - Unknown - Caused/Prolonged Hospitalisation)
[a)
o click or scan ? Acute kidney inj i ). i ).
b - ey injury (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal -
g 819 51 2022-08- Healthcare Non EEA 18-64 Female Results in Death), Fatigue (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Malaise (n/a - %AI\I[%& 1]39-)59(8\/- Amfmcﬁ
% EU-EC-  |§ 25 Professional Years Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death),  |* a - Intramuscular use]) PP
5 10013326215 Thrombocytopenia (n/a - Fatal - Results in Death)
S
g lick or scan | =g : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 1 2022-08- |Healthcare 18-64 Haemorrhagic stroke (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death),
c| 820 . Non EEA Female . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- |z 24 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death)
§ 10013324769 a5 n/a - Intramuscular use])
g :
3
lick or scan | x
£ dlick or sean o
< 4 2022-08- |Healthcare 65-85 Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
<| 821 : Non EEA Female RTIY] (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
7] EU-EC- 24 Professional Years Caused/Prolonged Hospitalisation)
£ 10013324767 3 1v/a - Intramuscular use])
=
<
= click or scan | =z
B — 5022-08- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
B 822 o, . Non EEA  [than 85 |Female |Hypotension (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
4 EU-EC- R (24 Professional . .
O 10013324760 ; Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
lick Hi
GO | 022,08/ Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
823 EU-EC- : 4 Healthcare EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death), Pericarditis (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
10013323087 3 Professional [n/a - 2{DF} - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-
click or scan |: 19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dysphagia (n/a
N 2022-08-|NOn 65-85 - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Guillain-Barre SPIKEVAX [COVID-19 MRNA VACCINE
QI 824 EU-EC. 54 Healthcare ~ [Non EEA v Male e /- Fatal - Results in Death. Caused/Proloneed Hospitalisation). Muscl 1/ - Fatal - Results i MODERNA (CX-024414)] (S- COVID-19
& oo Professional cars syndrome (w/a - Fatal - Results in Death, Cawsed Prolonged Hospitalisation), Micle spasms (n/a - Fatal - Results in prophylaxis - Not applicable - [1d - 1{DF} - n/a])
=) 10013322339 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Paraesthesia (n/a - Fatal - Results in
ﬁ Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
u
g click or scan | =g T COVID-19 MRNA VACCINE MODERNA (CX-
= &% [2022-08-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
83| purc W 24 Professional |24 Years |Temale [Sudden death (n/a - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
g 10013321669 applicable - [1d - 1{DF} - Intramuscular use])
g :
il click or sem | : B |2002.08. | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
826 : . EEA Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 24 Professional Years Tntramuscular we])
S 10013321663 ]
5}
k| lick
= ik Or scal | 2 3 |12022-08. Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
= 827 EU-EC- X (54 Professional EEA than 85 (Male |COVID-19 pneumonia (9d - Fatal - Results in Death), Vaccination failure (9d - Fatal - Results in Death) immunisation - Not applicable - [249d - 3 {DF} -
S 10013321647 - Years Intramuscular use])
m
g
5 click or scan | = L )
3 il (2022-08- (Healthcare More COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
| 828 2 . EEA than 85 [Male . TIT immunisation - Not applicable - [1d - 1{DF} -
= EU-EC- |35 24 Professional v, Results in Death, Caused/Prolonged Hospitalisation) I ol More in I
a 10013321646 ears ntramuscular use - More in ICSR])
g lick
= el 2022-08. | Halthcare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
% 829 . EEA Male  [COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
[ EU-EC- | e 24 Professional Years Intramuscul
=) 10013321564/ 3, : ntramuscular use])
g click or scan | Non
e 830 2022-08- Healthcare EEA Not Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug |COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC  |&£k 24 Professional Specified ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
w® 10013321342
[a]
T
= click or scan |2 Non
S| 831 2022-08- Healthcare ~ [Non EEA 18-64 Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
2 EU-EC- | & 24 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
E 10013321334 oressiond
)
3
5
@]
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013321663&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013321647&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013321646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013321564&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013321342&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abnormal loss of weight (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
~ Important Condition), Anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other
o Medically Important Condition), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling,
g Other Medically Important Condition), Bedridden (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Q Disabling, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged
ﬁ Hospitalisation, Disabling, Other Medically Important Condition), Cholecystitis infective (n/a - Fatal - Results in Death
g Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Chronic kidney disease (n/a - Fatal -
g Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Disturbance in
- attention (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
g Condition), Dysphagia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
5 Important Condition), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other
@- dlick or scan || 2] Medically Important Condition), Eating disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
5 - /e Non Disabling, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
g 832 EU-EC- o 3222-08- Healthc_are Non EEA gzﬁ: Male Disab}ing, Qha N_[edic_ally Important _Condition), Feeling al;?n_ormal (n/a- FatAal - Results in Death, Caus_etii/Pro!onged xﬁgﬁgﬁﬁ&gﬁ;ﬁgﬁﬁfﬁ?ﬂg: S/;]\)/[D-lg
§ 10013320206 A4 Professional Hospitalisation, Disabling, Other Medically Important Condition), Inappropriate schedule of product administration (n/a -
> Unknown - ), Leg amputation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
% Important Condition), Memory impairment (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling,
= Other Medically Important Condition), Mobility decreased (n/a - Fatal - Results in Death, Caused/Prolonged
S Hospitalisation, Disabling, Other Medically Important Condition), Oxygen saturation decreased (n/a - Fatal - Results in
[ Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pain in extremity (n/a - Fatal -
E Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pericardial effusion
” (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pleural
2 effusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
‘% Reading disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
© Condition), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
g Condition), Taste disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
— Important Condition)
g SPIKEVAX [COVID-19 MRNA VACCINE
€ MODERNA (CX-024414)] (S- COVID-19
% click or scan |: - Dermatomyositis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gastrointestinal|prophylaxis - Not applicable - [n/a - 1 {DF} -
’g, 833 i (2022-08- |Healthcare Non EEA 65-85 Female haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intramuscular use]), [LOXOPROFEN] (S - Product
EU-EC- | &F 24 Professional Years Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important used for unknown indication - Unknown - [n/a - 60mg
% 10013319227, i Condition) - n/a]), [ROSUVASTATIN, ROSUVASTATIN
e CALCIUM] (S- Product used for unknown indication -
S Unknown - [n/a - 2.5mg - n/a])
é Arteriosclerosis coronary artery (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory
Ja) arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypoxic-ischaemic encephalopathy (n/a -
E click or scan | =g More Fatal - Results in Death, Other Medically Important Condition), Lung neoplasm malignant (n/a - Fatal - Results in Death,
£ 834 2022-08- Healthcare Non EEA  |than 85 |Male Other Medically Important Condition), Lung opacity (n/a - Unknown - ), Lymph node calcification (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
E EU-EC- i1 (24 Professional Vears Pleural effusion (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), immunisation - Not applicable - [1d - n/a - n/a])
£ 10013318345 Pulmonary mass (n/a - Unknown - ), Pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important
o) Condition), Pyrexia (n/a - Unknown - ), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important
2 Condition)
% lick
click or scan | =g :
O/ gas e ' 5222-08- E‘e’;thcare Non EEA 35-85 Fermale |Chest discomfort (wa - Fatal - Results in Death, Life Threatening), Pericardial haemorrhage (n/a - Fatal - Results in ﬁéﬁmﬁ(gggﬁm/}gg%
oy ; Professional cars Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10013317415 PP t
click or scan || | STELARA [USTEKINUMAB] (S - Crohn's disease -
—— % |5022-08- |Healthcare 65-85 Cholelithiasis (n/a - Fatal - Results in Death, Other Medically Important Condition), Crohn's disease (n/a - Fatal - Results |Unknown - [n/a - 520mg - Intravenous use]),
836 EU-EC- 24 Professional Non EEA Vears Female |(in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10013316650 s Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Unknown - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013320206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013319227&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013318345&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013317415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013316650&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |z Abdominal pain (n/a - Fatal - Results in Death), Aspiration (n/a - Fatal - Results in Death), Diffuse large B-cell MRN CCINE
g 2022-08-|Healthcare 65-85 lymphoma (n/a - Fatal - Results in Death), Herpes zoster (n/a - Fatal - Results in Death), Ileus (n/a - Fatal - Results in SPIKEVAX [COVID-19 A VA
8187 | Lupe o, Profess EEA Female g . ] MODERNA (CX-024414)] (S- n/a - n/a - [252d - n/a -
I -EC- | % , rofessional Years Death), Lichen planus (n/a - Fatal - Results in Death), Ocdema (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Intramuscular usc])
8‘ 10013316371| &¥s o Results in Death
$ SPIKEVAX [COVID-19 MRNA VACCINE
) i L a R
© lick or sean 5 More Acute coronary syndrome (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MODERNA (CX 0244.1 4)] (8- COVID-19
2l 838 §; |2022-08-|Healthcare |\ ppa - |ihan 85 [Male Condition), Cardio-respiratory arrest (1d - Fatal - Results in Death, CausedProlonged Hospitalisation, Other Medically prophylaxis - Not applicable - [va - 1 {DF} -
3 EU-EC- 2 24 Professional Vears Important ’Con dition) E— ? Intramuscular use]), [COLLAGEN] (S - Product used
7] 10013316341 ; mp for unknown indication - Not applicable - [n/a - 1{DF}
é_ - n/al)
'?E_ dlick or scan | &) 2022-08- | Healthcare More Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (1/a - Fatal - Results in Death, ﬁéﬁm&gﬁ?&?méé@%ﬁ
839 h : Non EEA  |than 85 |Female |Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting . .
EU-EC-  |§ 24 Professional . Niermon prophylaxis - Not applicable - [n/a - 1 {DF} -
10013316059 Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) I
> ntramuscular use])
5}
= . Brain death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
h= click or scan | . . . - . . D - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
S ; Non Condition), Carotid artery thrombosis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
< 2022-08- 18-64 s . . . . - Dose not changed - [n/a - ImL - Intramuscular use]),
S| 840 Healthcare Non EEA Male  |Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
S EU-EG- | % 7123 : Years L . o . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7 Professional Hospitalisation, Other Medically Important Condition), Circulatory collapse (n/a - Unknown - Life Threatening, . .
o 10013314933 fjie Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
§ ged Hosp ’ Y Hmp - Unknown - [n/a - ImL - Intramuscular use])
5
ﬁ dlick or scan | 2 Wi 5022-08- Non 65-85 Hepatic cirrhosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Immune COMIRNATY [TOZINAMERAN] (S- COVID-19
g 841 EU-EC- 2, T Healthcare EEA Vears Female |[system disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Pneumonia immunisation - Not applicable - [1d - n/a - n/a])
g 10013314349| 3 p Professional (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) PP
g
;
S click or scan )
g % 12022-08- Nt Not SPIKEVAX [COVID-19 MRNA VACCINE
% 842 | EU-EC e Peaf care | [Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
ﬁz 10013313961 rofessiona immunisation - Not applicable - [n/a - 1 {DF} - n/a])
S
) COMIRNATY [TOZINAMERAN] (S - Product used
E click or scan | BV e for unknown indication - Not applicable - [n/a - n/a -
P - i12022-08- Healthcare 65-85 Intracranial aneurysm (n/a - Fatal - Resuls in Death, Cawsed/Prolonged Hospitalisation), Subarachnoid hacmorrhage (/a - | horamuseular usc). COVID-9 VACCINE JANSSEN
S| 843 EU-EC 23 Professi Non EEA Female - T (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
E -EG- | i rofessional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) (AD26.COV2.S)] (S- Product used for nknown
2 10013312763 indication - Not applicable - [n/a - n/a - Intramuscular
kol use])
S COMIRNATY [TOZINAMERAN] (S - Product used
o click or scan || for unknown indication - Not applicable - [n/a - n/a -
i1 (2022-08- | Healthcare 65-85 Intracranial aneurysm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Intramuscular use]), COVID-19 VA JAN:
844 : Non EEA Female . T (AD26.C0V2.S) [COVID-19 VACCINE JANSSEN
EU-EC- | &X 123 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) Product used fi kn
10013312763 138 2 (A]'Jlé'.CD\Q‘S)] (S—' roduct or unknown
indication - Not applicable - [n/a - n/a - Intramuscular
use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013316371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013316341&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013316059&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013314933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013314349&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013313961&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013312763&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013312763&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
Brain oedema (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
~ dlick or scan || : General physical health deterioration (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hypoxic-
o el I i 2022-08- Non 65-85 ischaemic encephalopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
g 845 EU-EC- : 23 Healthcare EEA Vears Female |Condition), Immunisation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [n/a - 30ug -
Q 10013312639 F ;i Professional Condition), Myocardial infarction (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Intramuscular use])
ﬁ Hospitalisation, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Caused/Prolonged
% Hospitalisation, Other Medically Important Condition)
o . o
— click or scan | Zzi-¥3 :
3 — % |5022-08- [Healthcare Not Not COMIRNATY [TOZINAMERAN] (S- COVID-19
) _ : _ _ ) ) . Tri ) ) . . i . T
g 846 EU-EC- AP Professional EEA Specified Specified Maternal exposure before pregnancy (n/a - Fatal - Results in Death), Trisomy 21 (n/a - Fatal - Results in Death) mmﬁgéﬁ?auym applicable - [1d- n/a
g 10013312556 ' sp
g
click or scan
§ 3 12022-08- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
Q| 847 EU-EC- P 03 Professional Non EEA Years Female |Pulmonary artery thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
g ] Intramuscular use])
8 10013310303
5
s click or scan | S rREER} More SPIKEVAX [COVID-19 MRNA VACCINE
u 2022-08- |Healthcare Cardiomyopathy (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal - Results |MODERNA (CX-024414)] (S- COVID-19
w| 848 Non EEA  [than 85 |Female Y Y Y
o EU-EC- L3 23 Professional Vears in Death) prophylaxis - Not applicable - [n/a - 1{DF} -
‘% 10013309328 " Intramuscular use])
ot
g click or scan | : Non
= 2022-08- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
R - . S
g 849 EU-EC- 23 Eﬁg;;fga] EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1 {DF} - n/a])
£ 10013307394
g dlick or scan | 5 | 02o-08. el heare L6d VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 850 EU-EC- 2 Professional Non EEA Vears Male  |Cerebral venous thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10013304121 P - Unknown - [n/a - 1{DF} - Intramuscular use])
] :
é click or scan | =g Non
[a) , 2022-08- 18-64  |Not L . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2| 8| pupc |33 » Eﬁ;ﬁfg MR earsspecified Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
£ 10013302503 | =% :
7]
=y .
< ik orsan U5 02205 Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
2| 852 EU-EC- . 2 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
% 10013301023 2 . Professional Intramuscular use])
@)
click or scan | zap ; Non Abdominal pain upper (n/a - Unknown - ), Cardiogenic shock (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
4l (2022-08- 18-64 Medically Important Condition), Circulatory collapse (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medicall COMIRNATY [TOZINAMERAN] (S- COVID-19
853 Healthcare ~ [EEA Male Y Y
EU-EC- | #E 22 Professional Years Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - ), immunisation - Not applicable - [1d - n/a - n/a])
10013300491 Myocarditis (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
click or scan | : : COMIRNATY [TOZINAMERAN] (S- COVID-19
854 il (2022-08- [Healthcare EEA 18-64 Male COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in|immunisation - Not applicable - [n/a - n/a - n/a]),
EU-EC- L3122 Professional Years Death, Other Medically Important Condition) [COVID-19 VACCINE] (S - COVID-19 immunisation -
10013300485 ‘o Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013312639&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013312556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013310303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013309328&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013307394&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013304121&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013302503&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013301023&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013300491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013300485&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |;
g 2022-08- | Healthcare 65-85 L . . SPIKEVAX [COVID-19 MRNA VACCINE
| 855 : Non EEA Male  |[Immunisation reaction (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
o EU-EC 22 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o 10013299969 p
$ Condition aggravated (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
% Medically Important Condition), Decreased immune responsiveness (n/a - Fatal - Results in Death, Life Threatening,
a) click or scan | ;g ; Caused/Prolonged Hospitalisation, Disabling), Nasopharyngitis (n/a - Fatal - Results in Death, Life Threatening, AMERANT (S-
g 856 i (2022-08- |Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Otitis media (n/a - Fatal - Results in mﬁﬁ;ﬁ [Nngagj)li cable - [l]d(_Sn/e(lI_)VlD-19
7] EU-EC- 22 Professional Years Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Sinusitis fungal Intramuscular use])
5 10013299211 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
5 Condition)
L
§ click or scan |+ 4 SPIKEVAX [COVID-19 MRNA VACCINE
¥ (2022-08- |Healthcare 65-85 . . . . oo MODERNA (CX-024414)] (S- COVID-19
g| 857 EU-EC- 1 S Professional Non EEA Vears Female |Thrombocytopenia (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) prophylaxis - Not applicable - [n/a - .25mL -
kS 10013297027 : Intramuscular wse])
[S)
© click or scan | ;g COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Not
E 858 2022-08- | Healthcare EEA 18-64 Female Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hepatorenal failure (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- COVID-19
” EU-EC- 22 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Neoplasm progression (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a - n/a])
% 10013296904 Death, Caused/Prolonged Hospitalisation)
A
% click or scan |; Death (0d - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of
O| gso 2022-08- |Healthcare EEA 65-85 Male consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (0d - | COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 7, 22 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged  |immunisation - n/a - [n/a - n/a - n/a])
: ospitalisation
o 10013296303 Hospital
% : Decreased immune responsiveness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
S click or scan | i) - Disabling), Headache (n/a - Unknown - ), Nasopharyngitis (n/a - Fatal - Results in Death, Life Threatening,
3 $60 4 2022-08- Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Otitis media (n/a - Fatal - Results in mﬁgﬁgﬁ [NT(ft)ZalNﬁi\:ﬁg'_Aﬁ] d(_SI;/aG_)VlD-19
% EU-EC- 22 Professional Years Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pain (n/a - Intramuscular usc]) PP
% 10013295626 Unknown - ), Pyrexia (n/a - Unknown - ), Rhinorrhoea (n/a - Unknown - ), Sinusitis fungal (n/a - Fatal - Results in Death
% Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
B dlick or scan |4y 5022.08. | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 861 ia0 : Non EEA Male |Paraparesis (n/a - Fatal - Results in Death), Pyrexia (3d - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
£ EU-EC- *120 Professional Years n/a - Intramuscular use])
£ 10013292317 -
5
=y L
= click or scan | pgwH
%) 2022-08- | Healthcare More Death (0d - Fatal - Results in Death), Ventricular fibrillation (1d - Fatal - Results in Death, Life Threatening SPIKEVAX [COVID-19 MRNA VACCINE
2 862 : EEA than 85 |Male PTIE MODERNA (CX-024414)] (S- COVID-19
EU-EC- | 120 Professional Caused/Prolonged Hospitalisation) . o
B > Years immunisation - n/a - [n/a - n/a - Intramuscular use])
i 10013291953 | kAT
o METHOTREXATE [METHOTREXATE] (I - n/a -
Unknown - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19,
click or scan || 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
m—— i 2022-08- Non 18-64 (S- COVID-19 immunisation - Unknown - [1d - n/a -
863 EU-EC- . 19 Healthcare Non EEA Vears Female |Dermatomyositis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |Intramuscular use]), [HYDROXYCHLOROQUINE] (I -
10013291297 - Professional n/a - Unknown - [n/a - n/a - n/a]),
[IMMUNGLOBULIN] (I - n/a - Unknown - [n/a - n/a -
n/a]), [PREDNISONE] (I - n/a - Unknown - [n/a - n/a -
/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013299969&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013299211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013297027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013296904&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013296303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013295626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013292317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013291953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013291297&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |;
g 364 24 (2022-08- |Healthcare EEA 65-85 Female Circulatory collapse (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - Immunisation -
< EU-ECG- |3 19 Professional Years Results in Death), Lactic acidosis (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation) n/a- [n/a - n/a - n/aJ)
g 10013287626 ]
N
9 click or scan 1
S 865 | Lupc |2 %822_08_ Erejlfte}slscizrg a  |[Non EEA ;86;?: Female |Adverse event following immunisation (n/a - Fatal - Results in Death) mﬁﬁgﬁ ggﬁgﬁﬁw d(-Sr;/g);A/;;lg
3 10013287327
£
S roacs
fon click or scan | st
= 2022-08- Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
8|86 | pupc | 19 Professional | CA SpecifiedSpecified 2T (Va - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
§ 10013286947
8 lick
click or scan | g :
é, 867 223 2022-08-|Healthcare Non EEA 65-85 Female Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure chronic (n/a - mﬁﬁgﬁ g(gilN‘ﬁ‘gflgﬁ/ﬁ _3?]}/{1)19
S EU-EC- 3 (19 Professional Years Fatal - Results in Death, Other Medically Important Condition) Intramuscular use]) PP .
£ 10013286617
d
g click or scan 1 Non
‘% 868 | Lipc %322_08_ Eea]thqare EEA g{se:i: Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) mﬁﬁgx gﬁigﬁﬁ%ﬁ _1 C{IX));;[ l-)n}a?])
o 10013284584 rofessional
®
[a)
o click or scan C COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 369 2022-08-|Healthcare EEA 18-64 Male Cerebral infarction (n/a - Fatal - Results in Death), Cognitive disorder (n/a - Unknown - ), Headache (n/a - Unknown - ),  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1S EU-EC- 19 Professional Years Visual impairment (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10013283808 - Not applicable - [n/a - 1{DF} - n/a])
o)
‘; COMIRNATY [TOZINAMERAN] (S- Product used
g for unknown indication - n/a - [n/a - n/a -
= Intramuscular use]), COVID-19 VACCINE JANSSEN
g click or scan | g Abdominal pain (n/a - Fatal - Results in Death), Arthritis (n/a - Fatal - Results in Death, Caused/Prolonged (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
g 870 2022-08- |Healthcare Non EEA 65-85 Male Hospitalisation), Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal -  [(AD26.COV2.9)] (S- Product used for unknown
g EU-EG |, 19 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Hyperthermia (n/a - Fatal - Results in Death, Caused/Prolonged indication - Not applicable - [n/a - n/a - Intramuscular
T 10013283794 Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) use]), SPIKEVAX [COVID-19 MRNA VACCINE
E MODERNA (CX-024414)] (S- Product used for
> unknown indication - n/a - [n/a - n/a - Intramuscular
g use])
i COMIRNATY [TOZINAMERAN] (S - Product used
8 for unknown indication - n/a - [n/a - n/a -
B . Intramuscular use]), COVID-19 VACCINE JANSSEN
S click or scan | & Abdominal pain (n/a - Fatal - Results in Death), Arthritis (n/a - Fatal - Results in Death, Caused/Prolonged (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
o 871 2022-08- |Healthcare Non EEA 65-85 Male Hospitalisation), Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - |(AD26.COV2.9)] (S- Product used for unknown
EU-EC- |, 19 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Hyperthermia (n/a - Fatal - Results in Death, Caused/Prolonged indication - Not applicable - [n/a - n/a - Intramuscular
10013283794 Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) use]), SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - Product used for
unknown indication - n/a - [n/a - n/a - Intramuscular
use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013287626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013287327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013286947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013286617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013284584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013283808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013283794&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013283794&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
COMIRNATY [TOZINAMERAN] (S - Product used
~ for unknown indication - n/a - [n/a - n/a -
o Intramuscular use]), COVID-19 VACCINE JANSSEN
g click or scan | . Abdominal pain (n/a - Fatal - Results in Death), Arthritis (n/a - Fatal - Results in Death, Caused/Prolonged (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
S| g2 2022-08- | Healthcare Non EEA 65-85 Male Hospitalisation), Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - |(AD26.COV2.9)] (S - Product used for unknown
ﬁ EU-EC- |- 19 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Hyperthermia (n/a - Fatal - Results in Death, Caused/Prolonged indication - Not applicable - [n/a - n/a - Intramuscular
0] 10013283794 Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation use]), SPIKEVAX [COVID-19 MRNA VACCINE
& Sp Sp!
8 MODERNA (CX-024414)] (S- Product used for
g unknown indication - n/a - [n/a - n/a - Intramuscular
z usc])
.
@' dlick or scan | o 2022-08- Non 65-85 Cardiac discomfort (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results |SPIKEVAX [COVID-19 MRNA VACCINE
‘5“3 873 EU-EC- 19 Healthcare EEA Vears Male  |in Death), Dizziness (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (n/a - Not MODERNA (CX-024414)] (S - Immunisation - n/a -
3 Professional Recovered/Not Resolved - Other Medically Important Condition) [n/a - n/a - n/a])
§ 10013283636
% click or scan | 7
= 2022-08- |Healthcare 18-64 L L . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
_z>2> 874 EU-EC- 19 Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
© 10013282389,
=)
=}
= Jick
g LRI | 502208 /Non 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5 875 EU-EC- 18 Healthcare EEA Vears Male  [Oesophageal cancer metastatic (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10013280918| Eid¥: Professional - Not applicable - [0d - n/a - n/a])
=l ek or scan | EIE SPIKEVAX [COVID-19 MRNA VACCINE
& e |5 ) Acute coronary syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - MODERNA (CX-024414)] (S- n/a - Unknown - [n/a -
2022-08- |Healthcare 65-85
g 876 BU-EC- 18 Professional Non EEA Vears Male  |Results in Death, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - Fatal - Results in Death, Caused/Prolonged |n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
g 10013280780
s Unknown - [n/a - n/a - Intramuscular use])
‘; click or scan | | SPIKEVAX [COVID-19 MRNA VACCINE
2 . & 12022-08- [Healthcare 65.85 Acute coronary syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - MODERNA (CX-024414)] (S - n/a - Unknown - [n/a -
®| 877 | EU-EC- A Professional Non EEA Years Male  |Results in Death, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - Fatal - Results in Death, Caused/Prolonged [1Va - 0/a]), VAXZEVRIA [COVID-19 VACCINE
g 10013280780 Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
= Unknown - [n/a - n/a - Intramuscular use])
[a]
E lick or sca 5 > i Non More Aortic valve stenosis (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Death ME
% 878 | LUupC ; %322_08_ Healthcare  |[EEA than 85 |Female |(n/a - Fatal - Results in Death), Gastrointestinal carcinoma (n/a - Not Recovered/Not Resolved - Life Threatening, Other ICDMI?;IQEIK gg_zgllj/a - n/m]()s - COVID-19
= 10013280530 Professional Years Medically Important Condition), General physical health deterioration (n/a - Unknown - )
ey
5
3 lick or sean (7 : COMIRNATY [TOZINAMERAN] (S- COVID-19
g il (2022-08- |Healthcare 65-85 Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . P .
879 EU-EC 18 P . Non EEA Female o immunisation - Not applicable - [1d - n/a -
5 -EC- rofessional Years Condition) Intramuscular we)
10013280489
lick or scan | gty : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
21 (2022-08- Healthcare 65-85 . . .
880 : Non EEA Male  |Dyspnoea (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 18 Professional Years na - Intramuscular use])
10013280282
dlick or scan | zrfBEkL VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
881 i (2022-08- Healthcare Non EEA Not Female Confusional state (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Lethargy (n/a - (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 18 Professional Specified Fatal - Results in Death), Mobility decreased (n/a - Fatal - Results in Death)
10013279649 n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013283794&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013283636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013282389&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013280918&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013280780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013280780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013280530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013280489&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013280282&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013279649&_xpt=1&_xf=pdf
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EV
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for
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Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

Suspect/interacting Drug List (Drug Char -
Indication PT- Action taken - [Duration - Dose -
Route])

882

click or scan | gy

EU-EC-

10013278787| 34

& (2022-08-

18

Healthcare
Professional

Non EEA

65-85
Years

Male

Cardiac dysfunction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Cardiac failure high output (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Chronic kidney disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Circulatory
collapse (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Infection (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Inflammation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction
syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocarditis (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal impairment (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vasculitis (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation)

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [1d - n/a -
Intramuscular use])

883

click or scan

EU-EC-

10013278293 3

Tt 2022-08-

18

Healthcare
Professional

Non EEA

18-64
Years

Male

Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Pain (n/a - Unknown - ), Physical
deconditioning (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - )

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [1d - n/a -
Intramuscular use])

884

click or scan | g

EU-EC-

10013276680| 3

4 (2022-08-

18

Non
Healthcare
Professional

EEA

18-64
Years

Male

Anaemia folate deficiency (n/a - Unknown - Caused/Prolonged Hospitalisation), Aortic thrombosis (n/a - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cerebral
venous sinus thrombosis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Cerebral venous thrombosis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Coronary artery
thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Deep vein thrombosis
(n/a - Unknown - Caused/Prolonged Hospitalisation), Enterobacter pneumonia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Gingivitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Haemorrhage intracranial (n/a - Unknown -
Caused/Prolonged Hospitalisation), Hypokalaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Impaired healing (n/a
- Unknown - Caused/Prolonged Hospitalisation), Intestinal atony (n/a - Unknown - Caused/Prolonged Hospitalisation), Iron
deficiency anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Jugular vein thrombosis (n/a - Unknown -
Caused/Prolonged Hospitalisation), Left ventricular dysfunction (n/a - Unknown - Caused/Prolonged Hospitalisation),
Lymphoma (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Pelvic venous thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Pharyngeal
disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Post procedural haematoma (n/a - Unknown - Caused/Prolonged
Hospitalisation), Pulmonary embolism (n/a - Unknown - Caused/Prolonged Hospitalisation), Seborrhoeic dermatitis (n/a -
Unknown - Caused/Prolonged Hospitalisation), Skin oedema (n/a - Unknown - Caused/Prolonged Hospitalisation), Sleep
disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis with thrombocytopenia syndrome (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation), Vena cava thrombosis (n/a -
Unknown - Caused/Prolonged Hospitalisation), Venous thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation)

JCOVDEN [COVID-19 VACCINE JANSSEN
(AD26.COV2.9)] (S- COVID-19 prophylaxis - Not
applicable - [n/a - n/a - n/a])

885

click or scan | e

EU-EC-

10013275436| =

A (2022-08-

18

Healthcare
Professional

EEA

65-85
Years

Male

Circulatory collapse (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
- n/a-n/al)

Created by: https://t. me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

886

click or scan | ;g

EU-EC-
10013275435

Al 2022-08-

18

Non
Healthcare
Professional

EEA

18-64
Years

Male

Anxiety (n/a - Fatal - Results in Death), Chest discomfort (n/a - Fatal - Results in Death), Circulatory collapse (n/a -
Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Hypersensitivity (n/a - Fatal - Results in Death),
Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Palpitations (n/a - Fatal - Results in
Death)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S- n/a - n/a - [n/a - n/a -
/al)

887

click or scan

EU-EC-
10013274185

¥ [2022-08-

18

Non
Healthcare
Professional

Non EEA

18-64
Years

Female

Asthma (n/a - Fatal - Results in Death, Life Threatening), Contusion (n/a - Fatal - Results in Death, Life Threatening),
Dyspnoea (n/a - Fatal - Results in Death, Life Threatening), Headache (n/a - Fatal - Results in Death, Life Threatening),
Heart rate increased (n/a - Fatal - Results in Death, Life Threatening), Hypopnoea (n/a - Fatal - Results in Death, Life

Threatening), Pain (n/a - Fatal - Results in Death, Life Threatening)

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013278787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013278293&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013276680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013275436&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013275435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013274185&_xpt=1&_xf=pdf
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Primary
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan C
g 388 2022-08- |Healthcare Non EEA 18-64 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Diabetic ketoacidosis (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
< EU-EC- 18 Professional Years Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
8‘ 10013272834
N -
3\ .
g dlickor scan | g VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
© it (2022-08- [Healthcare Not Not Demyelination (n/a - Fatal - Results in Death), Guillain-Barre syndrome (n/a - Unknown - Other Medically Important
0| 889 . Non EEA . . o (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
— EU-EC- e (18 Professional Specified Specified Condition)
3 10013272331 n/a - Intramuscular usc])
g
Q .
55 dlick or scan i alisati nation fai ; MIRNATY [TOZINAMERAN] (S- COVID-19
= 2022-08- | Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in CO ANA [ h (S-
8| 890 BU-EC- 18 Professional Non EEA Vears Male Death, Caused/Prolonged Hospitalisation) llmtmmlsattl‘?n - Not applicable - [1d - n/a -
§ 10013271591 ntramuscular use])
g lick S
= SO | TR | ) g Non 1864 JCOVDEN [COVID-19 VACCINE JANSSEN
S 891 EU-EC. o, 18 Healthcare EEA Vears Female |Hepatic neoplasm (80d - Fatal - Results in Death) (AD26.COV2.9)] (S- COVID-19 immunisation - n/a -
2 ot el Professional [n/a - 1{DF} - Intramuscular use])
<
5 10013271475 '
=}
Lu H
g clidcorsan | gy 2022-08-Non 18-64 Cerebrovascular accident (n/a - Fatal - Resullts in Death, CausedProlonged Hospitalisation, Other Medically Important | Vi VRIA [COVID-19 VACCINE ASTRAZENECA
3| 892 Healthcare  [Non EEA Female e P g Y mp (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
@ EU-EC 17 Professional Years Condition) n/a - Intramuscular use])
o _n/a-
8 10013270186,
[a)
& click or scan C X7 CCINE ASTRAZENE
o 393 2022-08- EZ:lthcme Non EEA 65-85 Male Constipation (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Pulmonary z/CHAII)E(\));/mlAI\I[%\\IiI 113—)59(8\/_ A wa-U ASF]O wn - [1d- S/[:
1S EU-EC- E 17 . Years thrombosis (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death)
% 10013268337 3 Professional - Intramuscular use])
=)
‘; Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Coma scale
g dlick or scan | B abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Haemorrhagic
= el ; % |5022-08- | Healthcare 18-64 transformation stroke (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Other Medically VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Z| 894 EU-EC- : 17 Professional Non EEA Vears Female |Important Condition), Intracranial pressure increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Neck pain (n/a- |[(CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10013268253 Unknown - Other Medically Important Condition), Platelet count decreased (n/a - Fatal - Results in Death), n/a - Intramuscular use])
g Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death),
E Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death)
% click or scan | =7 More Death (n/a - Fatal - Results in Death), Erythropenia (n/a - Not Recovered/Not Resolved - Other Medically Important
= 895 2022-08- |Healthcare EEA than 85 [Male Condition), Leukopenia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Neutropenia (n/a - Not |COMIRNATY [TOZINAMERAN] (S - Immunisation -
< EU-EC- 17 Professional Vears Recovered/Not Resolved - Other Medically Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved-  |n/a - [n/a - 2{DF} - n/a])
& 10013268186 Other Medically Important Condition)
kol
ki Anaemia (71d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 immunisation (n/a - Unknown - ),
o Decreased appetite (n/a - Unknown - ), Disseminated intravascular coagulation (7d - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dysstasia (71d - Fatal - Results in
click or scan | ;m L More Death), Embolism (71d - Fatal - Results in Death, Other Medically Important Condition), Guillain-Barre syndrome (71d- |SPIKEVAX [COVID-19 MRNA VACCINE
396 i (2022-08- Healthcare Non EEA  |than 85 [Male Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - ), Illness (71d - Fatal - MODERNA (CX-024414)] (S- COVID-19
EU-EC- | 17 Professional Vears Results in Death), Interchange of vaccine products (n/a - Unknown - ), Lacunar infarction (n/a - Unknown - Other prophylaxis - Not applicable - [1d - 1{DF} -
10013268086 =% Medically Important Condition), Liver injury (71d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Intramuscular use])
Medically Important Condition), Multiple organ dysfunction syndrome (7d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (71d - Fatal - Results in
Death, Life Threatening, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013272834&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013272331&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013271591&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ click or scan
o 2022-08-|Healthcare 18-64 Acute myeloid leukaemia (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 MRNA VACCINE
g 897 EU-EC- 17 Professional |Non EEA  |years |Female |Condition), Acute respiratory qulure-(l6d - Eatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically MODERN_A (CX-024414)] (S- COVID-19
3 10013267772 Important Condition), Obstructive airways disorder (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) prophylaxis - Unknown - [n/a - 1{DF} - n/a])
N
[}
®
= click or scan ?
Fl N : Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cervix cancer metastatic (n/a - Fatal -
g 898 g [2022-08- Healtheare g gy |18-64 g le | Results in Death, Other Medically Important Condition), Disseminated intravascular coagulation (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
= EU-EC- f 17 Professional Years : . immunisation - Not applicable - [1d - n/a - n/a])
S o7 Death, Other Medically Important Condition)
& 10013267696
g click or scan | fBELG: Non
= (2022-08- 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- - )
z 899 EUEC | 17 E:jg;sciirgal EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) Not applicable - [/a - n/a - n/al)
% 10013267222/ & i
2 lick
S click or scan | )
g 2022-08- Healthcare 65-85 Marasmus (/a - Fatal - Results in Death), Respiratory arrest (/a - Fatal - Results in Death, Other Medically Important  |o O MIRNAT Y [TOZINAMERAN] (S - COVID-19
S| 900 EU-EC 17 P : Non EEA Female o immunisation - Not applicable - [n/a - n/a -
0 -EC- rofessional Years Condition) Intramuscular we)
@ 10013266596/ 2
(]
‘% Anaemia (n/a - Unknown - ), Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition),
© Chills (n/a - Unknown - ), Coagulopathy (n/a - Fatal - Results in Death), Cytomegalovirus infection (n/a - Fatal - Results
g dlick or scan | B in Death, Other Medically Important Condition), Decreased appetite (n/a - Unknown - Other Medically Important
— = |34 i 2022-08- | Healthcare 65-85 Condition), Dyspnoea (n/a - Unknown - ), Haematochezia (n/a - Unknown - Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S - COVID-19
g 901 EU-EC- h 17 Professional Non EEA Vears Female |[Haemophagocytic lymphohistiocytosis (n/a - Unknown - Other Medically Important Condition), Hepatic failure (n/a - Fatal - |immunisation - Not applicable - [1d - n/a -
E 10013266421 £y Results in Death, Other Medically Important Condition), Liver disorder (n/a - Unknown - ), Lymphoma (n/a - Fatal - Intramuscular use])
% Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Oral candidiasis (n/a -
5 Unknown - ), Pyrexia (n/a - Fatal - Results in Death, Other Medically Important Condition), Still's disease (n/a - Fatal -
o Results in Death, Other Medically Important Condition), Stomatitis (n/a - Unknown - )
% SPIKEVAX [COVID-19 MRNA VACCINE
e click or scan C MODERNA (CX-024414)] (S- COVID-19
= 902 2022-08- Healthcare Non EEA 65-85 Male Cardiac failure (1d - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal - |prophylaxis - Not applicable - [n/a - 1{DF} -
g EU-EC- 17 Professional Years Results in Death, Life Threatening, Other Medically Important Condition), Pyrexia (1d - Fatal - Results in Death) Intramuscular use]), [CLOZAPINE] (S - Product used
g 10013264711 for unknown indication - Unknown - [n/a - 1{DF} -
T /a])
E SPIKEVAX [COVID-19 MRNA VACCINE
P dlick or scan | = MODERNA (CX-024414)] (S- COVID-19
g — ¥4 12022-08- | Healthcare 65-85 . ) » prophylaxis - Not applicable - [n/a - 1{DF} -
< 903 EU-EC- 17 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition) Intramuscular use]), [SARS-COV-2, STRAIN CZ02,
8 10013264222 : PRODUCED IN VERO CELLS INACTIVATED] (S-
B Product used for unknown indication - Not applicable -
S [n/a - 1{DF} - Intramuscular use])
(@) o
dlick or scan | e 232 120.05./Non More SPIKEVAX [COVID-19 MRNA VACCINE
904 Healthcare Non EEA  [than 85 |Female |Anaplastic thyroid cancer (419d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EUEC |k 17 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
10013263828| =3
click or scan | : :
905 1 (2022-08- Healthcare EEA 65-85 Male Cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Status epilepticus |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 17 Professional Years (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - n/a - n/a)
10013263634
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013266596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013266421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013264711&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | * i
N % (2022-08-|Healthcare Not - . - . COMIRNATY [TOZINAMERAN] (S- COVID-19
N - -
S 906 EU-EC- 17 Professional EEA Specified Female |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
g 10013262335
N -
9 click or scan | ag
© 2022-08- |Healthcare 18-64 .- . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
af 907 EU-EC- 17 Professional EEA Vears Male  [Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) mumisation - Not applicable - [/a - 1/a - n/al)
3 10013262328
£ :
o8 click or scan | =g ; SPIKEVAX [COVID-19 MRNA VACCINE
= : [2022-08- |Healthcare 18-64 . . MODERNA (CX-024414)] (S- COVID-19
; - - X - - . .
8| 908 BU-EC- 3 17 Professional Non EEA Vears Female |Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) prophylaxis - Not applicable - [1va - 1 {DF} -
§ 10013261573 Tntramuscular usc])
@
% click or scan | g Non
S| 909 2022-08- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Myalgia (n/a - Not Recovered/Not Resolved - ), Oedema (n/a - Not RecoveredNot  |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- |8 17 Professional Years Resolved - ), Palpitations (n/a - Not Recovered/Not Resolved - ) immunisation - n/a - [n/a - n/a - n/a])
£ 10013261501 =
o
@ click or scan ; SPIKEVAX [COVID-19 MRNA VACCINE
% ] i (2022-08-|Healthcare 18-64 Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (n/a - Unknown - ), MODERNA (CX-024414)] (S- COVID-19
3191 | pupc 17 Professional |V EEA |years  [Male |pumonary embolism (1/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - ) prophylaxis - Not applicable - [n/a - .25mL -
% 10013260783 Intramuscular use])
[a)
g click or scan |3 ELg COVID-19 VACCINE JANSSEN (AD26.COV2.S)
o] L (2022-08- |Healthcare 65-85 . . P Lo [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
E|N| purc | % (17 Professional |O" EEA  |yors  [Male  |Dysarthria (0d - Fatal - Results in Death, Ca rolonged Hospitalisation) Product used for unknown indication - Not applicable -
g 10013259751 [n/a - n/a - Intramuscular use])
D)
S
click or scan | ;=g : Abdominal pain (n/a - Fatal - Results in Death, Life Threatening), Acute disseminated encephalomyelitis (n/a - Not
g 912 2 |2022-08- | Healthcare Non EEA 65-85 Female Recovered/Not Resolved - Life Threatening), Brain injury (n/a - Unknown - Life Threatening), Brain oedema (n/a - Unknown (chAl\][%\\f 1%)59(8\/- A%%?gmgfﬁé
e EU-EC- 17 Professional Years - Life Threatening), Cerebral haemorrhage (n/a - Unknown - Life Threatening), Seizure (n/a - Unknown - Life Threatening), |* Not applicable - [ 1d - 1{DF} - Intramuscular usc])
g 10013259639 Vomiting (n/a - Unknown - Life Threatening) PP
s
% click or scan | ;
£ 2022-08- | Healthcare 18-64 . . oo COMIRNATY [TOZINAMERAN] (S- COVID-19
£ 913 EU-EC- 17 Professional Non EEA Vears Male  [Myocarditis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/al)
[}
o 10013259182
=
& click or scan | ;e i SPIKEVAX [COVID-19 MRNA VACCINE
B i (2022-08- Healthcare 18-64 . MODERNA (CX-024414)] (S- COVID-19
A - - ) . .
B 914 EU-EC- 17 Professional Non EEA Years Female Death (1d- Fatal - Results in Death prophylaxis - Not applicable - [n/a - 1{DF} -
o 10013258877 Intramuscular use])
dlick or sean | 502208 /Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
915 EU-EC- 17 Healthcare Non EEA Vears Female |Death (4d - Fatal - Results in Death), Lethargy (4d - Fatal - Results in Death), Pyrexia (4d - Fatal - Results in Death) |MODERNA (CX-024414)] (S- COVID-19
10013258375 Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
- 2022-08- Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
916 : Non EEA Male  |Chest pain (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- | 16 Professional Years
10013258194 --4'*_‘* n/a - Intramuscular use])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
N
= click or scan ]
h L More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
o) -08- -
3 917 EU-EC- . %222 08 E:(?Il“g;sci?)rr?al EEA than 85 |Female |Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), mﬂﬁgﬁ g{gﬁmﬁgﬁw d(-S n/aa-)yell]))-w
N 10013256326 Years Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
%
o
3
£ lick or scan ?
5 Cl o -,
@- 918 %eed 2022-08-|Healthcare Non EEA i\ﬁ;);eg 5 [ Male Cardiac arrest (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Circulatory collapse ﬁéﬁm&gﬁ?&?mé%\%%
—§ EU-EC- |16 Professional (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) . L . \
3 10013255662 2 Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
§ COVID-19 immunisation (n/a - Unknown - ), Cardiac failure acute (1d - Fatal - Results in Death, Caused/Prolonged
8 click or scan | zm . More Hospitalisation, Other Medically Important Condition), Cardiac failure chronic (n/a - Unknown - Caused/Prolonged SPIKEVAX [COVID-19 MRNA VACCINE
é 919 4 2022-08- | Healthcare Non EEA  |than 85 [Male Hospitalisation, Other Medically Important Condition), Generalised oedema (1d - Fatal - Results in Death, MODERNA (CX-024414)] (S- COVID-19
R=z EU-EC- 16 Professional Vears Caused/Prolonged Hospitalisation), Interchange of vaccine products (n/a - Unknown - ), Malaise (n/a - Unknown - prophylaxis - Not applicable - [n/a - 1{DF} -
E 10013254738 Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Intramuscular use])
S Important Condition), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation)
Ll
o) click or scan | ;g i Non
3| 920 g 202208 pelthcare Non EEA |10 |Female [Fall (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
3 EU-EC- 16 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
g 10013254295 rofession;
[a)
5 click or scan | . L
(9 =1 2022-08- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
= . - - i . . . .
% 21 EU-EC- 16 Professional Non EEA Years Female |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10013253229 i
=)
S
% click or scan | zm
% 922 2022-08-|Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death), Diabetes mellitus (n/a - Fatal - Results in Death), Lung cancer metastatic |COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- 16 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10013252554
S
o) click or scan |; :
€ =1 (2022-08- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
P ; - - i ) ) e ;
3 923 EU-EC- |+ E2 16 Professional Non EEA Years Male | Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
=t 10013252257,
=
B COMIRNATY [TOZINAMERAN] (S - Product used
3 for unknown indication - Not applicable - [n/a - 1 {DF}
g g : - Intramuscular use]), COMIRNATY
5 clekorsean | =g, 8 | 5022-08- | Healthcare 18-64 COVID-19 immunisation (n/a - Unknown - ), Interchange of vaccine products (n/a - Unknown - ), Malaise (n/a - Unknown - ),/[TOZINAMERAN] (S - Product used for unknown
924 | ipc by | Professional | NN EEA [0 [Male  |Meningitis aseptic (1d - Fatal - Results in Death, Other Medically Important Condition), Physical deconditioning (n/a - indication - Unknown - [n/a - 1{DF} - Intramuscular
10013252229 ! Unknown - ) use]), SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
prophylaxis - Not applicable - [1d - .25mL -
Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013256326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013255662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013254738&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013254295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013253229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013252554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013252257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013252229&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S - Product used
~ for unknown indication - Not applicable - [n/a - 1 {DF}
o dlick or scan || - Intramuscular use]), COMIRNATY
) _— immunisation (n/a - own - ), Interchange of vaccine products (n/a - own - ), Malaise (n/a - own - ), - Product or own
g fi i 2022-08- | Healthcare 18-64 COVID-19 i isation (n/a - Unkn I hange of vaccine products (n/a - Unkn Malaise (n/a - Unkng TOZINAME] S- Product used for unkn
Q| 925 EU-EC : 16 Professional Non EEA v Male  [Meningitis aseptic (1d - Fatal - Results in Death, Other Medically Important Condition), Physical deconditioning (n/a - indication - Unknown - [n/a - 1{DF} - Intramuscular
N 10013252229 ] rolessiona cars Unknown - ) use]), SPTKEVAX [COVID-19 MRNA VACCINE
% MODERNA (CX-024414)] (S- COVID-19
a prophylaxis - Not applicable - [1d - .25mL -
g Intramuscular use])
g click or scan | =g :
= ¥ 2022-08- |Healthcare 65-85 . ) ) . ) COMIRNATY [TOZINAMERAN] (S- COVID-19
% 926 EU-EC- 16 Professional Non EEA Years Male |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
; 10013251869
% idorsan |25 : 2022-08- |Healthcare More Ischaemia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
g/ 927 ; ; EEA than 85 |Femnale cma i €sults In Death), ary immunisation - Drug withdrawn - [1d - 1{DF} -
= EU-EC- _ 16 Professional Hospitalisation)
K=y 10013251295 |: Years Intramuscular use])
3
§ lick
& Gl oLsan | ¢ 502208 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
8| 928 . EEA Male |Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
= EU-EC- 16 Professional Years Intramuscular use])
8 10013251153
ot
® . ke
=] click or scan | gt 5022-08- Non 65-85 Interchange of vaccine products (n/a - Fatal - Results in Death, Life Threatening), Intracardiac thrombus (n/a - Fatal - COMIRNATY [TOZINAME (S- COVID-19
5| 929 EU-EC- 16 Healthcare Non EEA Vears Male  [Results in Death, Life Threatening, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, immunisation - Not applicable - [ 1] d-n/a- n/a)
2 ) Professional Life Threatening) PP
g 10013250721 :
§ Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain stem stroke (n/a - Fatal - Results
2 in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Embolism (n/a - Fatal - Results in
% click or scan | ; - Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gastrointestinal haemorrhage (n/a - Fatal - |COVID-19 VACCINE JANSSEN (AD26.COV2.9)
%‘ 930 i |2022-08- |Healthcare EEA 18-64  |Not Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), General physical health [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= EU-EG |3 16 Professional Years  |Specified/deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Immune thrombocytopenia (n/a - Fatal -~ |COVID-19 immunisation - Not applicable - [n/a -
% 10013248752 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Petechiae (n/a - Fatal - .SmL - Intramuscular use])
g Results in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged
) Hospitalisation, Other Medically Important Condition)
£
= lick or scan | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
g 2022-08- | Healthcare 18-64 .
£ 931 EU-EC. 16 Professional Non EEA Vears Male  [Haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
E _EC-
= n/a - Intramuscular use])
2 10013248448
3 .
‘g click or scan | *=n o Non
Ol 932 2022-08-|yoalthcare |EEA 0585 | pemale |Chills (n/a - Unknown - ), Fall (n/a - Unknown - ), Nausea (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- x (16 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10013245211 olessiond
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
dlick or scan | B (CHADOX1 NCOV-19)] (S - Product used for
_ 2022-08- | Healthcare 65-85 unknown indication - Not applicable - [n/a - n/a -
933 EU-EC- 16 Professional Non EEA Vears Female |Death (17d - Fatal - Results in Death) Intramuscular use]), COVID-19 VACCINE JANSSEN
10013245153 (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
(AD26.COV2.9)] (S- Product used for unknown
indication - Not applicable - [n/a - n/a - Intramuscular
use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013252229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013251869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013251295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013251153&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013250721&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013248752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013248448&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013245211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013245153&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg 5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
« NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g : ! (CHADOX1 NCOV-19)] (S- Product used for
S unknown indication - Not applicable - [/a - 1/
% 2022-08-|Healthcare 65-85 own indication - Not applicable - [va - a
S| 934 EU-EC- 16 Professional Non EEA Vears Female |Death (17d- Fatal - Results in Death) Intramuscular use]), COVID-19 VACCINE JANSSEN
i 10013245153 (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
% (AD26.COV2.9)] (S- Product used for unknown
a indication - Not applicable - [n/a - n/a - Intramuscular
= use
3 1)
£ click or scan | i N Arthralgia (n/a - Unknown - ), Cardi st (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - ), Dizziness (1 MERAN]
o = |&E g |Non ~ gla (n/a - own - ), ac arre a - Fatal - Results in Death), Chest pain (n/a - own - ), iness (n/a - R
@' 935 EU-EC- 1 %222 08 Healthcare Non EEA ?{Seﬁ: Male  |Unknown - ), Fatigue (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death mﬂﬁgﬁ [I'\II‘(SZaLNplicable I d(_S n/g_)nw/;;w
T 10013244933| X Professional Other Medically Important Condition)
§ click or scan |; .
% 036 k202208 |Healthcare | o (6585 || [Hypoxia (na - Fatal - Results in Death, Other Medically Important Condition), Interstitial g disease (n/a - Fatal - COMIRNAL Y [ggzam‘h‘]c‘amblmf SOVIDI
= EU-EC- 16 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) PP
=) 2 Intramuscular use])
< 10013244865
3
S .
EI:JT lick or scan % 5022-08- | Healthcare 18-64 Diabetic ketoacidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ]?/;(I)IISEE\% [(C(Z’;(\—/([)]Z}Agl 4] (S/_X CVSVIDW
31 937 . Non EEA Male  |Condition), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Subarachnoid haemorrhage . .
= EU-EC- 16 Professional Years (n/a - Unknown - Other Medically Tmportant Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
3 10013244748 Y imp Intramuscular use - More in ICSR])
ot
© Anaemia (1d - Fatal - Results in Death), Aspiration (1d - Fatal - Results in Death, Other Medically Important Condition), NT NT
=] click or scan | PV Atrial fibrillation (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), K)DII[%ACIG"[I‘JII!;ATE] I(Is[_cgﬁgtAucsédD,fg}Um]o Svar,l
& S | QR 9002-08- | Healthcare 65-85 Cardio-respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Cerebral haemorrhage (1d - indication - n/a - [n/a - n/a - n/a]), SPIKEVAX
g 938 EU-EC- ] 16 Professional Non EEA Vears Male  |Fatal - Results in Death, Other Medically Important Condition), Constipation (n/a - Unknown - Caused/Prolonged [COVID-19 MRNA VACCINE MbDERNA (CX-
% 10013244639 : . Hospitalisation), Mydriasis (n/a - Unknown - ), Pleural effusion (1d - Fatal - Results in Death), Pneumonia (1d - Fatal - 024414)] (S- COVID-19 prophylaxis - Not applicable
S Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), Respiratory arrest (n/a - Unknown - |~ [1d- 25mL - Intrammc{)ﬂarpmc}j —More in I(Igi])
S Other Medically Important Condition) )
g click or scan | g Angina pectoris (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - ), Dyspnoea (n/a -
s 939 2022-08- Healthcare EEA 65-85 Ml Unknown - ), Emphysema (n/a - Unknown - ), Non-small cell lung cancer metastatic (n/a - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 16 Professional Years N Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pleural effusion (n/a - Unknown - ), Pulmonary immunisation - Not applicable - [1d - n/a - n/a])
8 10013243993 pain (n/a - Unknown - )
[a]
E click or scan |;
=S el i Coronary artery occlusion (n/a - Fatal - Results in Death, Other Medically Important Condition), Immunisation (n/a - Fatal ME
% | 940 ) [2022-08-| Healtheare (o gy |18-64 a1 Results in Death, Other Medically Tmportant Condition), Off label use (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
4 EU-EC- 15 Professional Years Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
E 10013243297 op
g lick
3 click or scan | ; :
ks =1 |2022-08- | Healthcare 18-64 . ) ) . ) COMIRNATY [TOZINAMERAN] (S- COVID-19
S 941 EU-EC- |- 2 15 Professional Non EEA Years Male |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10013243215
m— 2022-08-|Healthcare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
942 : Non EEA Female |Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- L |15 Professional Years na - Intramuscular use])
10013241367, b
. ! Abdominal pain lower (n/a - Not Recovered/Not Resolved - ), Blood pressure increased (n/a - Not Recovered/Not Resolved - ), ME
lick or scan | & 9022-08- | Healthcare 65-85 Blood urine present (n/a - Not Recovered/Not Resolved - ), Cardio-respiratory arrest (0d - Fatal - Results in Death, Other ?ﬁﬁﬁ;ﬂgﬂntr&n uscd]a(rsu_sen]/)a - Not
943 EU-EC- B =' 15 Professional Non EEA Vears Male  [Medically Important Condition), General physical condition abnormal (n/a - Not Recovered/Not Resolved - ), Pain (n/a - Not [?I?IFLUENZA VACCINE] (S- n/a - Not a’ licable -
W Recovered/Not Resolved - ), Pelvic pain (n/a - Not Recovered/Not Resolved - ), Tremor (n/a - Not Recovered/Not Resolved - PP
10013241262 A ) [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace *******

with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_ID=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013245153&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013244933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013244865&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013244748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013244639&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013243993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013243297&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013243215&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013241367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013241262&_xpt=1&_xf=pdf
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Primary

U Local th Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -

# ca ICSR Form AWy ource ountry Age atient |peaction List PT(Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt for Sex
Date Qualification Regulatory Group Route])
Purposes
click or scan |; More

g 944 2022-08-|Healthcare Non EEA |than 85 Male Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition), Vascular dementia (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - Not

< EU-EC- | 5 15 Professional Vears Fatal - Results in Death) applicable - [1d - n/a - n/a])

g 10013241107

3

[}

®

o

g click or scan =y

5 2112022-08- | Healthcare 65-85 . - . COMIRNATY [TOZINAMERAN] (S- COVID-19

[%2] - -

g 945 EU-EC- 15 Professional Non EEA Vears Male  [Acute coronary syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])

5 10013240509

8

3 click or scan 1 Carcinoid tumour (n/a - Fatal - Results in Death), Chills (n/a - Unknown - ), Failure to anastomose (n/a - Unknown - Life  |COMIRNATY [TOZINAMERAN] (S - COVID-19

é 946 2022-08- | Healthcare EEA 18-64 Male Threatening, Caused/Prolonged Hospitalisation), Intra-abdominal haemorrhage (n/a - Unknown - Life Threatening, immunisation - n/a - [n/a - 1{DF} - n/a]),

2 EU-EG | g5 15 Professional Years Caused/Prolonged Hospitalisation), Metastasis (n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ), Oedema (n/a-  |COMIRNATY [TOZINAMERAN] (S - COVID-19

E 10013239195 Unknown - ), Pyrexia (n/a - Unknown - ), Syncope (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation) ~ |immunisation - n/a - [n/a - 2{DF} - n/a])

S

@ Acute respiratory failure (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), COVID-

[} 19 (12d - Fatal - Results in Death), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life Threatening,

(]

5 click or scan Caused/Prolonged Hospitalisation), Hypernatraemia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged MRN CCINE

3 947 4 (2022-08- |Healthcare EEA 65-85 Male Hospitalisation), Pneumonia (12d - Fatal - Results in Death), Pulmonary embolism (n/a - Not Recovered/Not Resolved - ﬁéﬁm[(%?_%};}g ] (S[-%IZ[;n misation - n/a -

% EU-EC- 15 Professional Years Life Threatening, Caused/Prolonged Hospitalisation), Right ventricular failure (n/a - Not Recovered/Not Resolved - Life [ - n/a - n/a])

o 10013237897 Threatening, Caused/Prolonged Hospitalisation), Staphylococcal sepsis (n/a - Not Recovered/Not Resolved - Life Threatening,

S Caused/Prolonged Hospitalisation), Thrombophlebitis (n/a - Not Recovered/Not Resolved - Life Threatening,

T Caused/Prolonged Hospitalisation)

€

% click or scan | ;

e More

5 = (2022-08- [Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19

5 - -

S| 948 BU-EC- 15 Professional EEA %?:;SSS Female |Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 4{DF} - n/a])

% 10013237270

>

®

£

g click or scan COMIRNATY [TOZINAMERAN] (S- n/a - Unknown

T B |2022-08- | Healthcare Not Lo . . - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19

E 949 EU-EC- 14 Professional Non EEA Specified Female |Abdominal distension (n/a - Fatal - Results in Death) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]

3 10013236186 (S- n/a- Unknown - [n/a - n/a - Intramuscular use])

S

=

5

% click or scan | ;m COMIRNATY [TOZINAMERAN] (S - n/a - Unknown

2022-08- |Healthcare Not Lo - . - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19

=3 . . - -

S| 90 | puEC b 14 Professional Non EEA Specified Female |Abdominal distension (n/a - Fatal - Results in Death) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
10013236186 (S- n/a - Unknown - [n/a - n/a - Intramuscular use])
clidkorscan | eerd b ibaz | 08 Hcaltheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA

951 . Non EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 14 Professional Years
10013236035 n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013241107&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013240509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013239195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013237897&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013237270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013236186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013236186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013236035&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg 5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ dlick or scan |3 5 1 022.08. | Healtheare 65.85 Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain herniation (n/a - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
ol 952 : Non EEA Female [Death, Caused/Prolonged Hospitalisation), Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
I EU-EC- 14 Professional Years Hospitalisati
) ospitalisation) n/a - Intramuscular use])
o 10013236013
<
% click or scan |;
@ = )
© 1 12022-08- | Healthcare 65-85 Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
0| 953 : Non EEA Male o immunisation - Not applicable - [1d - n/a -
— EU-EC |- 13 Professional Years Condition) Intramuscular usc])
3 10013234973
£
g lick -
g oSl | ey B | 2002.08. | Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
Bl 954 : EEA than 85 |Female |Cardiac death (n/a - Fatal - Results in Death), Myalgia (n/a - Unknown - ) MODERNA (CX-024414)] (S- COVID-19
3 EU-EC- 13 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
§ 10013234729 :
% dlick or scan ] Atrioventricular block (n/a - Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a -
8 - i Non More Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiovascular disorder (n/a - Recovered/Resolved - Results in ME
5| 955 EU-EC. %222_08_ Healthcare ~ [EEA than 85 |Female |Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown - Results in Death, Caused/Prolonged mﬂﬁgl ggimlicablmss_lcﬂg}f ?nl/:])
2 10013233479 Professional Years Hospitalisation), Coronary artery occlusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulseless 28
1; electrical activity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
L
g
"% click or scan Non SPIKEVAX [COVID-19 MRNA VACCINE
% o0s il [2022-08-Ijeqlthcare [Non EEA  |18-64  [Female |Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal [MODERNA (CX-024414)] (S - COVID-19
g ]0(;5]2-2]5;2-3 . 2 (12 Professional Years - Results in Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o
5
£
,% dlick or sean 3 Acute respiratory failure (5d - Fatal - Results in Death), Alcoholic liver discase (5d - Fatal - Results in Death), Hepatic COVID-19 VACCINE JANSSEN (AD26.COV2.§)
X 2022-08- |Healthcare 18-64 . . . p X - - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o1 957 1 . Non EEA Male |cirrhosis (5d - Fatal - Results in Death), Pneumonia (5d - Fatal - Results in Death), Upper gastrointestinal haemorrhage RS ]
% EU-EC- | E 12 Professional Years (5d- Fatal - Results in Death Product used for unknown indication - Not applicable -
g 10013232961 Results in Death) [/a - n/a - Intramuscular use])
®
g Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Back pain (n/a - Unknown - Caused/Prolonged
é Hospitalisation), Bradycardia (n/a - Unknown - Other Medically Important Condition), Cardiac failure (n/a - Unknown -
lick or scan | ‘za B Caused/Prolonged Hospitalisation, Other Medically Important Condition), Decreased appetite (n/a - Unknown - ),
a) £ 5 ged Hosp y Imp pp )
T gsg 2022-08- |Healthcare Non EEA 65-85 Female Gastroenteritis (n/a - Unknown - ), Hilar lymphadenopathy (n/a - Unknown - ), Nausea (n/a - Unknown - ), Palpitations (n/a - ﬁﬁgﬁgﬁ ggﬁlNﬁgﬁw d(_S n/e(lx_)\/lD-19
E EU-EC- o (12 Professional Years Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Intramuscular usc]) PP
E 10013232660 ; Important Condition), Pulmonary thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
= Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
< Hospitalisation, Other Medically Important Condition)
=
Q .
B lick or scan | s 05 02208 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
S 959 B : : Non EEA Female |Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
5 U-EC- 12 Professional Years Intramuscular use])
10013231468 ]
click or scan . . .
EE 2022-08- | Healthcare 18-64 Gouty arthritis (n/a - Unknown - ), Hypertension (n/a - Unknown - ), Hypovolaemic shock (n/a - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
960 EU-EC- : 12 Professional Non EEA Vears Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Upper gastrointestinal haemorrhage (n/a - immunisation - Not applicable - [1d - n/a -
10013231093 Unknown - Other Medically Important Condition) Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013236013&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013234973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013234729&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013233479&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013233347&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013232961&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013232660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013231468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013231093&_xpt=1&_xf=pdf
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Primary
U Local th Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa tent | Reaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
dlick or scan | 2% TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 961 2022-08- |Healthcare Non EEA 18-64 Male Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a -
< EU-EC- i 12 Professional Years Death, Other Medically Important Condition) PP
3 10013230842 Intramuscular usc])
i lick
W click or scan | g )
g 962 2022-08- | Healthcare EEA 65-85 Female COVID-19 (n/a - Recovered/Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), mﬁgﬁgﬁ [NT(E:?N??:S%] d(_S n/aC(_)VlD-19
— EU-EC- 12 Professional Years Vaccination failure (n/a - Recovered/Resolved - Other Medically Important Condition) PP
3 10013230765 3 Intramuscular usc])
[%2]
=
§- dlick or scan | E1F [ Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
=4 |k B |5002-08- | Healthcare 18-64 Condition), Interchange of vaccine products (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other COMIRNATY [TOZINAMERAN] (S - COVID-19
8| 963 BU-EC- | 12 Professional Non EEA Vears Male  |Medically Important Condition), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,  |immunisation - Not applicable - [1d - n/a -
10013229326 LT Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Intramuscular use])
Other Medically Important Condition)
@
E lick or scan | s 2022-08- | Healtheare 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Systemic lupus erythematosus (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B 964 . Non EEA Male  [Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important . el .
S EU-EC- | 12 Professional Years . immunisation - Not applicable - [1d - n/a - n/a])
o 10013228960 ; Condition)
E =
”
2
5 .
3 click or scan 2 Condition aggravated (15d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Idiopathic SPIKEVAX [COVID-19 MRNA VACCINE
% 965 1B, |2022-08- | Healthcare Non EEA 65-85 Male pulmonary fibrosis (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MODERNA (CX-024414)] (S- COVID-19
[a) BU-EC- 12 Professional Years Condition), Interstitial lung disease (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically prophylaxis - Not applicable - [n/a - .25mL -
g 10013228630 Important Condition) Intramuscular use])
[}
§’ click or scan |; -
=4 (2022-08- [Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
/ - R
g 966 BU-EC- 12 Professional EEA Years Male  [Myocarditis (4d - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
© 10013227826 i
c
g Arrhythmia (n/a - Fatal - Results in Death), Cardiac disorder (n/a - Fatal - Results in Death), Cardio-respiratory arrest
g (n/a - Fatal - Results in Death, Other Medically Important Condition), Coronary artery disease (n/a - Unknown - Other
cally Important Condition), Haemorrhage utaneous (n/a - Fatal - Results in Death er Medically Important
T Medically I Condition), Ha hage subc n/a - Fatal Other Medically I
E click or scan | . Condition), Headache (n/a - Unknown - ), Kidney congestion (n/a - Unknown - Other Medically Important Condition),
= > -08-|Healthcare - ocart 1brosis (n/a - OWn - er cally Important Condition), Myocardial ischaemia (n/a - Fatal - Results in -
G| 967 2 |2022-08- | Health: Non EEA 18-64 Female Myocardial fibrosis (n/a - Unkn Other Medically I Condition), Myocardial ischaemia (n/a - Fatal COMIRNATY [TOZINAME S- COVID-19
= EU-EC- 12 Professional Years Death, Other Medically Important Condition), Myocardial necrosis (n/a - Unknown - Other Medically Important Condition), |immunisation - Not applicable - [1d - n/a - n/a])
= 10013226812 Petechiae (n/a - Fatal - Results in Death), Platelet count decreased (n/a - Unknown - Other Medically Important
B Condition), Renal failure (n/a - Unknown - Other Medically Important Condition), Renal tubular necrosis (n/a - Unknown -
B Other Medically Important Condition), Shock (n/a - Fatal - Results in Death, Other Medically Important Condition),
S Syncope (n/a - Unknown - Other Medically Important Condition)
(@) -
click or scan |z . Non More
- - - - i i) i i - - i bl i - =) -
968 2022-08 Healthcare Non EEA  |than 85 |Female COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional Vears ‘Wound (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
10013224986,

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013230842&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013230765&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013229326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013228960&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013228630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013227826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013226812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013224986&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg 5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abdominal infection (n/a - Unknown - Other Medically Important Condition), Aortic aneurysm (n/a - Unknown - ),
Arrhythmia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
) Cardiac failure (n/a - Unknown - Other Medically Important Condition), Coronary artery disease (n/a - Unknown - ),
click or scan |; boE More Diverticulum intestinal (n/a - Unknown - ), Duodenal ulcer (n/a - Unknown - Other Medically Important Condition), Ileus (n/a
2022-08-|Healthcare - Unknown - Other Medically Important Condition), Pneumonia (n/a - Unknown - Other Medically Important Condition), ~|COMIRNATY [TOZINAMERAN] (S- COVID-19
969 . Non EEA  |than 85 |Female % ! - ] . N .
EU-EC- 12 Professional Years Pulmonary embolism (n/a - Unknown - Other Medically Important Condition), Pulmonary hypertension (n/a - Fatal - immunisation - Not applicable - [1d - n/a - n/a])
10013224595 Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Unknown - Other Medically Important Condition), Shock
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Upper
gastrointestinal haemorrhage (n/a - Unknown - Other Medically Important Condition)
i (2022-08- | Healtheare 18-64 - ) COMIRNATY [TOZINAMERAN] (S - COVID-19
970 . Non EEA Male  |Abdominal pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 12 Professional Years Int ul ]
10013224423 ntramuscular use])
click or scan | g :
971 4 2022-08- | Healthcare Non EEA 18-64 Female Basal ganglia haemorrhage (n/a - Unknown - Other Medically Important Condition), Brain herniation (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EG |- 3 (12 Professional Years in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10013224384
Abdominal distension (13d - Fatal - Results in Death), Decreased interest (n/a - Fatal - Results in Death, Other Medically
Important Condition), Diarrhoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Duodenal ulcer
click or scan |+ 3 Non More (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Other
972 & [2022-08- Healthcare  |EEA than 85 [Male Medically Important Condition), Hepatic encephalopathy (13d - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- x (12 Professional Vears Hospitalisation), Hypoacusis (67d - Fatal - Results in Death), Memory impairment (n/a - Fatal - Results in Death, Other |immunisation - n/a - [n/a - n/a - Intramuscular use])
10013224128| § Medically Important Condition), Pain in extremity (67d - Fatal - Results in Death, Other Medically Important Condition),
Peripheral swelling (67d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal failure (13d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation)
dlick or scan 2022-08- | Healthcare 18-64 Acute coronary syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Arrthythmia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
973 . Non EEA Male  [Results in Death), Arrhythmogenic right ventricular dysplasia (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a |. P .
EU-EC- 11 Professional Years F N : " immunisation - Not applicable - [1d - n/a - n/a])
= - Fatal - Results in Death, Other Medically Important Condition)
10013223724
lick or scan | g i Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure acute (n/a - Fatal - ME
974 | LUuEC } %?22_08_ Erejg;scii: o |Non EEA %;;?3 Male  |Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other mﬂﬁgﬁ [I:Ircgzeimlicable 1 n/] f ;/?\3/15)19
10013223645 Medically Important Condition), Feeling abnormal (n/a - Unknown - ), Malaise (n/a - Unknown - ) PP
click or scan | g _' .
41 2022-08- | Healthcare 65-85 S . . . " COMIRNATY [TOZINAMERAN] (S- COVID-19
975 EU-EC- 11 Professional Non EEA Years Female achnoid haemorrhage (w/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10013223409,
lick or scan | s : 5022-08- Non 18-64 Back pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
976 EU-EC- . 1 Healthcare EEA Vears Female |Dysphonia (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Lung cancer metastatic (n/a mmmisation - 1/a - [/ - /3 - 1/4])
10013222809 Professional - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - )
dlick or scan | 5 5 COMIRNATY [TOZINAMERAN] (S- COVID-19
977 a! |2022-08- Healthcare EEA 65-85 Female Amyotrophic lateral sclerosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Asthenia (n/a - immunisation - Not applicable - [1d- n/a -
EU-EC- e |11 Professional Years Unknown - Other Medically Important Condition), Gait disturbance (n/a - Unknown - Other Medically Important Condition) PP
10013222727 : Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013224595&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013224423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013224384&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013224128&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013223724&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013223645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013223409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013222809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013222727&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:f:lp Qualification l;)ergulatory Group ex Route])
Purposes
dlick or scan || Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Atherosclerotic plaque
_ : 0% g rupture (n/a - Unknown - Other Medically Important Condition), Coronary artery occlusion (n/a - Unknown - Other ME }
g 978 EU-EC- : %(1)22 08 E:(?g;;iirrfal Non EEA l(ia?’j Male  [Medically Important Condition), Coronary artery thrombosis (n/a - Unknown - Other Medically Important Condition), mﬁgggﬁ [Ilcgzamlicablz/-\ﬁ] d(-S H/S_)E;]))'w
g 10013222278 Myocardial fibrosis (n/a - Unknown - Other Medically Important Condition), Myocardial necrosis (n/a - Unknown - Other PP
3 Medically Important Condition), Pericardial effusion (n/a - Unknown - Other Medically Important Condition)
N .
9 click or scan | g3}
g 979 2022-08- le]l(e):lthcare Non EEA 18-64 Male Cardiomegaly (n/a - Fatal - Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - ), Joint swelling (n/a - Not COMIRNATY [TOZINAMERAN] (S- COVID-19
— EU-EC- 311 . Years Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
3 10013221758 Professional
[%2]
E lick ]
g clckorsean | g 1, (5022-08- Non Not Cerebral infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Circulatory collapse (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
8| 980 BU-EC- 1 Healthcare Non EEA Specified Male  [Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (1d - Fatal - Results in |MODERNA (CX-024414)] (S- COVID-19
§ 10013221736 Professional Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
@
% click or scan | ;g i Non
S| 081 4 (2022-08- Healthcare Non EEA 18-64 Male Neck mass (n/a - thal - Results in Death, Other Medically Important Condition), Throat cancer (n/a - Fatal - Results in TOZINAMERAN [TOZWAR&ERAM (S- COVID-19
'% EU-EC- 11 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
2 10013221687
S
=}
Ll
% 2022-08- |Healthcare More Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Haematemesis (n/a - COMIRNATY (TOZIN . RAN] (8- COVID-19
982 Non EEA  |than 85 |Female Y immunisation - Not applicable - [n/a - n/a -
3 EU-EC- 11 Professional Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - )
s 10013221337 Years Intramuscular use])
[a)
g click or scan | ; :
o 1 2022-08- | Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
% 983 EU-EC- 1 Professional Non EEA Vears Female |Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10013220634
=)
S
% click or scan | zm . COVID-19 MRNA VACCINE MODERNA (CX-
> 1 (2022-08- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
T % euEC 11 |Professional |"EA |years |Male |Suddendeath (n/a-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
g 10013220616 applicable - [n/a - n/a - Intramuscular use])
s
[a) .
E dlick or scan |; 5022-08- Non 65-85 Brain injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral infarction (n/a - Fatal - Results in [SPTKEVAX [COVID-19 MRNA VACCINE
=| 985 EU-EC- 1 Healthcare EEA Vears Female [Death), Encephalitis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Status epilepticus (n/a- Not ~ |MODERNA (CX-024414)] (S - Immunisation - n/a -
E 10013220385 Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
E
& lick or scan | gy SPIKEVAX [COVID-19 MRNA VACCINE
'% 986 _— %(1)22—08— E:jg;;f:al Non EEA :{iﬁj Female l[\)/ley:ti‘ardltls (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
5 10013220171/ 4 Death) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
click or scan | :
087 (202208 [Healthcare | (6585 [Not  |Death (w/a- Fatal - Results in Death), Dementia (n/a - Not RecoveredNot Resolved - Other Medically Important MODERNA (O 024414 (5. Tt ion - /-
EU-EC- 11 Professional Years  |Specified Condition), Immobile (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
10013219796 [n/a- n/a - n/al)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013222278&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013221758&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013221736&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013221687&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013221337&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013220634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013220616&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013220385&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013220171&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013219796&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
g oy Arthralgia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Brain stem infarction (n/a - Not
[N click or scan | 248, , Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death),
3 088 ) [2022-08- Healthcare EEA 65-85 Female Headache (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Mastication disorder (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
ﬁ EU-EC- 11 Professional Years Recovered/Not Resolved - Other Medically Important Condition), Rheumatoid arthritis (n/a - Not Recovered/Not Resolved - [n/a - [n/a - n/a - n/a])
@ 10013218482 Other Medically Important Condition), Rib fracture (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
g Hospitalisation), Visual impairment (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
3
£ ‘ .
g dlick or sean | 5 5 00.05. Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
S| 989 L Healthcare EEA Male |Cardiac arrest (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
) EU-EC- | 1y (11 . Years . L .
g 10013218252] : Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
8 click or scan | 7 : More
§ 990 i | 2022-08- Healthcare EEA than 85 |Female Aggression (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Confusional state (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -|
k=) EU-EC- | =F 2|11 Professional v, Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
S 10013218012 cans
<
S
=} o
w click or scan | gt Non
§ 991 2022-08- Healthcare Non EEA Not Not Exposure to vaccinated person (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden infant death |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
3 EU-EC- 11 . Specified Specified syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
3 | Professional
plt 0013217722
S
2 (2022-08- [Healthcare 18-64 . . . . " . COMIRNATY [TOZINAMERAN] (S- COVID-19
g 992 EUEC |3 R 11 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
£ 10013217463 | =4 ]
S
‘; click or scan |; -
1 (2022-08- [Healthcare 65-85 L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
%‘ 993 EU-EC- |11 Professional EEA Years Male  [Myocardial infarction (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
é 10013217064 ]
g click or scan ;
E 994 2 (2022-08- (Healthcare EEA 65-85 Female Aspiration (n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ), Sudden cardiac death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
= EU-EG | S (11 Professional Years Death), Vomiting (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
B 10013217063 &3 i
i=
= .
5| click or scan |;
=2 2022-08- |Healthcare 65-85 o . COMIRNATY [TOZINAMERAN] (S- COVID-19
2 ; - - ) . S .
B9 | EuEc 3 3 |11 Professional EEA Years Female |Cardiac failure acute (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
§ 10013216553| 3%
dlick or scan || COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
= |5d i 2022-08- Non Not Delirium (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), SPIKEVAX [COVID-19 MRNA VACCINE
996 EU-EC- h 11 Healthcare Non EEA Specified Female |Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MODERNA (CX-024414)] (S- COVID-19
10013216497 ¢ s Professional Condition), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d - 1{DF} - n/a])
Condition)
click or scan | e 1
2 (2022-08- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
97 EU-EC- |10 Professional EEA Years Female |Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10013213844

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013218482&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013218252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013218012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013217722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013217463&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013217064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013217063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013216553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013216497&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013213844&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |; -
g 2 (2022-08- Non Not Condition aggravated (n/a - Fatal - Results in Death), Neuroendocrine tumour of the lung metastatic (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (8- COVID-19
| 998 Healthcare ~ |EEA . J(Male |, immunisation - Drug withdrawn - [1d - n/a -
I EU-EC- 110 Professional Specified in Death) I A
Py 10013213811 rofession: ntramuscular use])
o
N
9 click or scan | g Non
g 999 2022-08- Healthcare Non EEA Not Not Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
— EU-EC- 110 . Specified Specified Medically Important Condition) immunisation - Not applicable - [1n/a - n/a - n/a])
3 10013213519 Professional
g
S . ;
fon click or scan | =g ;
=  (2022-08- |Healthcare 65-85 . L . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - - X - -
—g 1000 BU-EC- 10 Professional EEA Vears Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) - n/a - Intramuscular use])
10013213460 ;
@ '
8 . o oo .. . .
= click or scan | agiB : COVID-19 (n/a - Unknown - (;aused/Prolonged HO?P]tallSathl’l), Encephalitis haemorrhagic (n/a - Fatal - Results in Death
S| 1001 = 21 2022-08-  Healthcare EEA 18-64 Male Caused/Prolonged Hospitalisation), Infected vasculitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), gﬁ%{%\?g} %I\)/QCD(EIII;IE iﬁ%ﬁs - Not
S EU-EC- 3110 Professional Years Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Meningitis (n/a - Fatal - Results in a lica.ble i [r;/a - /a- n/a]) prophy
S 10013213423 ; Death, Caused/Prolonged Hospitalisation), Tolosa-Hunt syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation) PP
S
Ll
o]
2
(% . ] STELARA [USTEKINUMAB] (S - Crohn's disease -
ot i b ! Not applicable - [n/a - n/a - Intravenous use])
g 1002 ks |2022-08- Healthqare Non EEA 65-85 Female Cholelithiasis (n{a.— Unknown - Other Medically Inq?ortant Condition), Cr_ohn s disease (n/a - qu_nown - Other Medically VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= EU-EC- 10 Professional Years Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition) .
= 10013212401 (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
b Not applicable - [n/a - n/a - Intramuscular use])
€
=)
5 dlick or scan | ; ; VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
% 1003 21 2022-08- | Healthcare EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown (CHADOX1 NCOV-19)] (S- n/a - n/a- [n/a - n/a-
%‘ EU-EC- & (10 Professional Years - Results in Death, Other Medically Important Condition)
% 10013211855 wa)
g click or scan | m Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Computerised tomogram (n/a - Fatal - Results in COVID-19 VACCINE JANSSEN (AD26.COV2.5)
E 1004 2022-08- | Healthcare Non EEA 18-64 Male Death), Dyspnoea (n/a - Fatal - Results in Death), Laboratory test (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= EU-EG |2 4 |10 Professional Years Results in Death), Pumonary embolism (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Product used for unknown indication - Not applicable -
E 10013211509 Traumatic haemothorax (n/a - Fatal - Results in Death), X-ray (n/a - Fatal - Results in Death) [n/a - n/a - Intramuscular use])
g Haematemesis (n/a - Fatal - Results in Death, Other Medically Important Condition), Hyperhidrosis (n/a - Fatal - Results
2 in Death), Ileus (n/a - Fatal - Results in Death, Other Medically Important Condition), Influenza (n/a - Fatal - Results in
3 click or scan | ;g More Death), Interchange of vaccine products (n/a - Unknown - ), Loss of control of legs (n/a - Fatal - Results in Death, Other
g 1005 2022-08- |Healthcare Non EEA  |than 85 [Male Medically Important Condition), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
O EU-EC- 10 Professional Vears Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results |immunisation - Not applicable - [1d - n/a - n/a])
10013211240 in Death), Retroperitoneal haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Small
intestinal obstruction (n/a - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - Results
in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death)
lick or scan | s 5 022.08. Fialtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
1006 EU-EC- 10 Professional EEA than 85 [Male  |Acute pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10013210768 p Years Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013213811&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013213519&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013213460&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013213423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013212401&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013211855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013211509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013211240&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210768&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
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Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

Suspect/interacting Drug List (Drug Char -
Indication PT- Action taken - [Duration - Dose -
Route])

1007

click or scan |;

EU-ECG-
10013210739

2022-08-

(10

Non
Healthcare
Professional

EEA

65-85
Years

Male

Amyotrophic lateral sclerosis (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d- .3mL -
Intramuscular use])

1008

click or scan | =g

EU-EC-
10013210685

2 2022-08-
5 (10

Healthcare
Professional

EEA

65-85
Years

Male

COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S- COVID-19 immunisation - Not
applicable - [43d - 2{DF} - Intramuscular use])

1009

click or scan | ;

EU-EC-
10013210595

2022-08-

(10

Healthcare
Professional

EEA

18-64
Years

Female

Acute left ventricular failure (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death), Pulmonary
congestion (n/a - Fatal - Results in Death)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - Immunisation - n/a -
[n/a - n/a - n/a])

1010

click or scan | =g

EU-EC-
10013210459

2 2022-08-

10

Healthcare
Professional

Non EEA

65-85
Years

Male

Acute coronary syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

1011

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

click or scan

EU-EC-
10013210440

i 2022-08-

10

Non
Healthcare
Professional

Non EEA

18-64
Years

Female

Bell's palsy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Deafness unilateral (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Depression (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Facial paresis (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Gastrooesophageal reflux disease (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Granulomatosis with polyangiitis (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Hepatic failure (n/a - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Hypoaesthesia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Intestinal perforation
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Lower respiratory tract infection (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Multiple organ dysfunction syndrome
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Pneumothorax (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Renal failure (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Renal vasculitis (n/a - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Sin disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Stoma site vasculitis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Tuberculosis (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Tympanic membrane perforation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Vasculitis (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Visual impairment (n/a - Fatal - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Vomiting
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition)...

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210595&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210440&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:f:lp Qualification l;)ergulatory Group ex Route])
Purposes
Bradyarrhythmia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
~ Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
o dlick or scan Cardiac failure chronic (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal -
a N : More Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (1/a - Fatal - Results in
3| 1012 EU-EC. » %822-08- E:(?Il“g;sci?)rr?al Non EEA  |than 85 |Male  [Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important mﬂﬁgﬁ ggﬁmﬁgﬁw d(-SI;/aa-)yell]))-w
ﬁ 10013210436 23 ; Years Condition), Hypervolaemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Infection (n/a - Fatal - PP
% Results in Death, Other Medically Important Condition), Lower respiratory tract infection (n/a - Fatal - Results in
a Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sputum abnormal (n/a - Fatal - Results in
g Death, Other Medically Important Condition)
g click or scan |z = More
ol 1013 2022-08- [Healthcare g than 85 |Male  |Cardiac arrest (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- Immuisation -
?E_ 1052—2]?%2 ” 10 Professional Vears n/a - [n/a - n/a - n/a])
§ click or scan | g :
Q — More . . . . . . . SPIKEVAX [COVID-19 MRNA VACCINE
Q . -08- - - - - - L
£l1014 2022-08 Healthgare EEA than 85 |Female Decreased appet}te (8d - Fatal - Results in Death), Fatigue (8d - Fatal - Results in Death), Urinary tract infection (8d MODERNA (CX-024414)] (S- Immunisation - n/a -
= EU-EC- 3|10 Professional Vears Fatal - Results in Death) [Va - n/a - n/a])
2 10013210209
3
E click or scan | ;
@ 2022-08- | Healthcare 18-64  |Not . . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
@ - R
% 1015 EUEC |38 10 Professional Non EEA Years |Specified Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
3 10013209930/ a3
ot
®
[a)
I click or scan SPIKEVAX [COVID-19 MRNA VACCINE
1016 A |2022-08-|Healthcare  (Nopn EEA |18-64  |Female |Epilepsy (73d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (73d - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
1S EU-EC- By (10 Professional Years Caused/Prolonged Hospitalisation) prophylaxis - Not applicable - [n/a - 1{DF} -
g 10013209101 Intramuscular use - More in ICSR])
g
e click or scan | g COVID-19 VACCINE JANSSEN (AD26.COV2.S)
= 2022-08- | Healthcare 65-85 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - X - - e ;
g 1017 EU-EC- 10 Professional Non EEA Vears Female |Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
g 10013208545 [n/a - n/a - Intramuscular use])
T
1S Akathisia (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Cough (n/a - Fatal -
= click or scan |; Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death, Other Medically Important
g 1018 2022-08- Healthcare Non EEA 65-85 Female Condition), General physical health deterioration (n/a - Fatal - Results in Death), Heart rate decreased (n/a - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - COVID-19
= EU-EC- 310 Professional Years in Death), Hypoxia (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Fatal - Results |immunisation - Not applicable - [1n/a - n/a - n/a])
_'Q>'. 10013208325 i in Death), Productive cough (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal -
3 Results in Death)
§ dlick or scan | i Non Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Not Recovered/Not Resolved -
2022-08- 65-85 L P ; . COMIRNATY [TOZINAMERAN] (S- COVID-19
1019 1 Healthcare ~ [EEA Female |Caused/Prolonged Hospitalisation), Immunisation reaction (n/a - Not Recovered/Not Resolved - ), Peripheral artery . o
EU-EC- 10 Professional Years hrombosis (1 AN Ived d/Proloneed Hospitalisati immunisation - n/a - [n/a - 3{DF} - n/a])
10013208127 & rofessional thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
click or scan | : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
i (2022-08- [Healthcare 65-85 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - R - - R ;
1020 EU-EC- 10 Professional Non EEA Vears Male  [Hepatic cancer (8d - Fatal - Results in Death), Pneumonia (8d - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10013207467 ' [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210436&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013210209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013209930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013209101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013208545&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013208325&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013208127&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013207467&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan = More SPIKEVAX [COVID-19 MRNA VACCINE
] E¥ [2022-08-|Healthcare e . . MODERNA (CX-024414)] (S- COVID-19
N . - - - - . .
S 1021 EU-EC- : 10 Professional Non EEA gl{lan 85 |Female [Hypersensitivity (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - .25mL -
) - ears
g 10013207257 Intramuscular use])
$ COMIRNATY [TOZINAMERAN] (S- COVID-19
% olick or scan E immunisation - Not applicable - [n/a - n/a - n/a]),
[a] _— MEPOLIZUMAB [MEPOLIZUMAB] (S - Asthma -
= 2022-08- |Healthcare 18-64 T
21022 pupc 10 Professional  |Non EEA |y, [Female |Asthma (n/a - Fatal - Results in Death), Product dose omission issue (n/a - Fatal - Results in Death) Unknown - [n/a - 100mg - Subcutaneous use]),
%) 10013206991 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
@' - Not applicable - [n/a - n/a - Intramuscular use])
q COMIRNATY [TOZINAMERAN] (S - COVID-19
§ click or scan || immunisation - Not applicable - [n/a - n/a - n/a]),
2 _— 2022-08- | Healthcare 18-64 S MEPOLIZUMAB [MEPOLIZUMAB] (S - Asthma -
% 1023 EU-EC- 10 Professional Non EEA Vears Female [Asthma (n/a - Fatal - Results in Death), Product dose omission issue (n/a - Fatal - Results in Death) Unknown - [n/a - 100mg - Subcutaneous use]),
8 10013206991/ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
E - Not applicable - [n/a - n/a - Intramuscular use])
S
=1 .
ﬁ lick or scan | 502208 /Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
©(1024 EU-EC 10 Healthcare Non EEA Specified Female |Intracranial aneurysm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - ) [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
5 -EC- ; o .
3 10013206310 Professional Immunisation - Not applicable - [n/a - n/a - n/a])
7
= click or scan |; COVID-19 VACCINE JANSSEN (AD26.COW2.S)
S 2022-08- |Healthcare 18-64 . — } R . ) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o 1025 EU-EC- 10 Professional Non EEA Years Male  [Unresponsive to stimuli (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
% 10013206147 [n/a - n/a - n/a])
g lick o
% CICK OT 5cAN | v7 2022-08- | Healthcare 65-85 Acute disseminated encephalomyelitis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 MRNA VACCINE
1026 . Non EEA Male  |Condition), Shock haemorrhagic (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically MODERNA (CX-024414)] (S- COVID-19
% EU-EC 10 Professional Years Important Condition) prophylaxis - Unknown - [n/a - 1{DF} - n/a])
% 10013206146 Y
® click or scan | =g ;
[a) % |5022-08- [ Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
E 1027 : Non EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
g EU-EC- 09 Professional Years Intramuscular usc])
3 10013205380
S
a 1 (2022-08-|Healthcare 18-64 . . T . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - used/P: , Sudden - -
3 1028 EU-EC- 09 Professional EEA Vears Female |[Seizure (n/a - Fatal - Results in Death, Ca rolonged Hospitalisation) death (n/a - Fatal - Results in Death) Wa- [n/a- 3{DF} - n/a))
s 10013203671
(@)
click or scan | =g Non
2022-08- 65-85 Cardiac disorder (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, |COMIRNATY [TOZINAMERAN] (S- COVID-19
1029 E I Healthcare Non EEA Female . ™y . N .
U-ECG- | K 09 . Years Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10013203433 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013207257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013206991&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013206991&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013206310&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013206147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013206146&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013205380&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013203671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013203433&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N
lick
X S B 500008 N0 1864 JCOVDEN [COVID-19 VACCINE JANSSEN
81030 pc : Healthcare  |ppa Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) (AD26.COV2.9)] (S - COVID-19 prophylaxis - Not
A o 0 Professional Years applicable - [n/a - n/a - n/a])
N 10013202900 PP
%
o
§ Altered state of consciousness (n/a - Unknown - Other Medically Important Condition), Arthralgia (n/a - Unknown - ), Clonic
5 convulsion (n/a - Unknown - Other Medically Important Condition), General physical health deterioration (n/a - Fatal -
& . Results in Death, Other Medically Important Condition), Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in
= click or scan | =g .z Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lymphoma (n/a - Fatal - Results in
q 2022-08- Healthcare 18-64 Death, Other Medically Important Condition), Monoplegia (n/a - Unknown - Other Medically Important Condition), COMIRNATY [TOZINAME! S- COVID-19
1031 Non EEA Female &t
§ EU-EC- o 09 Professional Years Muscular weakness (n/a - Unknown - ), Neurological symptom (n/a - Recovering/Resolving - Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10013202740 ; Hospitalisation, Other Medically Important Condition), Pancytopenia (n/a - Unknown - Other Medically Important
8 Condition), Pyrexia (n/a - Unknown - ), Quadriparesis (n/a - Unknown - Other Medically Important Condition), Serum ferritin|
E increased (n/a - Unknown - ), Systemic lupus erythematosus (n/a - Unknown - Caused’Prolonged Hospitalisation, Other
= upus eryt 2 P
.‘>2’ Medically Important Condition)
< ”
S click or scan | i :
@ =1 |2022-08- | Healthcare 18-64 . . SPIKEVAX [COMD-19 MRNA VACCINE
| 1032 . Non EEA Male  |Fatigue (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
g EU-EC 0 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
5 10013202287, t
% COVID-19 MRNA VACCINE MODERNA (CX-
a 024414) [COVID-19 MRNA VACCINE MODERNA
g (CX-024414)] (S- COVID-19 immunisation - Not
ot applicable - [1d - 1{DF} - Intramuscular use]),
€ r [ACETYLSALICYLIC ACID, D,L-LYSINE
% click or scan | Non ACETYLSALICYLATE] (S- Coronary artery disease
5 2022-08- 18-64 - . - Dose not changed - [n/a - 75mg - Oral use])
o)
- - - .,
S(1033 |  pypc ER 109 E:glft;;;zrgal EEA Years Male  |Creutzfeldt-Jakob disease (n/a - Fatal - Results in Death) [ ODIPINE BESILATE] (S- Hypertension - Dose
% 10013201760 not changed - [n/a - 1{DF} - Oral use]),
e [FENOFIBRATE, FENOFIBRATE MICRONISED] (S
g - Dyslipidaemia - Dose not changed - [n/a - 200mg -
g Oral use]), [NEBIVOLOL] (S - Hypertension - Dose
= not changed - [n/a - 1.25mg - Oral use])
T
s :
% dlick or sen | ; 88 | 00008 [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
=1 1034 EU-EC- :' 09 Healthcare ~ [Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
= P L Professional Intramuscular use])
2 10013200671
g lick :
B CICCOLAN | 2 3 |2022-08. Healthare More COMIRNATY [TOZINAMERAN] (S - COVID-19
Ol 1035 8| : Non EEA  |than 85 |Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- ek (09 Professional Vears Tntramuscular usc])
10013200662 ;
click or scan | COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2022-08- |Healthcare 65-85 . — . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - e ;
1036 | cuEc h 09 Professional Non EEA Vears Male  |Unresponsive to stimuli (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10013200568 =3 -' [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013202900&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013202740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013202287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013201760&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013200671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013200662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013200568&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | 3 Non
g 1037 2022-08- Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Inappropriate schedule of |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
< EU-EC- 4 (09 : Years product administration (n/a - Unknown - ), Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
) ! Professional
o 10013200506 o
<
% lick or scan |;
& < 2022-08- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
0| 1038 : Non EEA Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
— EU-EC- 09 Professional Years Intramuscular usc])
3 10013200198
§
o8 click or scan |5 : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
IS =i (2022-08- [Healthcare 65-85 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
8| 1039 EU-EC- |09 Professional Non EEA Vears Male  [Chills (0d - Recovered/Resolved - ), Dyschezia (n/a - Fatal - Results in Death), Dyspnoea (0d - Recovered/Resolved - ) Product used for unknown indication - Not applicable -
§ 10013199222 ; [n/a - n/a - Intramuscular use])
@
% dlick or scan | ¢ COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
51040 g 2022-08- Healtheare | p 18-64 I\ fale Condition), Vaccination failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 3109 Professional Years edicall Condii immunisation - Not applicable - [1d - n/a - n/a])
© 10013198837 Medically Important Condition)
S
=}
u Acute on chronic liver failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
§ Disabling), Back pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
‘% Contusion (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Diarrhoea (n/a -
i . Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Fatigue (n/a - Fatal - Results in
© click or scan | 5 Non Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Intervertebral discitis (n/a - Fatal - Results in
=] 1041 BUEC . 3822'08' Healthcare EEA L8'64 Female |Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Jaundice (n/a - Fatal - Results in Death, Life CS/WENATY [TOZINAMERAN] (S- n/a - n/a - [/a
& 1001 3'1 98-1 57 = Professional cars Threatening, Caused/Prolonged Hospitalisation, Disabling), Malaise (n/a - Fatal - Results in Death, Life Threatening, - /a-n/a])
g : Caused/Prolonged Hospitalisation, Disabling), Myalgia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
% Hospitalisation, Disabling), Nausea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
S Disabling), Pyrexia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
‘; Vomiting (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
> click or scan |; More
e 1042 2022-08- |Healthcare EFA than 85 |Male Cardiac arrest (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), General physical health COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
g EU-EC- ; 09 Professional deterioration (n/a - Fatal - Results in Death), Neuropsychiatric symptoms (n/a - Fatal - Results in Death) - n/a - n/aJ)
e Years
® 10013198102
[a]
2 .
o dlick or scan | B | 00.08. | Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
%[ 1043 : . Non EEA Male  |Death (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
o EU-EC- (09 Professional Years Intr: ul 1)
E 10013197630 AMUSCAT se,
=
B click or scan |+ L Acetabulum fracture (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results| MRN
B 1044 i (2022-08- |Healthcare EEA 18-64 Male in Death, Life Threatening, Other Medically Important Condition), Osteosarcoma (n/a - Not Recovered/Not Resolved - Life ﬁéﬁm[(?;{\g;}g ] (Ségg\%%_l\;};
o EU-EC- | %E 3109 Professional Years Threatening, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life immunisation - n/a - [n/a - n/a - Intramuscular use])
10013197440/ 2 Threatening, Other Medically Important Condition)
click or scan More SPIKEVAX [COVID-19 MRNA VACCINE
¥12022-08- |Healthcare . . . . MODERNA (CX-024414)] (S- COVID-19
1045 EUEC. |9 09 Professional Non EEA gl(lan 85 |Female |Haemorrhagic stroke (n/a - Fatal - Results in Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1 {DF} -
ears
10013197308 Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013200506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013200198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013199222&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013198837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013198157&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013198102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013197630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013197440&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013197308&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; COVID-19 VACCINE JANSSEN (AD26.COV2.S)
N 2022-08-|Healthcare 65-85 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
N : - - ) R ;
< 1046 EU-EC- s L3 109 Professional Non EEA Years Female | Dyspnoea (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
8‘ 10013197115 B [n/a - n/a - n/a])
<
o click or scan | ; . Embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
T y Imp
g 1047 2 (2022-08- (Healthcare Non EEA 65-85 Female Results in Death, Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death, Other Medically =~ |MODERNA (CX-024414)] (S- COVID-19
— EU-EC- 109 Professional Years Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition), prophylaxis - Not applicable - [n/a - 1{DF} -
3 10013196899 Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular use])
£
g lick or scan |
g clekorsean 2 |5022-08- | Healthcare 65-85 Confisional state (n/a - Unknown - Results in Death), Death (0d - Fatal - Results in Death), Fatigue (n/a - Unknown - |SPIKEVAX [COVID-19 MRNA VACCINE
B[ 1048 BU-EC- 08 Professional EEA Vears Male  |Results in Death), Memory impairment (n/a - Unknown - Results in Death), Visual impairment (n/a - Unknown - MODERNA (CX-024414)] (S- COVID-19
§ 10013194496 ; Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
8 .
& click or scan | 3k Non I , . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= A= 2022-08- 18-64 Cerebral haemorrhage (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis
2(1049 X Healthcare Non EEA Male - — Lo (CHADOX1 NCOV-19)] (S- COVID-19 - Dose not
S EU-EC- | & Fox (08 fessional Years (n/a - Unknown - Other Medically Important Condition), Headache (11d - Unknown - Caused/Prolonged Hospitalisation) h -1 ¥
© 10013194089 : Profession: changed - [n/a - n/a - Intramuscular use])
S
m
g lick or scan > ; VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
&l10s0| BuRC 2022-08- |Healthcare Non EEA 18-64 Female Acute respiratory failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Life Threatening), Purpura (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 1001 3'] 9 3;; m HeE (08 Professional Years Unknown - Life Threatening), Pyrexia (n/a - Unknown - Life Threatening) n/a - Intramuscular use])
[a)
3
= dlick or scan |3 2022-08. | Falthcare 1864 Death (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - Not Recovered/Not Resolved - Other Medically Tmportant COMIRNATY [TOZINAMERAN] (S - COVID-19
1051 ad . Non EEA - Male  |Condition), Lethargy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Muscular weakness (n/a - |immunisation - Not applicable - [n/a - n/a -
EU-EC- 08 Professional Years & y imp PP
’ga 10013193769 o Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular use])
% TOZINAMERAN [TOZINAMERAN] (S- n/a -
s click or scan || b= Unknown - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19,
g —— '_ 2022-08- Non Not Constipation (n/a - Unknown - ), Interchange of vaccine products (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pulmonary | VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
5| 1052 EU-EC- L 08 Healthcare Non EEA Specified Male  |embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary thrombosis (n/a - Fatal - (S- n/a - Unknown - [n/a - n/a - Intramuscular use]),
[a) 10013193696 T Professional Results in Death, Other Medically Important Condition), Syncope (n/a - Unknown - ) [SARS-COV-2, STRAIN CZ02, PRODUCED IN VERO
2 ; CELLS INACTIVATED] (S- n/a - Unknown - [n/a -
£ n/a - n/aJ)
g TOZINAMERAN [TOZINAMERAN] (S- n/a -
E click or scan || Unknown - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
2 _— i 5022-08- Non Not Constipation (n/a - Unknown - ), Interchange of vaccine products (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pulmonary | VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
1053 : Healthcare Non EEA .~ (Male |embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary thrombosis (n/a - Fatal - S- n/a - Unknown - [n/a - n/a - Intramuscular use]),
B EU-EC- |4 £ |08 Specified
g 10013193696/ 533 ] - Professional Results in Death, Other Medically Important Condition), Syncope (n/a - Unknown - ) [SARS-COV-2, STRAIN CZ02, PRODUCED IN VERO
5 Z CELLS, INACTIVATED] (S- n/a - Unknown - [n/a -
n/a - n/aJ)
click or scan | :
i [2022-08- Healthcare Not . o JCOVDEN [COVID-19 VACCINE JANSSEN
1054 EU-EC- T: 08 Professional Non EEA Specified Female |Death (n/a - Fatal - Results in Death), Restlessness (n/a - Unknown - Caused/Prolonged Hospitalisation) (AD26.COV2.9)] (S- COVID-19 prophylaxis - Not
10013193672/ A3 ; . applicable - [n/a - n/a - n/a])
lick or sean (5 ; 2022-08- |Heal Acute myocardial infarction (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 A VA
: -08-|Healthcare 65-85 > X > ) n. ¢ MODERNA (CX-024414)] (S - COVID-19
1055 : Non EEA Male  |Condition), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Multiple organ . .
EU-EC |5 3, |08 Professional Years dysfuncti dr (n/a - Fatal - Results in Death, Other Medically mportant Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
10013193230 sfunction syndrome (n/a - Fatal - Results in Dea er Me ly Important Condition Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013197115&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013196899&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013194496&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013194089&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193769&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193672&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193230&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ .
g dlick or scan Non 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
$|1056 | EUEC Healthcare ~ [Non EEA  |years |Female (Ischaemic stroke (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
3 10013193145 Professional - n/a - Intramuscular use])
u
®
=)
3 click or scan |;
2 1057 2022-08- |Healthcare EEA 65-85 Mal Acute kidney injury (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vasculitis (n/a-  |COMIRNATY [TOZINAMERAN] (S- COVID-19
§. EU-EC- , 108 Professional Years ©  |Fatal - Results in De ath, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - 2{DF} - n/a])
% 10013193116,
3 COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
click or scan | =gt T - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
@ £ (2022-08- |Healthcare 18-64 . . 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
o 1 « - - )
&8 1058 EU-ECG-  |& i (08 Professional Non EEA Years Female |Pyrexia (n/a - Fatal - Results in Death (S- n/a - Unknown - [n/a - n/a - Intramuscular use]),
= 10013192742, ; [COVID-19 VACCINE] (S- n/a - Unknown - [n/a - n/a
3 - n/a))
S COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
w click or scan | ;¢ - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
3 2022-08- |Healthcare 18-64 . . 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
= B . - -
£[1059 EU-EC- p2L P Professional Non EEA Vears Female |Pyrexia (n/a - Fatal - Results in Death) (S- n/a - Unknown - [n/a - n/a - Intramuscular usc]),
@ 10013192742| = ; [COVID-19 VACCINE] (S- n/a - Unknown - [n/a - n/a
k< - n/a])
=] COMIRNATY [TOZINAMERAN] (S - n/a - Not
15 applicable - [n/a - n/a - Intramuscular use]), [A/HONG
g KONG'4801/2014 (H3N2)-LIKE STRAIN (A/HONG
£ KONG'4801/2014, X-263B), B/BRISBANE/60/2008-
S LIKE STRAIN (B/BRISBANE/60/2008, WILD
‘; click or scan |5 More TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09-
ciil (2022-08- |Healthcare . oo . " DERIVED STRAIN USED (NYMC X-181), A/HONG
2119 rurc 2108 |Professional | oM EEA 21{1:;:5 Male |Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Conition) KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
c 10013192560 KONG4801/2014, X-263B), B/BRISBANE/60/2008-
g LIKE STRAIN (B/BRISBANE/60/2008, WILD
® TYPE), AAMICHIGAN/45/2015 (HIN1)PDM09-LIKE
% STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
1S INFLUENZA VACCINE] (S- n/a - Not applicable -
= [n/a - n/a - n/a])
<1
£ dlick or scan | =56 Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o - 18-64 Cerebral haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral thrombosis (n/a - Fatal - Results in
2| 1061 Healthcare Non EEA Male oo . (CHADOX1 NCOV-19)] (S- COVID-19 - Dose not
EU-EC- : : Years Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - )
3 10013192461 Professional changed - [n/a - n/a - Intramuscular use])
‘g N
@)
lick
B Non ot VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1062 | EU.EC Eeallthc.are | [NonEEA S;;)eciﬁ o Female | Thrombosis with thrombocytopenia syndrome (1a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10013191641 roresons /a - Intramuscular use])

Manual "ICSR Form

" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013193116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013192742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013192742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013192560&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013192461&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013191641&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |4 Non
N 2022-08- Not - . . .\ TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N R -
8. 1063 EU-EC- i B 08 Eﬁ;ﬁf& Non EEA Specified Male  |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
% 10013191586 :
N COVID-19 (n/a - Unknown - Other Medically Important Condition), Cough (n/a - Unknown - Other Medically Important
o) lick or scan Condition), Drug ineffective (n/a - Unknown - Other Medically Important Condition), Dysphagia (n/a - Unknown - Other
w click or scan > > -
[a) 2022-08-|Healthcare 18-64 Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Eyelid ptosis (n/a - COMIRNATY [TOZINAMERAN] (8- COVID-19
1064 Non EEA Female immunisation - Not applicable - [n/a - n/a -
g EU-EC- 7, |08 Professional Years Unknown - Other Medically Important Condition), Facial paresis (n/a - Fatal - Results in Death), Limb discomfort (n/a - Tntramuscular use]) PP
7] 10013191580 Unknown - Other Medically Important Condition), Musculoskeletal discomfort (n/a - Unknown - Other Medically Important
é_ Condition), Regurgitation (n/a - Unknown - Other Medically Important Condition)
'§_ lick or scan ' 5022-08- | Healthcare 18-64 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved | COMIRNATY [TOZINAMERAN] (S- COVID-19
1065 FU-EC. |3 08 Professional Non EEA Vears Male |- Other Medically Important Condition), Hyperhidrosis (n/a - Not Recovered/Not Resolved - Other Medically Important immunisation - Not applicable - [n/a - n/a -
10013191553 : Condition), Respiratory rate increased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular use])
@
5}
k| click or scan
'g T | 2022-08- | Healthcare 65-85 . . . . oo OOMIRNATY [TOZINMRAN] (S- COVID-19
w | 1066 : EEA Male  [Immune thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
< EU-EC- 08 Professional Years
5 ] Intramuscular use])
o 10013191181
y
5 dlick or sean % 102208 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
% 1067 BU-EC- T s Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition) ;mmisatliﬂon - Not applicable - [n/a - n/a -
8 10013190804 2 ; ntramuscular usc])
5
g
£
§ click or scan . More SPIKEVAX [COVID-19 MRNA VACCINE
i 1068 £l 2022-08- | Healthcare Non EEA  |than 85 |Female Chest pain (30h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (30h - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
% EU-EC- 08 Professional Vears Caused/Prolonged Hospitalisation), Pleural effusion (30h - Fatal - Results in Death, Caused/Prolonged Hospitalisation) prophylaxis - Not applicable - [n/a - 1{DF} -
% 10013190699 Intramuscular use])
c
®
[a]
E click or scan |; Non
£ 1069 2022-08- Healthcare Non EEA 18-64 Male Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
4] EU-EC- 08 Professional Years Condition), Palpitations (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
E 10013189975
) lick
click or scan |5 MRN
% 2022-08- | Healthcare 18-64 . A . SPIKEVAX [COMID-19 A VACCINE
o[ 1070 EU-EC- i 08 Professional Non EEA Vears Female |Unresponsive to stimuli (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
O 10013189904 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
click or scan | g - Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Depressed level of consciousness (n/a - Not ME
1071 i (2022-08- Healthcare Non EEA 18-64 Female Recovered/Not Resolved - Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Other mﬁgﬁgﬁ [Tllrgze\mlicablw/f ;]/CaD-VlD-19
EU-EC- o 08 Professional Years Medically Important Condition), Nausea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Tntramuscular use]) PP
10013189882 ‘Vomiting (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
click or scan | ; ;
10 ok 2008000 | [6585 | |Arthralga (n/a- Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Dyspnoea (/a - Fatal - Results in [ OV 0 Y ggﬁ‘ﬁ‘i‘fbﬁ“{ N ;S ~eOVID9
1 0(;512—1%%;; 1 e (08 Professional Years Death) Intramuscular use])



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013191586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013191580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013191553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013191181&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013190804&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013190699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189904&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189842&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
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click or scan |; - MERAN]
Q1073 g 2022-08- |Healtheare o gy |18-64 e Dyspnoea (n/a - Fatal - Results in Death) mﬁﬁiﬁ [Illrcft)zelglicable - [n/zf ;1/(:?\/[1)19
< EU-EC- | %5 L3108 Professional Years Intramuscular use])
g 10013189833 :
N
B lick or scan 8 | 022.08. Healtheare 1864 Chest pain (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically |COMIRNATY [TOZINAMERAN] (S- COVID-19
0| 1074 : : Non EEA Male  |Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Unknown - Other |immunisation - Not applicable - [n/a - n/a -
=1 EU-EC- 2|08 Professional Years Medically Important Condition) Intramuscular use])
3 10013189825 ; yimp
£
g lick -
o clekorsean B | 002.08. | Healtheare 65.85 Death (/a - Fatal - Results in Death, Other Medically Important Condition), Foaming at mouth (n/a - Not Recovered/Not |COMIRNATY [TOZINAMERAN] (S - COVID-19
®|l1075 . Non EEA Female |Resolved - Other Medically Important Condition), Lethargy (n/a - Not Recovered/Not Resolved - Other Medically Important |[immunisation - Not applicable - [n/a - n/a -
; EU-EC- 08 Professional Years Condition) Int ul )]
§ 10013189790 o ramuscular use
8 .
& lick or scan | s 0E 1502208 Healtheare 1864 Abdominal pain upper (n/a - Not RecoveredNot Resolved - Other Medically Important Condition), Death (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
B[1076 EU-EC- i 08 Professional Non EEA Vears Male  [Results in Death, Other Medically Important Condition), Hypophagia (n/a - Not Recovered/Not Resolved - Other Medically| immunisation - Not applicable - [n/a - n/a -
3 10013189782 Important Condition), Vomiting (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular use])
e
g dlick or sean 2 | 2029-08. Healtheare 1864 Abdomiinal pain upper (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Chest pain (n/a- Not ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
‘% 1077 EU-EC- 08 Professional Non EEA Vears Male  [Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically ~ |immunisation - Not applicable - [n/a - n/a -
i 10013189780 Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular use])
®
[a)
& click or scan | ; = MERAN] (S-
[} A= |2022-08- |Healthcare 18-64 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved COMIRNATY (TOZIN . (8- COVID-19
=11078 X . Non EEA Female . - immunisation - Not applicable - [n/a - n/a -
1S EU-EC- For: (08 Professional Years - Other Medically Important Condition) Tntramuscular usc])
& 10013189766 ;
D)
S
% lick or scan | COMIRNATY [TOZINAMERAN] (S - COVID-19
= 1079 2022-08- |Healthcare Non EEA 65-85 Male Fatigue (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - ), Pyrexia (n/a - immunisation - Not applicable - [1/a - n/a -
e EU-EC- 08 Professional Years Fatal - Results in Death, Other Medically Important Condition) PP
g Intramuscular use])
10013189548
S
T lick or seam 3 SPTKEVAX [COVID-19 MRNA VACCINE
. 0=, g o L ) ) . , L ) Y )
E 1080 ; 2022-08 Healthgare Non EEA 18-64 Male Adverse event following immunisation (1d - Fatal - Results in Death), Constipation (15d - Unknown - ), Cough (15d MODERNA (CX-024414)] (S- COVID-19
= EU-EC- ! 08 Professional Years Unknown - ) rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
g 10013189518 = prophylaxis - ot applicable - {va a
=
2 click or scan | i More
B i |2022-08-|Healthcare . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
g 1081 EU-EC- i 08 Professional EEA glan 85 |Female |Renal failure (1mo - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} - n/a])
<t i ears
(&) 10013189085
click or scan Acute kidney injury (n/a - Unknown - Other Medically Important Condition), Chronic kidney disease (n/a - Unknown - Other
) (2022-08- Healthcare 65-85 Medically Important Condition), Dehydration (n/a - Unknown - ), Diabetic ketoacidosis (n/a - Unknown - Other Medically mﬁﬁiﬁ ggﬁmﬁﬁw d(_SI;/S_)VIDW
1082 | EU-EC- X5 08 Professional |Non EEA [Years |Male |Important Condition), Diabetic nephropathy (n/a - Unknown - ), Pneumonia (n/a - Unknown - Other Medically Important Intramuscular use]) PP
10013188591 Condition), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189833&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189825&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189782&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189766&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189548&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189518&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013189085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013188591&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 24-09-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | =gt i
: (2022-08- |Healthcare 18-64 . Lo . COMIRNATY [TOZINAMERAN] (S - Immunisation -
] : - R
1083 EU-EC- T 0g Professional EEA Vears Male  |General physical health deterioration (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular use])
10013188556 ;
click or scan
4 (2022-08- Non 65-85 Confusional state (n/a - Fatal - Results in Death), Injection site pain (n/a - Not Recovered/Not Resolved - ), Pneumonia (3d SPIKEVAX [COVID-19 MRNA VACCINE
1084 Healthcare Non EEA Male A I 3 . MODERNA (CX-024414)] (S- COVID-19
EU-ECG | = 08 . Years - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) . .
10013187812 b Professional prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
dlick or sean | ; COMIRNATY [TOZINAMERAN] (S - COVID-19
1085 24 2022-08-  Healthcare Non EEA 18-64 Male Abdominal discomfort (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death h isation - Not applicable - [n/a - n/a -
EU-EC- 08 Professional Years Other Medically Important Condition), Lethargy (n/a - Unknown - Other Medically Important Condition) PP
! Intramuscular use])
10013187626
dlick or sean | 4 . " . |COMIRNATY [TOZINAMERAN] (S- COVID-19
2022-08- |Healthcare 18-64 Chest pain (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically |. P .
1086 X : Non EEA Male ™ immunisation - Not applicable - [n/a - n/a -
EU-EC- o (08 Professional Years Important Condition) Intramuscular use])
10013187624 ;
Arterial rupture (n/a - Unknown - Other Medically Important Condition), Brain oedema (n/a - Unknown - Other Medically
Important Condition), Cerebral infarction (n/a - Unknown - Other Medically Important Condition), Cerebral vasoconstriction
click or scan || (n/a - Unknown - Other Medically Important Condition), Decreased appetite (n/a - Unknown - ), Headache (n/a - Unknown -
_— % 1022-08- | Healthcare 18-64 Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Hemiplegia (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
1087 EU-EC- 08 Professional Non EEA Vears Female |Condition), Intracranial aneurysm (n/a - Unknown - Other Medically Important Condition), Nausea (n/a - Unknown - Life  |immunisation - Not applicable - [1d - n/a -
10013187613 Threatening, Disabling), Paranasal cyst (n/a - Unknown - Life Threatening, Disabling), Ruptured cerebral aneurysm (n/a - Intramuscular use])
Unknown - Other Medically Important Condition), Sinusitis (n/a - Unknown - ), Subarachnoid haemorrhage (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Vasospasm (n/a - Unknown - ), Vomiting (n/a - Unknown - )
click or scan
L088 4 2022.08-Healthcare |\ o {1864 | [Lethargy (n/a - Fatal - Results in Death), Malsie (n/a - Fatal - Results in Death), Snelling (n/a - Not RecoveredNot mgﬁgf ggﬁm‘ﬁ‘i‘fbﬁ;ﬂ[ n/” :S ;&MDW
EU-ECG- | = 08 Professional Years Resolved - Other Medically Important Condition) PP
Intramuscular use])
10013187612
lick or scan 502208 | Healtheare 1864 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Decreased appetite (n/a - Not Recovered/Not |COMIRNATY [TOZINAMERAN] (S- COVID-19
1089 EU-EC- : 4 |03 Professional Non EEA Vears Female [Resolved - Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Other Medically Important |immunisation - Not applicable - [n/a - n/a -
10013187583 i Condition), Vomiting (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular use])
click or scan |4 SPIKEVAX [COVID-19 MRNA VACCINE
2022-08- |Healthcare 18-64 L . . ) .. MODERNA (CX-024414)] (S- COVID-19
1090 EUEC | 08 Professional Non EEA Vears Male  [Myocardial ischaemia (n/a - Fatal - Results in Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
10013186559 Intramuscular use])
click or scan |5 i Non
i12022-08- 65-85 L . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
1091 EU-EC- . 08 Healthqare Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
b Professional
10013186458 2y
dlick or sean iy COMIRNATY [TOZINAMERAN] (S- COVID-19
1092 A |2022-08- |Healthcare Non EEA 18-64 Female Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Headache (n/a - Fatal - Results in immunisation - Not applicable - [1/a - n/a -
EU-EC- i (08 Professional Years Death), Pain (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death) PP
10013186372 ; Intramuscular usc])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013188556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013187812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013187626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013187624&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013187613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013187612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013187583&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013186559&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013186458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013186372&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ dlick or scan |3 502208 Healtheare 1864 Chest pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
N11093 EU-EC- 08 Professional Non EEA Vears Female [Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important  |immunisation - Not applicable - [n/a - n/a -
g 10013186371 Condition), Hyperhidrosis (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular use])
o
$ click or scan || Anal incontinence (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results
% |3 2022-08- |Healthcare 18-64 in Death, Other Medically Important Condition), Drooling (n/a - Not Recovered/Not Resolved - Other Medically Important |COMIRNATY [TOZINAMERAN] (S- COVID-19
0| 1094 EU-EC- ] 08 Professional Non EEA Vears Female |Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Urinary incontinence (n/a - |immunisation - Not applicable - [n/a - n/a -
=5 s Not Recovered/Not Resolved - Other Medically Important Condition), Vomiting (n/a - Not Recovered/Not Resolved - Other  |Intramuscular use])
3 10013186326 h o
g Medically Important Condition)
g_ COMIRNATY [TOZINAMERAN] (S - Product used
= click or scan || for unknown indication - n/a - [n/a - n/a -
8 - : 5022-08- | Healthcare 18-64 Brain compression (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intraventricular haemorrhage (6d-  |Intramuscular use]), COVID-19 VACCINE JANSSEN
1095 BU-EC- i : 08 Professional Non EEA Vears Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (6d - Fatal - Results in Death, (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
fi- Caused/Prolonged Hospitalisation) (AD26.COV2.9)] (S- Product used for unknown
10013185645 N .
8 indication - Not applicable - [n/a - n/a - Intramuscular
& use])
5 COMIRNATY [TOZINAMERAN] (S - Product used
3 dlick or scan || : for unknown indication - n/a - [n/a - n/a -
1; —— i 2022-08- | Healthcare 18-64 Brain compression (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intraventricular haemorrhage (6d - Intramuscular use]), COVID-19 VACCINE JANSSEN
w1096 EU-EC- i . 08 Professional Non EEA Vears Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (6d - Fatal - Results in Death, (AD26.COV2.S) [COVID-19 VACCINE JANSSEN
& b 5 Caused/Prolonged Hospitalisation) (AD26.COV2.9)] (S- Product used for unknown
2 10013185645/ =% ; N .
3 indication - Not applicable - [n/a - n/a - Intramuscular
3 we))
ot
g lick S
= clsotsan |4 8 5 022.08. Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
©| 1097 X . Non EEA Male  |Ischaemic cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
ol EU-EC- x (05 Professional Years Intramuscular usc])
% 10013183419,
=) i !
5 E— 2022-08- Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
% 1098 . Non EEA Male  |Road traffic accident (n/a - Fatal - Results in Death), Syncope (1d - Unknown - Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
= EU-EC- 05 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
s 10013183172
® .
[a) click or scan | # . . Lo .
D ; 2022-08-|Healthcare 18-64 Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asphyxia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
E 1099 | EU.EC 05 Professional Non EEA Years Male  [Results in Death, Caused/Prolonged Hospitalisation), Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
E 10013182716 Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
£
B dliclwrsean 5022-08.|Healtheare 1864 Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Superior sagittal sinus thrombosis (n/a| VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
Bl 1100 . Non EEA Male |- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis with thrombocytopenia syndrome (n/a - Fatal -  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
= EU-EC- 05 Professional Years N s .
O 10013182399 Results in Death, Caused/Prolonged Hospitalisation) - Not applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013186371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013186326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013185645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013185645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013183419&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013183172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013182716&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013182399&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
~ Condition), Blood pressure decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results
o in Death, Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation, Other Medically Important Condition), Cardiac failure acute (n/a - Fatal - Results in Death,
Q click or scan | ;5 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac failure congestive (n/a - Fatal - Results in
N 1 (2022-08- |Healthcare 65-85 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Condition aggravated (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (8- n/a - Not
.| 1101 : Non EEA Male | T ; R applicable - [n/a - n/a - n/a]), [INFLUENZA
% EU-EC- |05 Professional Years in Death, Caused/Prolonged Hospitalisation), Hypercapnia (n/a - Fatal - Results in Death, Caused/Prolonged VACCINE] (S- n/a - Not applicable - [n/a - n/a - n/al)
a 10013182186 Hospitalisation), Hypokalaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically PP
= Important Condition), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
g Important Condition), Left ventricular failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
5 Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
@' Other Medically Important Condition)
I —
: dlick or sean 502208 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
§ 1102 : Non EEA Female |Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
EU-EC- L3 |05 Professional Years - Tntramuscular use])
8 10013181823 ]
s
= ] .
> dlickor scan |+ 502208 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5|1103 . Non EEA Female |Loss of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
=1 EU-EC- 05 Professional Years n/a - ntranmecular se])
- 10013181741
3
click or scan |5 :
% 1104 21 |2022-08-| Healthcare Non EEA 65-85 Female Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), XZIJ]AII)ESM);IAI\I[&?\\/{I 113—)59(8\/_ A - Unﬁns;rvm - [ _CA
a EU-EC- 0 05 Professional Years Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) na - Intramuscular use])
g 10013181649
g
£ lick or sean g VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1105 1 (2022-08- |Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly), Cardiogenic shock (n/a (CHADOXI NCOV-19)] (S - n/a - Unknown - [n/a -
S EU-EC- 05 Professional Years - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly)
S 3 n/a - Intramuscular use])
% 10013181604
>
< click or scan | g
g 1106 2022-08- Healthcare EEA 65-85 Female Autoimmune hepatitis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2 EU-EC- | igf 05 Professional Years Infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
[a) 10013181588| i=:
2
£ click or scan |; More COVID-19 MRNA VACCINE MODERNA (CX-
g 2022-08- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
j=1
£ A - - . L
" puEc g 05  |Professional "% [(han 83 Female [Death (na- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Drug
2 10013180948 withdrawn - [1d - 1 {DF} - Intramuscular use])
z lick
i Glckorsan | o B | 022-08. Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
Ol 1108 : EEA Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- ¥ (05 Professional Years - Intr: ul )
10013180769 AMUSCEAT 1SS
click or sean | 3 SPIKEVAX [COVID-19 MRNA VACCINE
1109 2022-08- |Healthcare Non EEA 65-85 Male Hypertensive heart disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial ischaecmia ~ |[MODERNA (CX-024414)] (S- COVID-19
EU-EC- E= |05 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - 1{DF} -
10013180589 ; Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013182186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013181823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013181741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013181649&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013181604&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013181588&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013180948&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013180769&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013180589&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccines in EudraVigilance database (www.adrreports.eu) | Date: 24-09-2022 | Filtered by " Seriousness Criterid": "Resultsin Death" Page 126 of 2857
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
lick or sean : COMIRNATY [TOZINAMERAN] (S- COVID-19
g 1110 2022-08-|Healthcare Non EEA 65-85 Female Chest pain (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically immunisation - Not applicable - [n/a - n/a -
< EU-EC- 05 Professional Years Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition) Intramusular use]) PP
g 10013180532
<
3\ .
B dlick or sean | 5022-08.|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o) 1111 0, : Non EEA Female |Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
— EU-EC- x (05 Professional Years
3 10013180449 n/a - Intramuscular usc])
g
§- click or scan | ;
&l w2 1202208 1112:1 heare INomEEA 6585 |y [Fatigue (8h - Fatal - Results in Death), Interchange of vaceine produets (n/a - Fatal - Results in Death), Malaise (8h - ?wagﬁg: ggﬁm‘lfc‘amblz’_\ﬁ] d(_sl;/;x_)wnw
d EU-EC- |05 Professional Years Fatal - Results in Death), Off label use (n/a - Fatal - Results in Death) Tntramuscular we]) PP
§ 10013179364
8 lick
click or scan | ; G
k| % |2022-08- |Healthcare 65-85 . . o COMIRNATY [TOZINAMERAN] (8- COVID-19
2| 1113 X : Non EEA Male  [Depressed level of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a -
S EU-EC- e |05 Professional Years Intramuscular use])
£ 10013179241
=}
m
g click or scan |; T
5 2i | 2022-08- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
>
; - - ) . S .
3 i EU-EC- 05 Professional EEA Years Female Pneumonia (/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a
pp
g 10013179087/ &
[a)
& click or scan | ; : Non ] ) ] - )
o 1115 i (2022-08- Healthcare EEA 18-64 Female Deep vein thrombosis (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
1S EU-EC- 05 P : Years in Death), Vaccination site induration (n/a - Unknown - ), Vaccination site oedema (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
! rofessional
& 10013178408
S
% click or scan |5 Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
= 1116 2022-08- Healthcare Non EEA  |than 85 |Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in|immunisation - Not applicable - [1d - n/a - n/a]),
e EU-EC- 05 Professional Vears Death, Other Medically Important Condition) [COVID-19 VACCINE] (S- COVID-19 immunisation -
g 10013177506 : Not applicable - [n/a - n/a - n/a)])
S
E click or scan | % ; .Cardiac discoqurt (n/a - Not Recovered/Not Resolved - Other Medically Impoﬁmt Condition), Death (0d - Fatal - Results |OMIRNATY [TOZINAMERAN] (S- COVID-19
£ [M 2022-08- |Healthcare 65-85 in Death), Dlzzmess (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Myal_gla.(n/? - Unknqwn - ), Oedema (n/a - Unknown (;ymmisation - n/a - [n/a- 1{DF} - n/a)),
g 1117 | EU-EC- THEE 105 Professional |EEA Years |Female |-), Renal failure (n/a - Not Recovqred{th Resol\'/ed.- Caused/Prolonged Hospitalisation), Sepsis (n/a - Not Rfscovered/Not COMIRNATY [TOZINAMERAN] (S - COVID-19
£ 10013176825 Resolyfed - Cau;ed/Prolongpd Hqspltahsatlon), Skin disorder (n/a - Not Recovered/Ngt Resolved - Other Mt}d'lcally Important  |jmunisation - n/a - [n/a - 2{DF} - n/a])
o) Condition), Urinary tract infection (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
o)
kol
g click or scan | = : Non
O g (2022-08- 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
1118 EUEC. | B 05 Ef;lvg;;ifal EEA Vears Female |Inflammation (8d - Fatal - Results in Death) immunisation - Not applicable - [nva - 1{DF} - n/a])
10013176798/ 3:
click or scan |5 i COVID-19 VACCINE JANSSEN (AD26.COV2.S)
e i1 |2022-08- | Healthcare 65-85 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o R - - , - - . . .
1119 EU-EC- =) 05 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10013176494 [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013180532&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013180449&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013179364&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013179241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013179087&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013178408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013177506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013176825&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013176798&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013176494&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber DZ::lp Qualification lfergulatory Group ex Route])
Purposes
dlick or scan Condition aggravated (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),
e % Infection (n/a - Fatal - Results in Death), Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged
g 1120 EU-EC- (2)(5)22-08- E:(?Il"g;sci?)rr?al Non EEA ?{Zj—: Male  [Hospitalisation, Other Medically Important Condition), Lung opacity (n/a - Unknown - Life Threatening), Neutropenia (n/a - mﬂﬁgﬁ gcgzamﬁi\:ﬁséﬁ] d(_sl;/g_jyi]))'w
g 10013175742 ' Unknown - Other Medically Important Condition), Oropharyngeal pain (n/a - Fatal - Results in Death, Caused/Prolonged 2
3 Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition)
g click or scan | 5, Non More
& y e - ) ) . L . ) ) . . )
Sl 2022-08 Healthcare Non EEA  |than 85 |Female Immunisation (n/g Fatal - Results in Death), Myocardu.ﬂ infarction (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- |¥ 41 |05 Professional Years Important Condition), Off label use (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
g 10013175227,
8 lick or scan
g clekorsean : (022-08- | Healthcare 18-64 Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Gastrointestinal haemorrhage (n/a-  |SPIKEVAX [COVID-19 MRNA VACCINE
8| 1122 BU-EC- 3 05 Professional Non EEA Vears Female |Fatal - Results in Death, Other Medically Important Condition), Hypovolaemic shock (n/a - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
’ Other Medically Important Condition) prophylaxis - Unknown - [n/a - 1{DF} - n/a])
10013175027,
% click or scan : Aspiration (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Ataxia (n/a - Not Recovered/Not Resolved
8 e F WL - Other Medically Important Condition), Creutzfeldt-Jakob disease (n/a - Fatal - Results in Death), Dementia with Lewy ME
B 1123 EUEC | & ; 3(5)22_08_ Ere(?tl"g;;i?)rr?al EEA ?(iﬁ: Male  |bodies (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dizziness (n/a - Not Recovered/Not Fg/zdfﬂ?;n@&zzg] ) RAN] (S-n/a-n/a - [n/a
2 10013174482 Resolved - Other Medically Important Condition), Dysphagia (n/a - Not Recovered/Not Resolved - Caused/Prolonged
1; Hospitalisation)
m
@ click or scan |; .
5 =] -08- - at a - Fatal - Results in Death), titis exfoliative generali a- oWn - er Medic mportant X P . .
g 2022-08-| R 65-85 Death (n/a - Fatal Dermatitis exfoliative generalised (n/a - Unknown - Other Medically Tmp COMIRNATY [TOZINAMERAN] (S - COVID-19
3 1124 EU-EC- 05 Healthcare Non EEA Vears Male Condition) immunisation - Not applicable - [n/a - n/a -
i 10013174249 Professional Intramuscular use])
®
[a)
2 click or scan T 02208 Healthcare s COMIRNATY [TOZINAMERAN] (S - COVID-19
=] 1125 . Non EEA Male  [Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
€ EU-EC- 5|05 Professional Years Intramuscular use])
& 10013173748
=)
;
click or scan |3
> 2022-08- |Healthcare 65-85 Dyspnoea (n/a - Fatal - Results in Death), Lethargy (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in COMlRNATY [TOZINMRAN] (8- COVID-19
T 1126 EU-EC- 05 Professional Non EEA Vears Male Death) immunisation - Not applicable - [n/a - n/a -
E 10013173702 ' Intramuscular usc])
S
2 lick or seam 8 | 022.08. Non 65.85 Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Monoplegia (/a- Not | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= | 1127 EU-EC- ] o 05 Healthcare EEA Vears Male  |Recovered/Not Resolved - Disabling), Movement disorder (n/a - Not Recovered/Not Resolved - Other Medically Important ~ |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
E 10013173200 ; 3 Professional Condition), Thrombosis (n/a - Fatal - Results in Death, Life Threatening) - Not applicable - [n/a - .5mL - Intramuscular use])
£
B click or scan More
B 1 2022-08- |Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ), - - ) ) o
g 1128 EU-EC. |k 05 Professional EEA ?:;ISS Female |Atrial tachycardia (0d - Fatal - Results in Death), Hyperpyrexia (1d - Fatal - Results in Death immmisation - 1/a - [iva - 3L - Intramuscudar wse])
S 10013173173
click or scan |+ T Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Arteriosclerosis
1129 1 (2022-08- |Healthcare Non EEA 65-85 Female |coTonary artery (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in |[COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- , 04 Professional Years Death, Other Medically Important Condition), Cardiovascular disorder (n/a - Fatal - Results in Death), Fall (n/a - Unknown |immunisation - Not applicable - [n/a - n/a - n/a])
10013172689 -)
click or scan | g . Blood pressure decreased (n/a - Unknown - ), Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death),
1130 41 (2022-08- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Hypercapnia (n/a - Unknown - ), Orthopnoea (n/a - Unknown - ), Oxygen COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- it 04 Professional Years saturation decreased (n/a - Unknown - ), Productive cough (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Respiratory arrest |immunisation - Not applicable - [1d - n/a - n/a])
10013172617 (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory rate decreased (n/a - Unknown - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013175742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013175227&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013175027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013174482&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013174249&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013173748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013173702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013173200&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013173173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013172689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013172617&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient | peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ lick or sean 102208 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
a1131 : Non EEA Male  |Hepatitis fulminant (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
& EU-EC- 04 Professional Years - Unknown - [n/a - n/a - Intramuscular use])
o 10013171742
<
% click or scan |;
] LCHCK OF SCall
g 132 2022-08- |Healthcare Non EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), (chAl\][%\\f 1%)59(8\/- An(/x;l_l\{}E nl?ns(f “I;A_Z[IIE]/I\;E-JCA
— EU-EC- 04 Professional Years Dyspnoea (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death)
n/a - Intramuscular use])
3 10013171711
£
g lick -
4 — ¥4 12022-08- [Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q8| 1133 : . Non EEA Female [Headache (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
; EU-EC- 04 Professional Years - Intr: ul )]
§ 10013171056 : amuscular use
8 .
5 dlickorsan 2022-08-|Healthcare 65-85 SPIKEVAX [COVID- 19 MRNA VACCINE
B| 1134 : Non EEA Male  [Syncope (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
S EU-EC- ar 04 Professional Years hyvlaxcis - Unkn " o
© 10013170567 ! prophylaxis - Unknown - [n/a - 1{DF} - n/a])
s
8 dlick or scan | ¢ oz 502208 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
3(1135 . Non EEA Female |Arrhythmia (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 EU-EC- x (04 Professional Years wa- 1 u
o 10013168738 a - Intramuscular use])
®
[a)
& click or scan | y2 :
o 1136 4 (2022-08- Healthcare Non EEA 18-64 Female COVID-19 (n/a - Fatal - Results in Death), Liver transplant failure (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
1S EU-EC- 04 Professional Years Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
& 10013168673
o)
S
% click or scan |; More
> 2022-08- |Healthcare . L . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl .
T 1137 EU-EC- 04 Professional Non EEA  |than 85 |Female |Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
Years
g 10013168174
S
Ko) click or scan |3 COVID-19 VACCINE JANSSEN (AD26.COW2.5)
E R 12022-08- Non Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S| 1138 | BU-EC vl (04 Healthcare  [Non EEA Specified Male  |Death (/2 - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
= 10013168059 1F Professional n/a])
=
<
% Altered state of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
g Anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Blood lactate dehydrogenase increased (n/a - Unknown -
L Caused/Prolonged Hospitalisation), Brain natriuretic peptide increased (n/a - Unknown - Caused/Prolonged Hospitalisation),
o Dizziness (n/a - Unknown - Caused/Prolonged Hospitalisation), Haemolytic uraemic syndrome (n/a - Unknown - Other
click or scan | More Medically Important Condition), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown -
1139 2022-08- |Healthcare Non EEA  |than 85 [Male Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Unknown - Caused/Prolonged Hospitalisation), Platelet count| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG |5 I3 (04 Professional Vears decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Psychiatric symptom (n/a - Unknown - Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10013167305 Hospitalisation), Pulmonary haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Red blood cell schistocytes
present (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown -
Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013171742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013171711&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013171056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013170567&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013168738&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013168673&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013168174&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013168059&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013167305&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt for Sex
Date p Qualification Regulatory Group Route])
Purposes
click or scan |5 W Non
N =42022-08- 65-85 . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N - R - -
S 1140 EU-EC- B 04 Eﬁ;ﬁf& Non EEA Vears Female [Back pain (n/a - Unknown - ), Neoplasm malignant (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
o) 10013167255
o
<
N
@ click or scan | ; VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
© - Non i i - - i i - - . AN
8| 11t 2022-08- Hosltheare EEA 65-85 Mile Card19pu_]mc_>nary failure (n/a - Fatal - Results in Death), Ischaemic stroke (n/a - Unknown - Caused/Prolonged (CHADOXI NCOV-19)] (S- COVID-19 immunisation
3 [oot316709 200 |profesiond Years Hospialisation - Not applicable - [ - | DF} - /)
%)
é_
= click or scan |; :
q 1142 51 2022-08- | Healthcare EEA 65-85 Male Cardiac failure (n/a - Fatal - Results in Death), Gait disturbance (n/a - Not Recovered/Not Resolved - ), Pain in extremity ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
§ EU-EC- | %8 04 Professional Years (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10013166833
:
5 dlick or sean | 502208 /Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
Z 1143 BU-EC- TR 04 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
-§ 10013166720 33 ] y Professional immunisation - n/a - [n/a - 3{DF} - n/a])
m
o]
% click or scan | Non
8 2022-08- 65-85 ) ) . . ) ) . COMIRNATY [TOZINAMERAN] (S - COVID-19
% 1144 EU-EC- i b 04 lf)lﬁ;kslsci?)r;al EEA Vears Female |Death (n/a - Fatal - Results in Death), Neoplasm malignant (143d - Fatal - Results in Death) immunisation - n/a - [n/a - 2 {DF} - n/a])
a 10013166727, j
g click or scan 1
E 2022-08- Healthcare 65-85 Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Neoplasm malignant (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
1145 Non EEA Male P en
% EU-ECG | %= T 04 Professional Years Results in Death, Other Medically Important Condition), Weight decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
=) 10013164318 =
S
g click or scan | g -
© ; 31 2022-08- | Healthcare 65-85 . L . COMIRNATY [TOZINAMERAN] (S- COVID-19
c 4 _ _
g 1146 EU-EC- 04 Professional Non EEA Years Female [Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
10013164018
s
[a]
E COMIRNATY [TOZINAMERAN] (S- COVID-19
£ lick or sean : Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Unknown - [1d - n/a - Intramuscular
4| 1147 o |2022-08- Healthc'are EEA 18-64 Female |Condition), Thrombotic microangiopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other usel), TACROLIMUS [TACROLIMUS,
= EU-EC- 04 Professional Years Medicall f ortant Condition) ———— > T ACROLIMUS MONOHYDRATE] (S - Product used
= 10013163830 ¥y imp for unknown indication - Drug withdrawn - [172d - n/a
B - n/a])
8 Acute kidney injury (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
S click or scan 15 Mor Condition), Bradycardia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important ~ |{COVID-19 VACCINE ASTRAZENECA (CHADOX1
o b 9022-08-|Healthcare tho e8 5 Condition), Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coma (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1148 |  pUEC X 04 Professional  |™Non EEA Yan Male  |Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10013163229 : cars Hospitalisation), Hypoglycaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically - Unknown - [n/a - n/a - Intramuscular])
Important Condition), Hypothermia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Hypothyroidism (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
click or scan |; -
1149 2d (2022-08- |Healthcare EEA ?&eg 5 Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG- | %gh 03 Professional Vears Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) limmunisation - Not applicable - [1d - n/a - n/a])
10013161827 H j

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013167255&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013167096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013166833&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013166729&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013166727&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013164318&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013164018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013163830&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013163229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013161827&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ lick or sean : 2022-08- | Healthcare 65-85 COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - COMIRNATY [TOZINAME (S- COVID-19
(1150 : . EEA Male  [Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in Death, Other . P . ]
I EU-EC- iz 03 Professional Years - . immunisation - Not applicable - [1d - n/a - n/a])
) = Medically Important Condition)
o 10013161818
i
9 click or scan |; - More COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cough (n/a - Unknown -
g 1151 21 12022-08- | Healthcare EEA than 85 |Female Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition), Vaccination failure |COMIRNATY [TOZINAMERAN] (S- COVID-19
— EU-EC- oh 3 |03 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccine associated enhanced respiratory disease (n/a [immunisation - Not applicable - [1d - n/a - n/a])
3 10013161640 - Fatal - Results in Death, Other Medically Important Condition)
[%2]
é— lick
click or scan
2 _— ; Non . . . . SPIKEVAX [COVID-19 MRNA VACCINE
5| 1152 _ 2022-08- Healthcare EEA 18-64 Female Pain (n/a - .Unknown -), Sepsis (r}/fi - Unknown - ), Toxic shock syndrome streptococcal (n/a - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
d EU-EC- % 03 . Years Other Medically Important Condition) . o .
Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
10013161122
@
% click or scan | %
5 by (2022-08- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
-EC- A - -
> 1153 EU-EC. 2% 03 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) n/a- [/a - n/a - n/al)
= 10013160813 ;
o
g
E click or scan | g ! Non
il (2022-08- 18-64 o . . . . Lo COMIRNATY [TOZINAMERAN] (S- COVID-19
% 1154 EU-EC- i |03 lf)l;()cagslsci?)rgal EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - 2 {DF} - n/a])
a 10013160464 4
o
g click or scan | ; S
2% [2022-08- |Healthcare 18-64 - s . COMIRNATY [TOZINAMERAN] (S - COVID-19
) ; - - . Nl .
E 1155 EU-EC- Ar Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
é’ 10013160365
% click or scan |5 i
c 31| 2022-08- | Healthcare 65-85 L L . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
g 1156 EU-EC- 03 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
g 10013160097
T
E click or scan |; x Non More
E 1157 j (2022-08- Healthcare EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
£ EU-EC- S 03 Professional Vears immunisation - n/a - [n/a - 3{DF} - n/a])
< 10013160085/ 2
z
% click or scan |; :
2l | 2022-08- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
~ . - - . . .
51158 EU-EC- 03 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) immunisation - 1/a - [/a - 4 {DF} - n/a])
10013160083
click or scan |
% (2022-08-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
159 EU-EC- 03 Professional EEA Years Female |Sudden death (/a - Fatal - Results In Death immunisation - n/a - [1d - n/a - Intramuscular use])
10013159089

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013161818&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013161640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013161122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013160813&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013160464&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013160365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013160097&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013160085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013160083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013159089&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient | peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | 5z - ME
g i (2022-08- Healthcare 18-64 Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Seizure (n/a - Fatal - Results COMIRNATY (TOZIN . | (3- COVID-19
N 1160 EU-EC 03 P . Non EEA Female |, . - immunisation - Not applicable - [n/a - n/a -
I -EC- rofessional Years in Death, Other Medically Important Condition)
) Intramuscular use])
o 10013158078
<
N . [ Acidosis (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory distress syndrome (4d - Fatal -
) dlick or scan : Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Embolism SPIKEVAX [COMD-19 MRNA VACCINE
© o (2022-08- |Healthcare 18-64 . T . L MODERNA (CX-024414)] (S- COVID-19
o) 1161 . Non EEA Male  |(4d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypertrophy (4d - . .
= EU-EC- L 03 Professional Years - oot . . prophylaxis - Not applicable - [n/a - 1{DF} -
3 10013157806| B2 . Fatal - Results in Dea'th .(hl.]sed/Prolonged ﬂospltallsatlon), Thro;r}bocytopema (4d - Fatal - Results in Death Tntramuscular usc])
g Caused/Prolonged Hospitalisation, Other Medically Important Condition)
é— click or scan | ; .z
= 2022-08- |Healthcare 65-85 L L . COMIRNATY [TOZINAMERAN] (S- COVID-19
| 162 EU-EC- w03 Professional Non EEA Years Fermale | Adverse event following immunisation (/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
§ 10013156502
8 . Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac dysfunction (n/a - Fatal -
o [ : Y] Results in Death, y Imp: s MRN. CCINE
B dlick or scan | w5 i 2022-08- | Healthcare 65-85 Results in Death, Other Medically Important Condition), Cardiac hypertrophy (n/a - Fatal - Results in Death), ﬁéﬁ‘ﬁ&g‘_ﬁ?&? 4] (SI}(%WD19
B| 1163 EU-EC- i . 03 Professional Non EEA Vears Female |Cholelithiasis (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), rophylaxis - Not applicable - [nva - 1 {DF} -
2 i 2 Pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - Life propuy PP
= 10013153064 : Intramuscular use])
B Threatening)
m
g click or scan | gt T Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Contusion (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
10T 4 a! |2022-08- Healthcare EEA 18-64 Female Haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Intentional product use issue (n/a - immunisation - Not applicable - [n/a - n/a - n/a]),
3 EU-EC- (03 Professional Years Unknown - ), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition), Vaginal haemorrhage (n/a - ELIQUIS [APIXABAN] (S - Thrombocytopenia -
% 10013152707 Unknown - Other Medically Important Condition) Drug withdrawn - [n/a - n/a - n/a])
[a)
g dlick or scan |3 0 | 02208 Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
‘£ | 1165 BU-EC- i : 03 Healthcare EEA than 85 Female |Cerebellar stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
E 10013152289 1 Professional Years Intramuscular use])
S
% click or scan |; : Non COVID-19 VACCINE JANSSEN (AD26.COV2.5)
> il | 2022-08- 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
- - - .
TI66 | pupc |k 02 ?:(?g;:iirgal Non EEA Vears Female |Death (n/a - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
g 10013150478 n/a))
®
% click or scan | ;
IS 2022-08- | Healthcare 18-64 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
i : - - X - - . S .
£ 1167 EU-EC- 2 02 Professional EEA Vears Female |Pneumonia (13d- Fatal - Results in Death), Sepsis (13d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
<1 10013149106 :
=
2
% click or scan
o £ |2022-08- | Healthcare 65-85 o . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
O[1168 | EU-EC- 02 Professional |EEA Years |Female |Cardiac failure (2wk - Fatal - Results in Death), Pneumonia (2wk - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10013148793
lick or sean  |5022-08- Non Not Not Foetal chromosome abnormality (n/a - Fatal - Results in Death, Congenital Anomaly), Foetal malformation (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
1169 Healthcare EEA . .. _|Results in Death, Congenital Anomaly), Maternal exposure timing unspecified (n/a - Fatal - Results in Death, Congenital |immunisation - Not applicable - [n/a - .3mg -
EU-ECG | & 02 . Specified Specified ul
10013148716/ & Professional Anomaly) Intramuscular use])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013156502&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013153064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013152707&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013152289&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013150478&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013149106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013148793&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ;i k: 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
N i i (2022-08- Healthcare 18-64 . . . . oo (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
N - -
S 1170 EUEC |g 0 Professional Non EEA Vears Male  [Abdominal distension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) na - Intramuscular use]), [COVID-19 VACCINE] (S-
g 10013148099 n/a - Unknown - [n/a - n/a - n/a))
$ COMIRNATY [TOZINAMERAN] (S- COVID-19
% immunisation - n/a - [1d - 30ug - Intramuscular use]),
a ELIQUIS [APIXABAN] (S- Atrial fibrillation - n/a -
g [480d - 2.5mg - Oral use]), TRIXEO AEROSPHERE
g click or scan | =g 4 More [BUDESONIDE, GLYCOPYRRONIUM BROMIDE,
S tk (2022-08- |Healthcare . FORMOTEROL FUMARATE DIHYDRATE] (S-
a . - - ) . . .
@' un EU-EC- " Frr 02 Professional EEA 2}{1::155 Mele  Death (1d- Fatal - Results in Death Chronic obstructive pulmonary disease - n/a - [239d -
'§ 10013146896 4{DF} - Inhalation use]), [BISOPROLOL
> FUMARATE] (S- Atrial fibrillation - n/a - [115d -
§ 1.5mg - Oral use]), [OMEPRAZOLE] (S - Prophylaxis
] against gastrointestinal ulcer - n/a - [n/a - 20mg - Oral
S use])
= . :
> dlick or sean | 2 5 02.08. [ Non 1864 COVID-19 VACCINE JANSSEN (AD26.COV2.9)
-§ 1172 EU-EC- ] : 0 Healthcare EEA Vears Male  [Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
u 10013145442| & Professional n/a-n/a-[n/a-n/a-n/a])
8
5 .
& click or scan | ; Non More
glun| e |8 3222'08' Healthcare  |EEA than 85 |Female |Death (0d - Fatal - Results in Death, Other Medically Important Condition) FSX_T}%TY [TOZINAMERAN] (S- n/a - n/a - [n/a
E Professional Years
10013142013
3
E click or scan | ;=& o COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
% 174 ek | 2022-08- | Healthcare Non EEA 18-64 Male Anaemia (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - - [/a - n/a - n/a]), VAXZEVRIA [COVID-19
‘ga EU-EC- e (01 Professional Years Results in Death) 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
% 10013139977 ; (S- n/a - Unknown - [n/a - n/a - Intramuscular use])
>
s click or scan | =& 5 COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
g 175 ek | 2022-08- | Healthcare Non EEA 18-64 Male Anaemia (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
8 EU-EC- = |01 Professional Years Results in Death) VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
% 10013139977 ; (S- n/a - Unknown - [n/a - n/a - Intramuscular use])
£
E click or scan A 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E 2022-08-|Healthcare Non EEA 18-64 Mal Acute abdomen (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
=176 | BUEC E 01 Professional ~ |NOD Years © n/a - Intramuscular use]), [COVID-19 VACCINE] (S-
% 10013139212 n/a - Unknown - [n/a - n/a - n/aJ)
B
© Jick or sean | |
Sieeorsan 502208 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1177 . Non EEA Male |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- ; 01 Professional Years na - Intramuscular use])
10013139197 =3ha
click or scan | ;5 COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
178 ¥ 2022-08- Healthcare Non EEA 18-64 Female Hypotension (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death, Disabling), Platelet |- [1d - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE|
EU-EC- -: 01 Professional Years disorder (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
10013138582 Unknown - [1d - n/a - Intramuscular use])

Manual "ICSR Form

" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& _xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013148099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013146896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013145442&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013142013&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013139977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013139977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013139212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013139197&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013138582&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | Z¥EREA%S COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
g 1179 = (2022-08- |Healthcare Non EEA 18-64 Female Hypotension (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death, Disabling), Platelet |- [1d - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE|
< EU-ECG- | = (01 Professional Years disorder (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
g' 10013138582, Unknown - [1d - n/a - Intramuscular use])
<
% lick or scan |
& clekorsean | 4 2022-08- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0| 1180 1 : Non EEA Male  |Oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
— EU-EC- x (01 Professional Years n/a - Intramuscular use])
3 10013138571
£
§- click or scan |4
. ki 202208 |Healthcare |\ o [18:64 |\ [injury (wa - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), mﬂﬁg ggzam‘h“c‘amblz’_\ﬁ] d(_sl;/;x_)wnw
d EU-EC | &5 01 Professional Years Syncope (n/a - Fatal - Results in Death, Other Medically Important Condition) Tntramuscular we]) PP
§ 10013138445 uscular use
8 lick
= click or scan | 4 : ) ME )
S| 1182 zii | 2022-08-|Healthcare Non EEA 65-85 Male Concussion (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Skull fracture (n/a - Fatal - Results in mﬁﬁgﬁ ggzellNlicable i [1] d(-S mg?\/u)w
S EU-EC- , 01 Professional Years Death), Subdural haematoma (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) Intramuscular use]) PP
£ 10013138425 '-'
=}
m
g click or scan || Acute myocardial infarction (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), CS\EREQJX\I[;?ZTQ%S?SZJ _(Sl ;D(g\f[]}w
5 — : More COVID-19 immunisation (n/a - Unknown - ), Cardio-respiratory arrest (1d - Fatal - Results in Death, Life Threatening, prophy PP .
24 2022-08- | Healthcare LS ) o n Intramuscular use]), SPIKEVAX [COVID-19 MRNA
& 1183 B . Non EEA  [than 85 |Female |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Decreased appetite (n/a - Unknown - ),
P U-EC- 01 Professional v o ion (n/a - Unkn Interch. N . ducts (n/a - Unkn Occinital neuralgia (n/a - Unkn 'VACCINE MODERNA (CX-024414)] (S- COVID-19
= 10013137694 ears lypotension (n/a- own - ), Interchange of vaccine products (n/a - own - ), Occipital neuralgia (n/a - own - ), prophylaxis - Not applicable - [n/a - 1 {DF} -
[a Pain (n/a - Unknown - ), Tension (n/a - Unknown - ) Tntramuscular usc])
o -
o click or scan || Acute myocardial infarction (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Og%ﬁfﬁ;g%ﬁg% _(§ {D(%;\ZIDN
€ — : 2022-08- | Heal More COVID-19 immunisation (n/a - Unknown - ), Cardio-respiratory arrest (1d - Fatal - Results in Death, Life Threatening, prophy PP
; -08- thcare Lo . - : Intramuscular use]), SPIKEVAX [COVID-19 MRNA
% 1184 E . Non EEA  [than 85 |Female |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Decreased appetite (n/a - Unknown - ),
5 U-EC- 01 Professional Y . . L . 'VACCINE MODERNA (CX-024414)] (S- COVID-19
g ears Hypotension (n/a - Unknown - ), Interchange of vaccine products (n/a - Unknown - ), Occipital neuralgia (n/a - Unknown - ), . .
10013137694 - . prophylaxis - Not applicable - [n/a - 1{DF} -
% Pain (n/a - Unknown - ), Tension (n/a - Unknown - ) Tntramuscular se])
>
™ .
< dlick or scan | g 5 022.08.Falthcare _ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 1185 : Non EEA Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
® EU-EC- o 01 Professional Years n/a - Intramuscular use])
% 10013137368 i
£
P dlick or scan |+ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=1 2022-08- |Healthcare Not . . L
£ 1186 EU-EC- o1 Professional Non EEA Specified Female |Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
o p applicable - [n/a - n/a - Intramuscular use])
3 10013136969
% Activated partial thromboplastin time prolonged (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
5 Agitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
Death), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular
click or scan coagulation (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea exertional (n/a - Fatal - Results in Death COVID-19 VACCINE ASTRAZENECA (CHADOX1
L4 12022-08- | Healthcare Non FEA  |18-64  |Female Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1187 | EU.EC- H (01 Professional Years Lymphocytosis (n/a - Fatal - Results in Death Cqmed/P_rolonged Hospitalisation), Multiple organ dysfunction syndrome (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10013133546 (n/a - Fatal - Results in Death), Poor peripheral circulation (n/a - Fatal - Results in Death), Pulmonary embolism (n/a- |- Not applicable - [n/a - n/a - n/a])
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulseless electrical activity (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown -
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013138582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013138571&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013138445&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013138425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013137694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013137694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013137368&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013136969&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013133546&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan
N U (2022-08-|Healthcare 18-64 . . . . - .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
[aN) - -
S 1188 EUEC |3 o1 Professional Non EEA Vears Male  [Adrenocorticotropic hormone deficiency (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
o) 10013133086
o
<
3\ .
9 click or scan | g2 ! Non More
® . _OR- _ _ . _ _ . 3 _ _ . _
El11s9 2022-08 Healthcare EEA than 85 |Female Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
— EU-EC- 01 Professional Years Death) immunisation - n/a - [n/a - n/a - n/a])
3 10013132635
£
Q .
fon click or scan | ; ; Non
= f (2022-08- 18-64 - . . COMIRNATY [TOZINAMERAN] (S- COVID-19
3o - - Results in Death) . S
8| 1190 BU-EC- 01 Ereai‘thciar;al EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death immunisation - n/a - [n/a - 2{DF} - n/a])
§ 10013132634 ofessio
@
= click or scan | 1y 7 Non
Bl 1191 o [2022-08- yclthcare  |EEA 1864 |\ fale  |Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S~ COVID-19
S EU-EC- 01 Professional Years immunisation - n/a - [n/a - n/a - n/a])
£ 10013132632
o
g click or scan | =% . COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10T 92 ; & |2022-08- |Healthcare Non EEA 18-64 Female Chronic kidney disease (4d - Fatal - Results in Death), Encephalopathy (4d - Fatal - Results in Death), Pneumonia (4d- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 EU-EC- (01 Professional Years Fatal - Results in Death), Septic shock (4d - Fatal - Results in Death) Product used for unknown indication - Not applicable -
% 10013132039 =+ [n/a - n/a - Intramuscular use])
[a)
2 cleorsem % 12022-07- Healtheare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
=[1193 : Non EEA Male  |Asthenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
€ EU-EC | v L4 (30 Professional Years a - Intramuscular use])
& 10013128280 i
D
;
E click or scan 502207 sttt 65.85 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
cl1104| puEc o 7- Proftes:izrf | [NonEEA |vog |Male |Acute Kidney injury (3d- Fatal - Results in Death), Plewal effusion (3d- Fatal - Results in Death), Pneumonia (3d - Fatal [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)) (S -
g 1001312 - Results in Death), Pumonary mass (3d - Fatal - Results in Death) Product used for unknown indication - Not applicable -
g 0013128075 [n/a - n/a - Intramuscular use])
[a]
T
£
% click or scan | ;5 o SPIKEVAX [COVID-19 MRNA VACCINE
g 1195 2022-07- Healthcare EEA 65-85 Male Duodenal ulcer (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
o) EU-EC- & (30 Professional Years Results in Death, Other Medically Important Condition), Nausea (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
2 10013126917 Intramuscular use])
3
§ dlick or sean |3 : 4 . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
il |2022-07- |Healthcare 65-85 Deep vein thrombosis (n/a - Fatal - Results in Death), Haemorrhagic stroke (n/a - Fatal - Results in Death), Seizure (n/a - - o
1196 . Non EEA Female X T . N (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 29 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death) Unkn ld-n/a-1 .
10013124591 - Unknown - [1d- n/a - Intramuseular use])
clidcorsan ¥ [2022-07-|Healthcare 18-64 Guillain-Barre syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vomiting (n/a VAXZEVRIA [COVID-19 VA AST A
1197 : Non EEA Female R4 S P g 28| CHADOX1 NCOV-19)] (S - COVID-19 immunisation
EU-EC- | = 29 Professional Years - Unknown - ) licab
10013124583 - Not applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013133086&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013132635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013132634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013132632&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013132039&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013128280&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013128075&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013126917&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013124591&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013124583&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp! Qualification or Group ex Route])
Date Regulatory
Purposes
~ lick or seam it 2022-07- Non Not Interchange of vaccine products (n/a - Unknown - ), Off label use (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
(1198 h Healthcare Non EEA .. |Female |Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Other Medically ~ |. P .
I EU-EC- 29 Professional Specified I Conditi immunisation - Not applicable - [n/a - n/a - n/a])
Py 10013124456 2. rofession: mportant Condition)
o
i lick
W click or scan C
= 2022-07-|Healthcare 18-64 ) ) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0| 1199 EU-EC- 1 29 Professional Non EEA Vears Male  |Hypertension (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Fl 10013124207 3 wa - Intramuscular use])
%)
é— lick
click or scan |5
£ % 2022-07- |Healthcare 18-64 . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 1200 . Non EEA Female |Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
d EU-EC- 29 Professional Years
§ 10013124027 i - n/a - Intramuscular use])
@
% click or scan | w Non
= 2022-07- Not L . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
k= . - - . o .
%’ 1200 pope | 29 E;Ocag;sciirgal Non EEA Specified Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
[ 10013123598
<
m
g dlick or sean |5 : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5 a1 (2022-07- Healthcare 18-64 Lymphocyte count increased (n/a - Unknown - Other Medically Important Condition), Myocarditis (1d - Fatal - Results in .
1202 . Non EEA Male (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
LRC pp!
3 EU-EC 29 Professional Years Death) a - Intramuscular use])
< 10013123030/ = ceT
®
[a)
g click or scan |; . Abdominal distension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Abdominal pain upper (n/a - Fatal -
2| 1203 2k 2020700 o [Not o [Results in Death, CawedProlonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged ﬁéﬁ%&gﬁ?ﬁ 4“)“] “(S“_\XSWOCIDI NS
1S EU-EC- fu=rke |29 Professional Specified Hospitalisation), Feeding disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal rophylaxis - Not applicable - [1d- 1 {DF} - n/a])
& 10013122971 - Results in Death, Caused/Prolonged Hospitalisation) prophy PP
o)
S
g dlick or sean | 5022.07.|Heattheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
= | 1204 EU-EC- 29 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
% 10013122970 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
s
a click or scan |; -
ol _— Angina pectoris (n/a - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
IS 2 (2022-07- [Healthcare 18-64 P - :
| 1205 EU-EC- R 29 Professional Non EEA Vears Male  [Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
E 10013122827 3 ; . Vaccination site erythema (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) - n/a - Intramuscular use])
E
a click or scan | i Acute respiratory failure (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal X7
B 1206 2 (2022-07-|Healthcare Non EEA 65-85 Male || Results in Death), Disseminated intravascular coagulation (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - z/CHA];E(F)/)%[lAI\I[é«O)\\/iI 113—)59(8\/_ A&?\Eg?gmmﬁgﬁgﬁ
g EU-EC- 29 Professional Years Results in Death), Nausea (n/a - Fatal - Results in Death), Pallor (n/a - Fatal - Results in Death), Pneumonia (n/a - - Not applicable - [/a - /a - Intramuscular use])
o 10013122809 : Fatal - Results in Death), Septic shock (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) PP
click or scan |; Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
1207 2022-07- | Healtheare | oo (1864 |\ (Condition), Cerebrovascular accident (a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically [ OV AT Y [ggzamﬁdcvamblsﬁ] (5 COVID-19
EU-EC- . 29 Professional Years Important Condition), Haemorrhage intracranial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Intr: ul ) PP
10013122373 Medically Important Condition) amuscurar use
click or scan | g . X7E CCINE RAZENE
31 |2022-07- | Healthcare 65-85 . . . . V: VRIA [COVID-19 VA AST CA
1208 EU-EC- i 29 Professional Non EEA Years Male  [Mouth ulceration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10013122095 ; n/a - Intramuscular use])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013124456&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013124207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013124027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013123598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013123030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013122971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013122970&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013122827&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013122809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013122373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013122095&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient | peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |; . Non More Abdominal pain upper (n/a - Unknown - Caused/Prolonged Hospitalisation), Arthralgia (n/a - Unknown - Caused/Prolonged
g 1209 il (2022-07- Healthcare EEA than 85 [Male Hospitalisation), Blood pressure increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pain in extremity (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
< EU-EC- G L3129 Professional Vears Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - n/a - n/a])
3 10013122010 = : Hospitalisation, Other Medically Important Condition)
<
g click or scan Non
® -07- - -
0| 1210 2022-07 Healthcare EEA 18-64 Male  [Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINMRAN] (S- COVID-19
— EU-EC- 29 . Years immunisation - Not applicable - [n/a - n/a - n/a])
3 10013121997 Professional
g
Q .
fon click or scan |4 Mor
IS 2022-07-|Healthcare ore Interchange of vaccine products (n/a - Fatal - Results in Death), Off label use (n/a - Fatal - Results in Death), Sudden COMIRNATY [TOZINAME! S- COVID-19
gl 1211 Non EEA [than 85 |Female &
d EU-EC- 229 Professional Vears cardiac death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
§ 10013119377
@
% click or scan
= It [2022-07- |Healthcare 65-85 . . . " COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
_!>i’ 1212 EU-EC- 1120 Professional EEA Vears Male  |Coronary artery thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) - n/a-n/a))
5 10013119307
=}
Lu .
8 dlick or sean | B 02207 Healtheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
3l1213 . Non EEA Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
@ EU-EC 1% 2|20 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
i ) - - - -
8 10013118600
[a)
& click or scan | w2 Non
[} 2022-07- 65-85 Peripheral circulatory failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
=] 1214 Healthcare EEA Male |, . P
1S EU-EC- 2129 Professional Years in Death) immunisation - n/a - [n/a - n/a - n/a])
& 10013118500 :
o)
‘; Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Disseminated
click or scan |4 L intravascular coagulation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemorrhage X7E CCINE RAZENE
%‘ 1215 24 2022-07- Healthcare EEA 65-85 Female intracranial (n/a - Fatal - Results in Death), Meningorrhagia (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - ?]CHADS/RI)EIAI\I[((IX))\\/{I gﬁg(sv_ A(DWD?;TMmisatigg
g EU-EC- D 229 Professional Years Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis with thrombocytopenia - Not applicable - [n/a - 1 {DF} - Intramuscular])
g 10013117694 syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Transverse sinus thrombosis PP
g (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
E click or scan || Autonomic nervous system imbalance (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke
= - i 2022-07-|Healthcare 65-85 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Motor dysfunction (n/a - Fatal - Results in Death 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E 1216 EU-EC- : 29 Professional Non EEA Vears Male  [Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S - Immunisation - Not
= 10013117681 . Hospitalisation), Personality change (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia bacterial |applicable - [1d - n/a - Intramuscular use])
3| (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
ko)
% lick or scan |; i 2022-07-|Healthcare 65-85 Death (0d - Fatal - Results in Death), Language disorder (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
5 1217 EU-EC- o 29 Professional EEA Vears Male  |Hospitalisation), Metastases to central nervous system (n/a - Not Recovered/Not Resolved - Caused/Prolonged immunisation - n/a - [n/a - 2 {DF} - n/a])
10013117489 2 Hospitalisation), Nervous system disorder (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
Acute myocardial infarction (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a -
click or scan | ; : Non Unknown - ), Cardiac failure (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cyanosis (n/a -
1218 i (2022-07- Healthcare EEA 65-85 Male Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Disorientation (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- , 2129 Professional Years Caused/Prolonged Hospitalisation), Ischaemic cardiomyopathy (n/a - Unknown - Caused/Prolonged Hospitalisation), immunisation - n/a - [n/a - 2{DF} - n/a])
10013117486 Restlessness (n/a - Unknown - Caused/Prolonged Hospitalisation), Venous thrombosis (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013119377&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013119307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013118600&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013118500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013117694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013117681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013117489&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013117486&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |5 _' SPIKEVAX [COVID-19 MRNA VACCINE
N F 03 2 (2022-07- [Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
N A - - ) . .
< 1219 EU-EC- AT 29 Professional Non EEA Years Male Pyrexia (2d- Fatal - Results in Death prophylaxis - Not applicable - [n/a - 1{DF} -
3 10013117252| &8 5 Intramuscular use])
<
g . Brain herniation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
click or scan |4 L N L - immunisation - Not applicable - [1d - 1{DF} - n/a)),
g % 19022-07-|Healthcare 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 MRNA VACCINE
—| 1220 EU-EC- e o 29 Professional Non EEA Years Female |Condition), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Inappropriate schedule of product MODERNA (CX-024414)] (S- COVID-19
3 10013116493 ’ administration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - immunisation - Not applicable - [1d- 1 {DF} -
g Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramuscular usc]) PP
o _
IS . Brain herniation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
q dlick or sean | - ¢ Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d- 1{DF} - n/a}),
i (2022-07- | Healthcare 18-64 e age Sesuls In death, pitatsation, icatly mp SPTKEVAX [COVID-19 MRNA VACCINE
§ 1221 EU-EC- 29 Professional Non EEA Vears Female |Condition), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Inappropriate schedule of product MODERNA (CX-024414)] (S- COVID-19
> 10013116493 ; administration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - immunisation - Not applicable - [1d- 1 {DF} -
% Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Tntramuscular we) PP
5 .
S click or scan | ; 5
_‘g 1222 et (2022-07- Egglthcare EEA 65-85 Male Card?opulmonary failure (4n_10 - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other COMIRNATY [TOZINAMERAN] (S - COVID-19
o EU-EC- x 29 Professional Years Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} - n/a])
G 10013116368
(]
5
3 click or scan |;
% 5022-07- |Healthcare 18-64 o o ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1223 . Non EEA Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
[a EU-EC- L b 129 Professional Years n/a - Intramuscular se])
g 10013115369 '
[}
€ i ! L
£ dlickor scan | 2t 15022-07- Healtheare Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5| 1224 X : Non EEA .. |Male |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
o EU-EC % |29 Professional Specified - Not applicable - [n/a - n/a - Intramuscular use])
% 10013115366
? click or scan | B Asphyxia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in
— More Death, Other Medically Important Condition), Feeling abnormal (n/a - Unknown - ), Malaise (n/a - Unknown - ), Mydriasis ME
g 1225 Lupe & 3222_07_ Erejg;scii: 2 [NonEEA |than 85 |Female |(n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ), Pulse absent (n/a - Fatal - Results in Death), Pupillary reflex mﬂﬁgﬁ ggimlicable 1 n/] S ;/(al?\f/z)w
g 10013113808 ) Years impaired (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important PP
E Condition), Rhinorrhoea (n/a - Unknown - ), Vomiting (n/a - Fatal - Results in Death)
% Chest discomfort (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - ), Deep vein thrombosis (n/a - Fatal -
g click or scan J Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Embolism (n/a - Fatal - Results in
o A 2022-07- |Healthcare 18-64 Death, Other Medically Important Condition), Embolism arterial (n/a - Unknown - Other Medically Important Condition), |COMIRNATY [TOZINAMERAN] (S- COVID-19
211226 EU-EC- |58 Professional Non EEA Vears Male  |Illness (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary |immunisation - Not applicable - [n/a - n/a -
8 10013112565 artery occlusion (n/a - Unknown - Other Medically Important Condition), Pulmonary artery thrombosis (n/a - Fatal - Results|Intramuscular use])
§ in Death, Other Medically Important Condition), Sudden death (n/a - Fatal - Results in Death, Other Medically Important
Condition)
click or scan Non
i 12022-07- Not . i ” COMIRNATY [TOZINAMERAN] (S - COVID-19
1227 cuEC 8 Hea]thgare Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10013111826
click or scan | ; Non
ek 2022-07- Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
X . - - Results in Death) . S .
1228 BU-EC- 12 WY Healthqare Non EEA Specified Male  |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [1/a - n/a - n/a])
10013111804 : Professional
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Primary
BV Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# ENU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on ta%(en - [Durgtion - Dose -
umber Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N
S
3
$ SPIKEVAX [COVID-19 MRNA VACCINE
% MODERNA (CX-024414)] (S- n/a - Not applicable -
[a) [n/a - n/a - Intramuscular use]), [A/HONG
g KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
%) KONG4801/2014, X-263B), B/BRISBANE/60/2008-
5 lick LIKE STRAIN (B/BRISBANE/60/2008, WILD
5 Cick or seal | ; 5022.07. | Health More TYPE), A/CALIFORNIA/7/2009 (HINI)PDM09-
81229 upe |3 i Professcizrrf | [NonEEA than 85 |Male  |Death (0d - Fatal - Results in Death, Other Medically Important Condition) DERIVED STRAIN USED (NYMC X-181), A/HONG
> 10013111602 ; Years KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
§ KONG4801/2014, X-263B), B/BRISBANE/60/2008-
oy LIKE STRAIN (B/BRISBANE/60/2008, WILD
% TYPE), AMICHIGAN/45/2015 (HIN1)PDM09-LIKE
= STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
S INFLUENZA VACCINE] (S - n/a - Not applicable -
£ [n/a - n/a - n/a])
@ SPIKEVAX [COVID-19 MRNA VACCINE
o) MODERNA (CX-024414)] (S- n/a - Not applicable -
5 [n/a - n/a - Intramuscular use]), [A/HONG
& KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
% KONG4801/2014, X-263B), B/BRISBANE/60/2008-
o click or scan || LIKE STRAIN (B/BRISBANE/60/2008, WILD
S S 9009-07- | Healthcare More TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09-
o[ 1230 BU-EC. ] ;2. e Professional Non EEA  [than 85 |Male  |Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition) DERIVED STRAIN USED (NYMC X-181), AAHONG
IS 10013111600 F Years KONG'4801/2014 (H3N2)-LIKE STRAIN (A/HONG
g KONG'4801/2014, X-263B), B/BRISBANE/60/2008-
§! LIKE STRAIN (B/BRISBANE/60/2008, WILD
% TYPE), AMICHIGAN/45/2015 (HIN1)PDMO9-LIKE;
o STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
T INFLUENZA VACCINE] (S- n/a - Not applicable -
g [n/a - n/a - n/a))
g click or scan |
E 1231 EU-EC- i - . 3322-07- E:(?tlg;sci?)rgal Non EEA lYi;?j Female |Liver transplant failure (n/a - Fatal - Results in Death, Other Medically Important Condition) mﬁ%&gﬁ;ﬁgﬁﬁfﬁﬁ é/Sa-_(:/g/)[D-w
> 10013111145
i=
? click or scan | :
5 T 5 1020.07. [Non 1864 S VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7 1232 EU-EC- ] 8 Healthcare Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
g 10013111065! 3 ; Professional applicable - [n/a - n/a - Intramuscular use])
G
i bo : 2022-07-|Health 18-64 Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1233 oune i 5 b CAC - INonEEA |0 >F [Male  |Caused/Prolonged Hospitalisation), Oropharyngeal pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in  |[(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
-EC- ] rofessional Years L
10013110931 Death, Caused/Prolonged Hospitalisation) n/a - Intramuscular use])
dlick or scan | 5! 2002-07 Non 18-64 Cardiac failure acute (n/a - Fatal - Results in Death), Coronary artery thrombosis (n/a - Fatal - Results in Death), Death COMIRNATY [TOZINAME S-1 o
1234 e 28 ~""|Healthcare ~ |EEA v 3 Male  |(n/a- Fatal - Results in Death), Heart rate abnormal (n/a - Unknown - ), Platelet count increased (n/a - Unknown - ), Visual ) [ RAN] (8- Immunisation -
-EC- : Professional ears impairment (n/a - Unknown - ) Not applicable - [n/a - .3mL - Intramuscular use])
10013109157 'mp
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |5 : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
N i (2022-07- 18-64 L . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
N - - . .
S 1235 EU-EC- R 8 Eﬁ;ﬁf& Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
g 10013108433 : n/a])
<
g click or scan |5 : Non COVID-19 VACCINE JANSSEN (AD26.COV2.5)
© 21 12022-07- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - - :
0| 1236 EU-EC- iy 8 E:jg;:iirgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death) COVID-19 prophylaxis - Not applicable - [n/a - n/a -
3 10013107815 n/a])
[%2]
5 4
fon click or scan | ; .z
% 1237 1 2022-07- Healthcare EEA 65-85 Male Cardiac failure (48d - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- T |28 Professional Years Death), General physical health deterioration (48d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10013107765 ;
g
L lick X7 CCINE RAZENEC
S click or scan
3 4 |2022-07-|Healthcare More ) VCHAJE(\)/)%I]AI\I[S(())\\/A 1% 19sV An/ UnﬁnsT n/ :
£(1238| BUEC 28 Professional |Non EEA  [than 85 |Female |Neurological symptom (n/a - Fatal - Results in Death) ( -19)] (S-n/a- own - [/a -
0 10013106612 Years wa - Intramuscular use])
y
5
A y
% lick or scan | =5# Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory ME
B11239 BUpC | 5322_07_ Eﬁg;;fg a  |[NonEEA ?{Se :i: Male  |arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - ), Loss of consciousness mﬁﬁiﬁ [Iilrcft)zelINlicable 1 1] d(-Sr;/S-)X;;lg
g 10013105303 ] ! (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - ) PP
€
g click or scan | ; . Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important mﬂﬁgﬁ ggzxamlicable I n/] S ;]/(al?VIDI()
=4 1240 ad (2022-07-|Healthcare Non EEA 65-85 Male Condition), Myocarditis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Tntramuscular use]) (%ODIVO [NIVOLUMAB] (S-
% EU-EC- 7 1 127 Professional Years Condition), Pneumonia (n/a - Unknown - Other Medically Important Condition), Radiation pneumonitis (n/a - Unknown - ), Ocsophaceal ca.rcin,oma - Unknown - [n/a - n/a -
2 10013104867 | ; y Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) I phage .
E ntravenous use - More in ICSR])
c
click or scan |; Arterial thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
é 2022-07- |Healthcare 65-85 Complication associated with device (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Al 1241 1 . Non EEA Female |<. °. . . . o (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 27 Professional Years Disabling), Pulmonary oedema (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, .
T i S - Not applicable - [n/a - n/a - Intramuscular use])
£ 10013104810 Disabling)
ST
=1 click or scan
E - ¥ [2022-07- |Healthcare 18-64 . .. e VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
| 1242 EU-EC- 57 Professional Non EEA Vears Female |Acute disseminated encephalomyelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
2 : - Not applicable - [n/a - n/a - Intramuscular use])
3 10013104127
B
(@)
lick or scan =) Abdominal pain lower (n/a - Unknown - ), Blood pressure decreased (n/a - Unknown - ), Cardio-respiratory arrest (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
) [2022-07-|Healthcare 18-64 Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Unknown - Other Medically . P .
1243 | EU-ECG- . Non EEA Female v ; . . . immunisation - Not applicable - [n/a - n/a -
27 Professional Years Important Condition), Pyrexia (n/a - Unknown - ), Tonic convulsion (n/a - Unknown - Other Medically Important
10013104025 Condition) Intramuscular use])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
~ dlick or scan |3 0 02207 Healtheare More Cardiac arrest (1d- Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Cardiac arrest (n/a - |SPIKEVAX [COVID-19 MRNA VACCINE
N 1244 EU-EC- : 27 Professional Non EEA |than 85 [Male  |Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Circulatory collapse (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
g 10013103495 Years Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} - n/a])
o
i -
% lick or scan (2 & 2022-07-|Healthcare More Blood pressure fluctuation (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
0| 1245 EU-EC- T: : 57 Professional Non EEA  |than 85 |Female |Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S - Immunisation - Not
g 10013103070 ] = Years Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - n/a - Intramuscular use])
fon click or scan | ; .z Autoimmune encephalopathy (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results
= 2022-07-Non 65-85 in Death), Dysarthria (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Dysphagia (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
81246 pypc Ehl o7 |Healthcare EEA g [Female [pecovering Resolving - Caused/Prolonged Hospitalisati hagia (/a - Unknown - Other Medically I MODERNA (CX-024414)] (8- COVID-19
; -EC- e, Professional ears oye?rmg ving - Caused/Prolonged Hospit isation), Dysphagia (n/a - nknown - Other Medically Important ; isation - n/a - [n/a - 3{DF} - n/a])
§ 10013102843 Condition), General physical health deterioration (n/a - Unknown - Other Medically Important Condition)
@
% click or scan | :=g¥8 5 Non
S| 1247 EU-EC. 3322_07_ Healthcare  |EEA :{.iﬁj Male  |Myocarditis (n/a - Fatal - Results in Death) _CS/Z/F]}]Z%TY [TOZINAMERAN] (S- n/a - n/a - [n/a
2 1 Lt Professional
£ 0013102365
=}
m
g click or scan | ;5 s
5 & (2022-07-|Healthcare 65-85 . - . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
5
; - - R - -
3 1248 EU-EC- 57 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death) na - [n/a - 3 {DF} - n/a])
% 10013101486,
[a)
3
£ dlick or scan 022,07 [Non 1864 ot SPIKEVAX [COVID-19 MRNA VACCINE
% 1249 H Sl Healthcare EEA - Ol |Blood pressure increased (n/a - Fatal - Results in Death), Thalamus haemorrhage (n/a - Fatal - Results in Death), Vessel [M(ODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
S 1 0(?121%?&8 s e |27 Professional Years  |Specified perforation (n/a - Fatal - Results in Death) /a])
S
]
o
c
é lick or scan i 2022-07- |Healthcare 65-85 Cardio-respiratory arrest (n/a - Unknown - Other Medically Important Condition), Loss of consciousness (n/a - Unknown -  |COMIRNATY [TOZINAMERAN] (S- COVID-19
| 1250 B L : Non EEA Female |Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important  |immunisation - Not applicable - [1d - n/a -
> U-EG- | %€ 27 Professional Years Conditi Int ul
£ 10013101210 ndition) ntramuscular use])
E Amnesia (n/a - Unknown - ), Behaviour disorder (n/a - Unknown - ), Cerebral infarction (n/a - Unknown - Other Medically
E Important Condition), Coma (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
S Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
% - Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation), Dementia (n/a - Unknown - Other Medically Important
g click or scan | Condition), Dementia Alzheimer's type (n/a - Unknown - Other Medically Important Condition), Disorientation (n/a -
5| 1251 2022-07- |Healthcare EEA 65-85 Female Unknown - ), Disturbance in attention (n/a - Unknown - Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
o EU-EC- | gglf L3 127 Professional Years Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), |immunisation - Not applicable - [1d - n/a - n/a])
10013101166/ & . i Haematoma (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypokalaemia (n/a - Unknown - Other Medically
Important Condition), Mixed delusion (n/a - Unknown - ), Mood swings (n/a - Unknown - ), Persecutory delusion (n/a -
Unknown - ), Pyelonephritis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Sleep apnoea syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Somnolence (n/a - Unknown - ), Speech disorder
(n/a - Unknown - ), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation)
click or scan
& 2022-07- |Healtheare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
1252 : Non EEA Male  [Wrong product administered (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 27 Professional Years
10013100884 n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013103495&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013103070&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013102843&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013102365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013101486&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013101485&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013101210&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013101166&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013100884&_xpt=1&_xf=pdf
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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click or scan | 3 i
g 1253 A 2022-07- Hea]thqare Non EEA Not o vale Headache (n/a - Fa}tal - Results in Death), Malignant melanoma (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
< EU-EC- o (27 Professional Specified Important Condition), Sensory loss (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
o) 10013100703 :
o
3 s
9 click or scan | g More
® -07- -
0| 1254 2022-07 Healthqare Non EEA  |than 85 Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- A 27 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10013100598
(%)
5 4
fon click or scan |4 L
= 4l (2022-07- [Healthcare Not . L . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . - - . S .
g 1255 BU-EC- 57 Professional Non EEA Specified Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10013100469 ]
@
% click or scan |; i More
5 1256 E g (2022-07- Healtheare ko ppa |ihan 85 |Female |Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8 - COVID-19
> U-EC- , 27 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
0 10013100245
S
=}
u Altered state of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Cervical vertebral
§ click or scan fracture (n/a - Fatal - Results in Death, Other Medically Important Condition), Emphysema (n/a - Fatal - Results in
3 _— - Death), Liver contusion (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
3 2022-07-|Healthcare 65-85 ' o . : ) e ;
| 1257 EU-EC- 57 Professional Non EEA Vears Male  [Unknown - Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [n/a - n/a -
g 10013100235 o Condition), Rib fracture (n/a - Fatal - Results in Death), Road traffic accident (n/a - Fatal - Results in Death), Shock Intramuscular use])
g haemorrhagic (n/a - Fatal - Results in Death, Other Medically Important Condition), Traumatic shock (n/a - Fatal -
Results in Death)
[}
€ L
% click or scan | g COMIRNATY [TOZINAMERAN] (S- T isati
5 5 2022-07-|Healthcare Not . : B _ : - Immunisation -
‘; 1258|  pupe ¥ .:. 57 Professional | EEA Specified Male |Acute myocardial infarction (n/a - Fatal - Results in Death) Wa - [n/a- 2{DF} - n/a))
10013099967
=
c
é lick or scan . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
[a) 2022-07- | Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in . o
31259 EU-EC 57 Professional EEA Male ITIE (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
e -EC- rofession: Years Death, Caused/Prolonged Hospitalisation) - n/a-[63d- Sml - Int ul
& 10013099643 a-[63d-. ntramuscular use])
]
E click or scan | ™ COVID-19 MRNA VACCINE MODERNA (CX-
5 2022-07- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
= 1260 gy g 127 Professional | EA Years |Female B-cell small lymphocytic lymphoma (w/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
g 10013099550 applicable - [1d - 1{DF} - Intramuscular use])
o lick
click or scan |3 MERAN]
1261 2022-07- Healthcare —pp 6585 |kemale |Acute pumonary oedema (n/a - Fatal - Results in Death) mﬁﬁiﬁ g()otzsamlicable - [ld(—S l_{%l):\}/[—D-19
EU-EC- 127 Professional Years P ary Intramuscular use]) PP
10013099504 :
click or scan | &
el ] Non . . ) . COVID-19 VACCINE (AD26.COV2-S
~J/= = - - > - - > scats
1262 2022-07 Healthcare EEA 65-85 Male Death.(Od Fatal - Results in Dfeath) Hypertrophic cardiomyopathy (10d - Fatal - Results in Death), Pulmonary [RECOMBINANT]) JANSEN (S- Fmmunisation -
EU-EC- 27 . Years embolism (10d - Fatal - Results in Death) icable - [/
10013098550 Professional Not applicable - [n/a - .5mL - Intramuscular use])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013100469&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013099967&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013099643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013099550&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013099504&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013098550&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or sean | COMID-19 (wa - Fatal - Resullts in Death), Ceretrovascular accident (1/a - Fatal - Results in Death), Coagulopathy (n/a - [(ovi- 7 VACCINE JANSSEN (AD26.COV2.8
q 2022-07- | Healthcare 65-85 . - " : [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
(1263 BU-EC 27 P . Non EEA Male  |Fatal - Results in Death), Death (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in AR .
I -EC- | &R L rofessional Years Death), Thrombocytopenia (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
g‘ 10013097507 a; Death), ytop Results in Death) [n/a - n/a - n/a])
<
% click or scan |;
) : ;
g 1264  (2022-07- Iljgglthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), gﬁ%‘zﬂgg\;\[g%\]dg_l gﬁ%_jg]imon /-
— EU-EC- 127 . Years Fatigue (n/a - Not Recovered/Not Resolved - ), Injection site erythema (n/a - Not Recovered/Not Resolved - ) ’ )
Professional [n/a - 1{DF} - n/a])
3 10013096454
fon click or scan |; ; Fatigue (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Fatal MERAN] (S-
% 1265 2 2022-07- | Healthcare EEA 18-64 Male || Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Prostate cancer (n/a - Fatal - Results in Death mﬂﬁgﬁ [I]T/;)—Z[Isa - 1{DF} - Sa _?222359
d EU-EC- 7 127 Professional Years Life Threatening, Caused/Prolonged Hospitalisation), Weight decreased (n/a - Fatal - Results in Death, Life Threatening, ICSR)
§ 10013096452 : Caused/Prolonged Hospitalisation)
8 .
= dlick or sean | B |022.07- Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
B[ 1266 . : Non EEA Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
S EU-EC- y (27 Professional Years hyvlaxcis - Unkn a1 o
o 10013096418| & prophylaxis - Unknown - [n/a - 1{DF} - n/a])
o
g click or scan SPIKEVAX [COVID-19 MRNA VACCINE
5 1 2022-07- |Healthcare 18-64 - . MODERNA (CX-024414)] (S- COVID-19
5
; - - . .
3 1267 EU-EC- 57 Professional Non EEA Vears Male  |Gait inability (n/a - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - 1{DF} -
% 10013096212 ; Intramuscular use])
[a)
o dlick or scan | Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), SPIKEVAX [COVID-19 A VA
Sp y Imp
o 2022-07- [Healthcare 18-64 : a-r ; * . V> MODERNA (CX-024414)] (S- COVID-19
=11268 . Non EEA Male  [Physical deconditioning (n/a - Unknown - ), Pyrexia (1d - Fatal - Results in Death, Other Medically Important Condition), |. L .
1S EU-EC- 127 Professional Years i . Nirreeor: . o immunisation - Not applicable - [1d - 1{DF} -
izure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
g 10013096177 Intramuscular use])
=y
g dlick or sean  12022.07- Heattheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
| 1269 : Non EEA Male  [Shock (124d - Fatal - Results in Death), Syncope (124d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S- COVID-19
< EUFEC 27 [Professional Years rophylaxis - Not applicable - [/a - 1 {DF} - n/al)
E 10013096084 Propiy PP
g Ascites (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
E Bacteraemia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Castleman's disease
= click or scan |; (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hepatomegaly
E 1270 2022-07- |Healthcare Non EEA 18-64 Male (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Klebsiella infection (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= EU-EC- 126 Professional Years Caused/Prolonged Hospitalisation), Myelofibrosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other  |immunisation - Not applicable - [n/a - n/a - n/a])
o 10013092329 4 Medically Important Condition), Pleural effusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
= Pneumonia klebsiella (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
B Condition), Splenomegaly (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation
8
© lick or scan |; 202207/ Non Not COVID-19 VACCINE JANSSEN (AD26.COV2.9)
1271 Healthcare Non EEA .. /Male |Cardiac arrest (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
EU-EC- |26 Professional Specified Immunisation - Not applicable - [n/a - n/a - n/a])
10013091935 CE
click or scan Chronic obstructive pulmonary disease (9d - Fatal - Results in Death, Life Threatening, Other Medically Important
- ; Condition), Circulatory collapse (0d - Fatal - Results in Death, Life Threatening), Dyspnoea (9d - Fatal - Results in
1272 | cUuEC 5222_07— Eﬁzﬁfg Al EEA ?(Se:i: Male  |Death, Life Threatening, Other Medically Important Condition), Pyrexia (9d - Fatal - Results in Death, Life Threatening, mﬁ:ﬁgg ggﬁwﬁﬁgﬂg L/??f/%)lg
- - Other Medically Important Condition), Respiratory disorder (9d - Fatal - Results in Death, Life Threatening, Other PP
10013088002 " -
Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013097507&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013096454&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013096452&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013096418&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013096212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013096177&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013096084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013092329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013091935&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013088002&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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# BU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
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click or scan |3 SPIKEVAX [COVID-19 MRNA VACCINE
g 1273 2022-07- |Healthcare Non EEA 65-85 Male Asthma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal| MODERNA (CX-024414)] (S- COVID-19
< EU-EC- 26 Professional Years - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) prophylaxis - Not applicable - [n/a - .5mL -
3 10013087908 i Intramuscular use])
<
g click or scan 1 Acute myocardial infarction (2wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Not
g 1274 2022-07- |Healthcare EEA 65-85 Female Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebrovascular accident (2wk - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- COVID-19
— EU-EC- 26 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaccination failure (n/a - Not Recovered/Not immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 10013087120 Resolved - Caused/Prolonged Hospitalisation)
[%2]
5
o
L click or sean More SPIKEVAX [COVID-19 MRNA VACCINE
§ 1275 2022-07- |Healthcare Non EEA  |than 85 |Female Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly, MODERNA (CX'024414)] (S- COVID-19
EU-EC- 26 Professional Years Other Medically Important Condition), Parosmia (n/a - Unknown - ), Taste disorder (n/a - Unknown - ) immunisation - Not applicable - [1d - 1{DF} -
8 10013086846 Intramuscular use])
%
=)
3
g click or scan ~ Non
w iEF [2022-07- 18-64 Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Not Recovered/Not Resolved - Life Threatening, COMIRNATY [TOZINAMERAN] (S - COVID-19
w| 1276 Healthcare EEA Male PRTIION] . o
S EU-EC- 26 Professional Years Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - 3{DF} - n/a])
3 10013086698
p
g click or scan |, COVID-19 VACCINE JANSSEN (AD26.COV2.S)
=l 1277 A (2022-07-|Healthcare Non EEA 18-64 Female Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - Not Recovered/Not |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g EU-EC- |4 26 Professional Years Resolved - Caused/Prolonged Hospitalisation) Product used for unknown indication - Not applicable -
E 10013084633 [n/a - n/a - Intramuscular use - More in ICSR])
§ click or scan | ; -
< e |2022-07-|Healthcare 18-64 Cerebrovascular accident (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Left ventricular VAXZEVRIA [COVID-19 VACCINE. ASFRAZENECA
1278 : Non EEA Male . . (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- i1 (26 Professional Years dysfunction (n/a - Fatal - Results in Death) licable - [/a - /a - T sl
= 10013083834 applicable - [n/a - n/a - Intramuscular use])
<
é dlick or scan | o 5022.07.|Heattheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1279 EU-EC- 26 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
1S 10013083826/ 3% .. applicable - [n/a - n/a - Intramuscular use])
:l.- dlick or scan || Brain injury (n/a - Fatal - Results in Death, Other Medically Important Condition), Brain oedema (n/a - Fatal - Results in
< _— & 5022-07- Non Not Death, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2| 1280 EU-EC- : %6 Healthcare EEA Specified Female |Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10013083822 & Professional Condition), Intracranial pressure increased (n/a - Fatal - Results in Death, Other Medically Important Condition), n/a - Intramuscular use])
g Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition)
@) .
dlick or sean | 0 02207 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1281 EU-EC- 6 Professional Non EEA Vears Male |Pancreatitis acute (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013083821 .. applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013086846&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013086698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013084633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083834&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083822&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083821&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
N : -
N click or scan ' A ; talisati VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
=] 5 07 ~ Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results <A
Q| 1282 BUEC. I 5222 07 Eﬁgsl;irg Al Non EEA ?{Se ai: Female iy peath, Caused/Prolonged Hospitalisation), Hyperthermia (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S - Immunisation - Not
3 10013083809 Hospitalisation) applicable - [n/a - n/a - Intramuscular use])
N
[}
S
— . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
§ click or scan | g (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= 3 2022-07- Healthcare 65-85 . . n/a - Intramuscular use]), [COVID-19 VACCINE] (S-
8 - -
g_ 1283 EU-EC- 26 Professional Non EEA Vears Female |Loss of consciousness (n/a - Fatal - Results in Death) n/a - Unknown - [n/a - n/a - n/a]), [TRIVALENT
= 10013083799 INFLUENZA VACCINE] (S- n/a - Unknown - [n/a -
8 n/a - n/al)
% dlick or sean | 5022-07-|Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
% 1284 EU-EC- %6 Professional Non EEA |than 85 [Male |COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
S 10013083792 Years applicable - [n/a - n/a - Intramuscular use])
>
<
E dlick or sean | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
w 1285 2022-07- |Healthcare Non EEA 18-64 Male Mesenteric vein thrombosis (n/a - Fatal - Results in Death), Portal vein thrombosis (n/a - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
3 EU-EC- 1 26 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death)
(‘% 10013083741 n/a - Intramuscular use])
ot
8 click or scan | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o e g . - } ) . ! ) ) . ! o ) ) . I NE
<1286 2022-07 Hea]thqare Non EEA 18-64 Female Abdominal pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 26 Professional Years Death) .
i} 10013083724 --. - Not applicable - [n/a - n/a - Intramuscular use])
€
g COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
ISX click or scan | More - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
2022-07- Healthcare . . e 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
g 1287 EU-EC- 6 Professional Non EEA %1:;55 Male [Severe acute respiratory syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (S- 1/a - Unknown - [n/a- n/a - Intramuscular we]),
T 10013083506 : [COVID-19 VACCINE] (S- n/a - Unknown - [n/a - n/a
- n/a))
é COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
% click or scan | ; More - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
€ 2022-07- |Healthcare . . /P e VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
= 1288 EU-EC- L3y |26 Professional Non EEA 21(1:;585 Male  (Severe acute respiratory syndrome (/a - Fatal - Results in Death. Ca rolonged Hospitalisation) (S- n/a - Unknown - [n/a - n/a - Intramuscular use]),
g 10013083506 : [COVID-19 VACCINE] (S- n/a - Unknown - [n/a - n/a
= - n/a))
=
g clidcorsan | ¥} |2022-07-| Healtheare 65-85 Anacmia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Vj‘ GIQEEVRI: A [COVID-19 VAOCHIJE} ASTRAZENECA
B 1289 EU-EC- 26 Professional  |"O" FEA years  [MA® | Resuits in Death) ’ , P ( X1 NCOV-19)] (S- n/a - own - [/a -
O 10013083500 n/a - Intramuscular use])
click or scan | 1 Non
2022-07- Not - . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
1290 EU-EC- o5 Ereslfz};;ir;al EEA Specified Male  [Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
10013084768
click or scan |; : Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death ME
1291 A 2022-07- Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia mﬂﬁ;ﬁ [Iilrcft)zalINlicable 0 1] d(_SI;/S_)WDI()
EU-EC- 25 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death Intramuscular use]) PP
10013084691 Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083792&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083724&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013083500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013084768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013084691&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl))cal ICSR Form gateyvz:y Source ‘(‘:ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | ; : SPIKEVAX [COVID-19 MRNA VACCINE
IN] il 2022-07- Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
N A - - ) . .
< 1292 EU-EC- | L5k 25 Professional Non EEA Years Female Death (1d - Fatal - Results in Death prophylaxis - Not applicable - [n/a - 1{DF} -
3 10013080471 & Intramuscular use])
N .
g click or scan | COVID-19 VACCINE JANSSEN (AD26.COV2.5)
® 2022-07- Healthcare 18-64 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; eased (n/a - - ) AR )
o]1293 EU-EC- : 25 Professional Non EEA Years Male  Blood pressure incr (wa - Fatal - Results in Death Product used for unknown indication - Not applicable -
3 10013080317/ i [n/a - n/a - Intramuscular use - More in ICSR])
[%2]
=
§- Asthenia (n/a - Unknown - ), Autoimmune disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
£ Hospitalisation, Other Medically Important Condition), Chills (n/a - Unknown - Life Threatening, Caused/Prolonged
8 Hospitalisation), Fatigue (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Full blood count abnormal
(n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Haemophagocytic lymphohistiocytosis (n/a - Fatal -
dlick or scan Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache
Q ———k ; Non (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Hepatic enzyme increased (n/a - Unknown - Life MERAN MERAN]
E 1294 EU-EC- 5(5)22-07- Healthcare Non EEA lYiﬁi Male  |Threatening, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Life msation . N()El;lozlliglble -[1d- ng: %\;[D-lg
=) 10013079722 Professional Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Night sweats (n/a - Unknown - Life PP
3 Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Life Threatening, Caused/Prolonged
5 Hospitalisation), Serum ferritin increased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Still's disease
o (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
o) Thrombocytopenia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
5 Condition), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
% click or scan SPIKEVAX [COVID-19 MRNA VACCINE
a 2022-07-|Healthcare 65-85 B R . MODERNA (CX-024414)] (S- COVID-19
g 1295 EU-EC- FAX 25 Professional Non EEA Years Female Dyspnoea (1d - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - 1{DF} -
5 10013077177| 2% Intramuscular use])
£ ‘
§ clickor scan | 02207 Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o[ 1296 EU-EC- 55 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10013076780 Professional -n/a- [n/a- 3{DF} - n/a])
2
c
g click or scan | ; Non
2022-07- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
s - - . .
% 1297 EUEC | 55 Ere(ite};cizrgal EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - n/a])
£ 10013076779
E click or scan | Non
£l 1208 202207 Yealtheare  [EEA 18-64 \pemale |Atrioventricular lock complete (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
2 1()(?1[;;)]:;(6}7 o ] 25 Professional Years immunisation - n/a - [n/a - n/a - n/aJ)
g
S click or scan . Non
1299 2022-07- Healthcare EEA 65-85 Male Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary fibrosis (104d - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 25 Professional Years in Death) immunisation - n/a - [n/a - 3{DF} - n/a])
10013076760
click or scan | g COVID-19 VACCINE JANSSEN (AD26.COV2.S)
E 2022-07-|Healthcare 18-64 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - X - - R ]
1300 EU-EC- th s Professional Non EEA Vears Male  |Hypoaesthesia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) Product wsed for unknown indication - Not applicable -
10013076119 i [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013080471&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013080317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013079722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013077177&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013076780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013076779&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013076765&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013076760&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013076119&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
N
S click or scan Non TOZINAMERAN [TOZINAMERAN] (S- n/a -
%1301 X |2022-07- | Healthcare Non EEA Not Female Interchange of vaccine products (n/a - Unknown - ), Off label use (n/a - Unknown - ), Thrombocytopenia (n/a - Fatal - Unknown - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
Y EU-EC- 24 : ecified Results in Death, Other Medically Important Condition 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19
< Professional
N 10013075348 (S- n/a - Unknown - [n/a - n/a - Intramuscular use])
)
®
o
% click or scan |; Non TOZINAMERAN [TOZINAMERAN] (S- n/a -
5 2022-07- Not Interchange of vaccine products (n/a - Unknown - ), Off label use (n/a - Unknown - ), Thrombocytopenia (n/a - Fatal - Unknown - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
1302 Healthcare Non EEA Female
@‘ EU-EC- 24 Professional Specified Results in Death, Other Medically Important Condition) VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
‘5“3 10013075348 (S- n/a - Unknown - [n/a - n/a - Intramuscular use])
% dlick or sean | 5022.07. | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1303 EU-EC- 4 Professional Non EEA Vears Female |Encephalitis Japanese B (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
= 1 licable - [n/a - n/a - Intramuscular use
=) 10013074904 app.
8
=] click or scan |, .
g % 2022-07- | Healthare 18-64 . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
w | 1304 EU-EC- 53 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
% 10013073826 ) applicable - [n/a - n/a - Intramuscular use])
)
% .
= E— %, 12022-07-|Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 1305 EU-EC- : 23 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
ol 10013073805 ) applicable - [n/a - n/a - Intramuscular use])
€
S dlick or sean | O 02207 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1306 | ppc o Professional |NOnEEA |7 |Female |Diarrhoea (n/a - Unknown - ), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Imnmunisation - Not
2 10013073803 - applicable - [n/a - n/a - Intramuscular use])
o
c
é dlick or semn | 5022-07-|Healthcare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1307 BU-EC- Lo, e Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
£ 10013073707| 53 .| applicable - [n/a - n/a - Intramuscular use])
E
£ click or scan |; -
= : % |5029-07- [Healthcare 18-64 ) VAXZEVRIA [COVID-19 VACCINE AST RAZENECA
2(1308 EU-EC- 3 Professional Non EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
B 10013073677 applicable - [n/a - n/a - Intramuscular use])
s
© dlick or sean : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1 (2022-07- | Healthcare 65-85 . . o
1309 EU-EC- 53 Professional Non EEA Vears Female [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013073676 applicable - [n/a - n/a - Intramuscular use])
click or scan
¥ 12022-07-|Healthcare 18-64 . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1310 EU-EC- 23 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013073672 applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013075348&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013075348&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013074904&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073805&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073707&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073677&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073676&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073672&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
~ dlick or sean | ] 1022.07 [ Healtheare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Sl1311 EU-EC- 23 Professional Non EEA  |than 85 |Female |Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
N Years applicable - [n/a - n/a - Intramuscular use])
o 10013073669
<
% lick or scan |-
& clekorsean | < 2022-07-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
01312 BU-EC- i &3 Professional Non EEA Years Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
3 10013073662 ; applicable - [n/a - n/a - Intramuscular use])
g
S
@ lick
3 glick of sean % VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
; 2022-07- |Healthcare 18-64 . . X1 NCOV-1 Y o
1313| EU-EC- R 23 Professional |Non EEA  |yeqrs  [Male  |Cerebral venous thrombosis (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) (CHADO:! COV-19)] (S- n/a - Unknown - [n/a -
: n/a - Intramuscular use])
10013073661
3
s
2 cueorsan | ] 102207 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
'§ 1314 EU-EC 73 P . Non EEA Male  |Loss of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
m g rofessional Years n/a - Intramuscular use])
@ 10013073608
(]
5 .
ﬁ dlick or sean |+ 0 02207 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 1315 EU-EC- = . %3 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
g 10013073600! 3 3 applicable - [n/a - n/a - Intramuscular use])
g
£ click or scan
] > . . . . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
~J/= - - - > - - 3 - scat
§ 1316 2022-07 Healthqare Non EEA 65-85 Male Lower rmp.lratory tract infection (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death), Shock (n/a - Fatal (CHADOXI NCOV-19)] (S- Immunisation - Not
8 EU-EC- 4|22 Professional Years - Results in Death) applicable - [n/a - n/a - Intramuscular use])
% 10013072714 PP
=
= click or sen | 5022-07-|Healthcare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 1317 EU-EC- 2 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
® applicable - [n/a - n/a - Intramuscular use])
% 10013071941
1S
= click or scan | ;
g 2022-07-|Nn 18-64 Actte myocardal infarction (6d - Fatal - Results in Death), Brain injury (6d - Fatal - Results in Death, Life Threatening), -0 AT Y [TOZINAMERAN] (S- COVID-19
£1318 Healthcare EEA Male . . p . immunisation - Drug withdrawn - [1d - n/a -
= EU-EC- 22 : Years Cardio-respiratory arrest (1d - Recovered/Resolved - Life Threatening) .
= Professional Intramuscular use - More in ICSR])
2 10013071817
g ‘
§ dlick or sean | 502207 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1319 EU-EC- 2. i Professional Non EEA Vears Male  |Coronary artery disease (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013071501 ) applicable - [n/a - n/a - Intramuscular use])
Brain death (n/a - Unknown - Life Threatening), Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral thrombosis
click or scan | g - (n/a - Unknown - Life Threatening), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Haemorrhage intracranial
1320 ' 5 2022.07-Healthcare |\ [18:64 | |(n/a- Fatal - Results in Death, CasedProlonged Hospitalisation), Heachche (/a - Unknown - Cawed Prolonged (VCHADO CW%AI\I[%\‘,’_'B;]Q(SV_ Alocml mJEi S’:tslz h “_‘ZNEO tJECA
EU-ECG |4 22 Professional Years Hospitalisation), Loss of consciousness (n/a - Unknown - Life Threatening), Migraine (n/a - Unknown - Other Medically applicable - [n/a - n/a - Intramuscular use])
10013071284 Important Condition), Pyrexia (n/a - Recovered/Resolved - ), Thrombocytopenia (n/a - Fatal - Results in Death, PP
Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073669&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073661&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013073600&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013072714&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013071941&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013071817&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013071501&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013071284&_xpt=1&_xf=pdf
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N click or scan | & 02207 et 6585 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
81321 | pupe e meesgifj | [NonEEA (37 |Female |Sudden cardiac death (na - Fatal - Resullts in Death) (CHADOX!1 NCOV-19)] (S - Immunisation - Not
« -EC i - -n/a-
g 10013070740 applicable - [n/a - n/a - Intramuscular use])
<
N .
% dlick or sean |- 202207 | Faltheare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0l1322 BU-EC- 2 Professional Non EEA  [than 85 Male  |Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
z Years applicable - [n/a - n/a - Intramuscular use])
brd 10013070737
=
§- Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
% click or scan || Important Condition), Blood creatinine increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (n/a -
3 - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Condition aggravated ME
§ 1323|  pore 5222_07_ E$Z$f§ a1 [Non EEA ?(Se ﬁg Male  |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diabetic nephropathy (n/a - Fatal - Results in Death ICDMI?;ISEIK gcgzzimlicablm;% ;]/??\3/3)19
10013070490 Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, PP
3 Other Medically Important Condition), Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
B Other Medically Important Condition)
= o
3 dlick or sem | 502207 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E 1324 EU-EC- 1.0, 9 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
. 10013070126) 3 . applicable - [n/a - n/a - Intramuscular use])
5
o dlick or sean 102207 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1325 . on e cardiac deat a - Fatal - Results in Death - - Immunisation - Not
g EU-EC- 5 Professional Non EEA Vears Female |Sudden cardiac death (n/a - Fatal CHADOX1 NCOV-19)] (S- I isation - N
g 10013069705 x applicable - [n/a - n/a - Intramuscular use])
g
£ : |
£ dlick or sean % 1502207 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 1326 . Non EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
<] EU-EC- 22 Professional Years n/a - Intramuscular use])
¢ 10013069608
®
:
g click or scan
o | 2022-07- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£(1327 EU-EC- 2 Professional Non EEA Vears Male  |Acute respiratory distress syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
E 10013069602 applicable - [n/a - n/a - Intramuscular use])
£
z
g 4
§ — ¥ 12022-07- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1328 EU-EC- : 5 Professional Non EEA Vears Female |Gastroenteritis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013069600 ) applicable - [n/a - n/a - Intramuscular use])
Arteriosclerosis coronary artery (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal -
dlick or scan | B Results in Death, Other Medically Important Condition), Immunisation (n/a - Fatal - Results in Death, Other Medically
el 1 : Non Important Condition), Interchange of vaccine products (n/a - Fatal - Results in Death, Other Medically Important ME
1329 poee h 3222-07- Healthcare ~ [Non EEA 3;?_2 Male  |Condition), Myocardial fibrosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial mﬂggﬁ [Tilrcgzamlicabl{:/-xﬁ] d(_S];/gI_)ﬂVI/;]))—W
10013069449/ & 3 Professional ischaemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Off label use (n/a - Fatal - Results in PP
Death, Other Medically Important Condition), Pain in extremity (n/a - Fatal - Results in Death, Other Medically
Important Condition), Pulmonary congestion (n/a - Fatal - Results in Death, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013070740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013070737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013070490&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013070126&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069705&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069602&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069600&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069449&_xpt=1&_xf=pdf
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click or scan Non
IN] It 2022-07- 65-85 . - L . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
q - -
S 1330 EU-EC- ” Hea]thqare EEA Vears Male  |Eosinophilic granulomatosis with polyangiitis (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
) Professional
o 10013069353
3
@ click or scan | Non
® -07- - AMERAN] (S- isation -
al1331 2022-07 | ealthcare  |EEA 18-64 " \fle  |Death (w/a - Fatal - Results in Death) COMIRNATY [TOZIN. (8- Immunisation
— EU-EC- |4 22 Professional Years n/a - [n/a - n/a - n/a])
3 10013069350| =%
£
2 Jick or scan | B
g clekorsean & 5022-07-|Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8| 1332 BU-EC- : 2 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
applicable - [n/a - n/a - Intramuscular use])
10013069218
% Asthenia (n/a - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal -
= click or scan ; More Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Faeces discoloured (n/a - Fatal - Results in Death), 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
S| 1333 2022-07- |Healthcare Non EEA  |than 85 |Female |[FlyPotension (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Malnutrition (n/a - Fatal - Results |(CHADOXI NCOV-19)] (S- Immunisation - Not
T EU-EG- | 44 122 Professional Years in Death), Melaena (n/a - Fatal - Results in Death), Mucous stools (n/a - Fatal - Results in Death), Pneumonia (n/a - applicable - [n/a - n/a - Intramuscular use])
] 10013069215 Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Severe acute respiratory syndrome (n/a - Fatal -
u Results in Death)
g
=} . H
A dlick or scan | 0 |002.07. | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1334 B o : Non EEA Male  |Acute kidney injury (3d - Fatal - Results in Death), Cerebrovascular accident (3d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
a U-EC- 22 Professional Years na - Intramuscular use])
— 10013069213
o
g ik
£ Cack or scat |« 502207 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
,% 1335 . Non EEA Male  |Road traffic accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S EU-ECG- L, (22 Professional Years n/a - Intramuscular use])
‘; 10013069101 '
% dlick or scan || Interchange of vaccine products (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
c - i 2022-07-|Healthcare 65-85 Important Condition), Intracranial aneurysm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other COMIRNATY [TOZINAMERAN] (S - COVID-19
g 1336 EU-EC- 2 Professional Non EEA Vears Female |Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [1d - n/a -
jo 10013068799 Medically Important Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Intramuscular use])
% Hospitalisation, Other Medically Important Condition)
€ .
= dlick or sean | 8 02207 Healtheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
211337 : EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
E EU-EC- |4 22 Professional Years [a - n/a - n/a])
5 10013068780,
3
g COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coagulopathy (0d - Fatal -
O click or scan ; Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hepatic failure (Od - Fatal - Results in Death, Life MRN, CCINE
1338 A} 2022-07-|Healthcare  |gpa 65-85  |Female |Threatening, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (0d - Fatal - Results in Death, Life ﬁéﬁm[&g{\%};}g %) (S[}h\i[;n \misation - n/a -
EU-EC- (22 Professional Years Threatening, Caused/Prolonged Hospitalisation), Shock haemorrhagic (0d - Fatal - Results in Death, Life Threatening, [n/a - n/a - n/a])
10013068694 Caused/Prolonged Hospitalisation), Thrombocytopenia (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation)
lidkorscn | 2022-07-|Healthcare 18-64 Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Leptospirosis (n/a - Fatal - Results in Death), Septic VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1339 o : Non EEA Female . ’ ’ (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- 22 Professional Years shock (n/a - Fatal - Results in Death) applicable - [/a - n/a - Intramuscular use])
10013068600 : ) e

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069350&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069218&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069215&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013069101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013068799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013068780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013068694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013068600&_xpt=1&_xf=pdf
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umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
Abdominal pain upper (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aortic stenosis (n/a - Fatal -
~ Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac failure congestive (n/a -
N click or scan |- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac valve discase
o -
g 1340 : 2022-07-|Healthcare Non EEA m(a)ll;eS 5 |Fomale (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coronary artery disease (n/a - Fatal - Results in Death mﬂﬁgﬁ ggim%w d(-S H/S_)VID'N
=) EU-EC- 22 Professional Vears Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a Intramuscular usc]) PP
ﬁ 10013068490 - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death,
% Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death
a Caused/Prolonged Hospitalisation, Other Medically Important Condition)
3
1%} .
5 click or scan N
-07-|/Non _
I R RO althcare |gpa oy |ypge  [Abnormal loss of weight (n/a - Fatal - Results in Death), Asthenia (n/a - Not Recovered!Not Resolved - ), Dizziness (n/a - g%\a’?%g\[,%)\]’lg B At
7 ) . ! . N N . 26. .
g 10013068024 Professional Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) applicable - [1d- 1{DF} - Intramuscular usc])
g
L lick
S click or scan | ; :
S b |15022-07-|Healthcare 18-64 ) ) ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
T | 1342 . Non EEA Female |Acute respiratory failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
5 EU-EC- 5 |22 Professional Years n/a - Intrammecular se])
o 10013067609
y
‘% click or scan
'+ 12022-07- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - R
% 1343 EU-EC- i 5 Professional EEA Vears Female |Adenocarcinoma (n/a - Fatal - Results in Death) na - [n/a - 3{DF} - n/a])
o 10013066999/ &
3
2 click or scan | ;=3 T
£ 21 (2022-07- [Healthcare 65-85 VAXZEVRIA [COVID-19 VA AST A
% 1344 BU-EC. = : 5 Professional Non EEA Vears Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
‘ga 10013066882] - : applicable - [n/a - n/a - Intramuscular use])
% click or scan | g L More
c 12022-07- | Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
g 13451 pukc 22 Professional | EA 21{1:;:5 Male |Haemorrhage intracranial (Od - Fatal - Results in Death) immunisation - Not applicable - [0d - .3mL - n/a])
g 10013066812
2
£ dlick or sean |- 8 02207 Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
Y1346 L : Non EEA Female |Cardiac failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation MODERNA (CX-024414)] (S- COVID-19
= EU-EC- 22 Professional Years £
E 10013066243 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
z
B click or scan | ;
8l s i 2022-07- | Healtheare | oo (6585 |\, (COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Other Medically ﬁéﬁ%‘%&gﬁ?ﬁ 4“)“] U(SJ’_*ggwle IJEQ
O EU-EC- 22 Professional Years Important Condition) hvlaxi licabl Ja - 1DF" - n/:
10013065965 ’ prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
dlick or scan Acute kidney injury (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Cardiac
_ : Non failure (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal ME
1348 poee : 3222-07- Healthcare ~ [EEA ?(zﬁ: Female |- Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Other Medically FS/Z/[_I%%TY [TOZINAMERAN] (S - /a - n/a - [n/a
et Professional Important Condition), Urinary tract infection (n/a - Not Recovered/Not Resolved - Results in Death, Other Medicall
10013065679/ 3: mp ary y
Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013068490&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013068024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013067609&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013066999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013066882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013066812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013066243&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013065965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013065679&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes

click or scan |; - Non
N $ 112022-07- 65-85 L . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
q R -
S 1349 EU-EC- R Eﬁ;ﬁf& EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) na- [n/a- /a - n/a])
g 10013064943 Th
<
N
[}
g click or scan
] £ |2022-07- Healthcare 65-85 , COMIRNATY [TOZINAMERAN] (S - COVID-19
§ 1350 |  EU-EC- By 122 Professional |EEA Years |Male |Death (n/a- Fatal - Results in Death) immunisation - [n/a -[n/a-n/a- n/l]()
5 10013064940
o
L
§ dlick or scan | 7 : COMIRNATY [TOZINAMERAN] (S - COVID-19

21 (2022-07-|Healthcare 18-64 Dizziness (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in | .. .

81351 o . Non EEA Male immunisation - Not applicable - [1d - n/a -
= EU-EC- 21 Professional Years Death) Intramuscular we])
= 10013062240,
3 .
5 lick or scan |; . . | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2 2022-07- |Healthcare 18-64 Aortic aneurysm (n/a - Fatal - Results in Death), Coronary artery disease (n/a - Fatal - Results in Death), Sudden cardiac P
w1352 . Non EEA Male . (CHADOX1 NCOV-19)] (S - Immunisation - Not
o EU-EC- E 21 Professional Years death (n/a - Fatal - Results in Death) licable - [n/a - n/a - Intramuscular use])
g 10013062144/ 33 app
@ COMIRNATY [TOZINAMERAN] (S - Immunisation -
g n/a - [n/a - 3{DF} - n/a]), SHINGRIX
= [RECOMBINANT VARICELLA ZOSTER VIRUS
& GLYCOPROTEIN E, STIMULON,
g MONOPHOSPHORYL LIPID A] (S- Immunisation -
% click or scan |; . Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Petechiac |n/a - [n/a - n/a - n/a]), [ALGELDRATE, TICK-
S| 1353 11 (2022-07- Healthcare EEA 65-85 Male (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), BORNE ENCEPHALITIS VIRUS (INACTIVATED),
oS EU-EG |4 |21 Professional Years Thrombocytopenia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Recovering/Resolving [NEUDOERFL STRAIN, ALUMINIUM, TICK-
% 10013062015 a - Caused/Prolonged Hospitalisation) BORNE ENCEPHALITIS VIRUS (INACTIVATED),
2 NEUDOERFL STRAIN, TICK-BORNE
c ENCEPHALITIS VIRUS TICK-BORNE
g ENCEPHALITIS VIRUS (INACTIVATED),
® NEUDOERFL STRAIN] (S - Immunisation - n/a - [n/a
8 - n/a - n/a])
£ . 7
£ click or scan | i - Non
7] 312022-07- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
2 - R
£{1354 EU-EC- B ) Healthc_are EEA Vears Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - 3{DF} - n/a])
= Professional
3| 10013062014
ko)
kol )

click or scan ; MERAN]
§ 1355 F2022-07- | Healthcare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - mﬁﬁgﬁ ggzzilNlicable -1 d(_S[;/gX-)VID-w

EU-EC- = (21 Professional Years Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) PP
. Intramuscular use])
10013061679
dlick or sean | 502207 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1356 . Non EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- ;. 21 Professional Years i
10013061177 applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013064943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013064940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013062240&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013062144&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013062015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013062014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013061679&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013061177&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
N clicorsen 2022-07- Healthare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
N|1357 : Non EEA Male  |Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
I EU-EC- L3121 Professional Years Intramusular use])
g 10013061119 o}
<
N
0]
B
] click or scan y
§ 1358| BUEC L; 12022-07- | Healthcare Non EEA 18-64 Mal Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death), Lower respiratory tract infection (n/a - Fatal - (chAl\][%\\/ﬂ 1%)59(8\/ AI(IEINE AtSTRAﬁE?IECA
h= g “21 Professional | 0" Years ©  |Results in Death), Respiratory failure (n/a - Fatal - Results in Death) . ’ - mmusation - Xo
§- 10013060544 I —— applicable - [n/a - n/a - Intramuscular use])
3
% click or scan |, .
o — . . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 4l (2022-07- Healthcare 18-64 Pyonephrosis (n/a - Fatal - Results in Death), Renal abscess (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results . ) e
= 1359 EU-EC- i b1 Professional Non EEA Vears Female in Death) (C HlA‘ )(bl)Xl E/COX/D)I] S Imn:ﬂmlsatlon Not
S 10013060476/ = applicable - [n/a - n/a - Intramuscular use])
©
g
m click or scan ; X7 (CINE ASTRAZENE
o) fr 12022-07- |Healthcare 65-85 . .. . VAXZEVRIA [COVID-19 VA ASF CA
O (1360 EU-EC- 51 Professional Non EEA Vears Male  [Asthma (n/a - Fatal - Results in Death), Pneumonitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
‘% 10013060444 applicable - [n/a - n/a - Intramuscular use])
ot
8
= click or scan | gm:
o ] 2022-07- |Healthcare 18-64 . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5| 1361 EU-EC- 51 Professional Non EEA Vears Female |Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
= 10013060145 applicable - [n/a - n/a - Intramuscular use])
g’ click or scan
¢ K 2022-07-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2 1362 BU-EC- 21 Professional Non EEA Years Male  |COVID-19 pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
! 10013060093 applicable - [n/a - n/a - Intramuscular use])
S dlick or sean |- 5022.07. | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E 1363 EU-EC- 51 Professional Non EEA Vears Male  |Acute coronary syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
£ applicable - [n/a - n/a - Intramuscular use])
3 10013060092
E .
= click or scan
2z i (2022-07- | Healthare 18-64 e . . N SPIKEVAX [COVID-19 MRNA VACCINE
. on ‘emale ac failure - Fatal - Results in Death, Life eatening, rolon; lospitalisation - -
3 1364 EU-EC- 51 Professional Non EEA Vears Female |Cardiac failure (1d - Fatal - Results in Death, Life Thr Caused/Prolonged H | ) MODERNA (CX-024414)] (S- COVID-19
g 10013060026 immunisation - Not applicable - [n/a - 1{DF} - n/a])
G
click or scan |; X7 CCINE RAZENE
2022-07- |Healthcare 18-64 . . . . VAXZEVRIA [COVID-19 VA ASF CA
1365 EU-EC- 51 Professional Non EEA Vears Male  |Cardiac tamponade (n/a - Fatal - Results in Death), Myocardial rupture (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013059987 applicable - [n/a - n/a - Intramuscular use])
click or scan 1 Non
1366 2022-07- | ealthcare  |EEA 18-64 I\ pale Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 21 Professional Years immunisation - n/a - [n/a - n/a - n/a))
10013059946 rofessiona

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013061119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013060544&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013060476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013060444&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013060145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013060093&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013060092&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013060026&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013059987&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013059946&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl))cal ICSR Form gateyvz:y Source ‘(‘:ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan

N ¢ |5022-07- [ Healthcare 18-64 ) SPIKEVAX [COVID-19 MRNA VACCINE

N11367 : EEA Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19

I EU-EC- 21 Professional Years immunisation - n/a - [n/a - n/a - n/a])

g 10013059874

< -

% click or scan | g% T

% 3 i | 2022-07- | Healthcare 65-85 . . . . SPIKEVAX [COMID-19 MRNA VACCINE

01368 EU-FC- 1 Professional Non EEA Vears Male |Myalgia (n/a - Fatal - Results in Death), Thrombosis (33d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19

g 10013059473 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])

(%)

=

§- click or scan | i Cerebral infarction (n/a - Unknown - Other Medically Important Condition), Diarrhoea (n/a - Unknown - Caused’Prolonged  |qpikEVAX [COVID-19 MRNA VACCINE

% 2022-07-| Healtheare 18-64 Hospitalisation), Herpes virus infection (n/a - Unknown - ), Lung abscess (n/a - Fatal - Res!.llts in Death, Caused’Prolonged |\jODERNA (CX-024414)] (S- COVID-19

1 1369 EU-EC- i Professional Non EEA Vears Male Hospgahsagon, Other Medy;ally Important Condpon), Pneu‘moma (n{a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - 1{DF} -

§ 10013059138 ‘o Hospitalisation, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death Tntramuscular use - More in ICSR])

S Caused/Prolonged Hospitalisation, Other Medically Important Condition)

5}

& click or scan | g

2 : 2022-07-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA

Z|1370 EU-EC- 51 Professional Non EEA Vears Female [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not

1§ 10013057982 applicable - [n/a - n/a - Intramuscular use])

Ll

8

5 click or scan |,

3 2022-07- Healthcare 18-64 _ 4 ) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA

| 1371 EU-EC- 51 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not

g 10013057980 applicable - [n/a - 1{DF} - Intramuscular use])

5 )

o] click or scan v

£ 1372 17 |2022-07- |Healthcare Non EEA 65-85 Male Adverse event following immunisation (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise ~|COMIRNATY [TOZINAMERAN] (S- COVID-19

E EU-EC- : o |21 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])

=2 10013057961 |3

g click or scan | ME

e 1373 2022-07-|Healthcare Non EEA 1\]1[;);68 5 |Female Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - mﬂﬁgﬁ [Ir\ll-cft)zaglicable - n/] S ;]/(aI?VIDI()

g EU-EC- 21 Professional Results in Death, Other Medically Important Condition)

) Years Intramuscular use])

= 10013057926

[a]

ko) .

£ click or scan | ; ; Non

= 1374 4 12022-07- Healthcare EEA 18-64 Female Colon cancer metastatic (n/a - Fatal - Results in Death), Metastases to liver (n/a - Fatal - Results in Death), Thrombosis (COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a

<1 EU-EC- (21 Professional Years (n/a - Fatal - Results in Death) - n/a-n/al)

= 10013057646

)

g dlick or sean | 43 SPIKEVAX [COVID-19 MRNA VACCINE

g  12022-07-|Healthcare 65-85 Pyrexia (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death), Vaccination complication (1d - Fatal - [

O 1375 EU-EC- 21 Professional Non EEA Years Female Results in Death) MODERNA (CX-024414)] (8- COVID-19
10013057485 H prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
lick or scan B |5022.07. | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19

1376 EU-EC Bt 5| Professional EEA than 85 |Female |Cardiac failure (Od - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a -
1001 36 s 6;11 1 : olessiona Years Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013059874&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013059473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013059138&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013057982&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013057980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013057961&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013057926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013057646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013057485&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013056411&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
~ 024414) [COVID-19 MRNA VACCINE MODERNA
o click or scan | gme Non (CX-024414)] (S- COVID-19 immunisation - Not
« 07~ _ ; _1d- B
g 1377 pUEC 5?22 07 Healthcare EEA i{i a?j Female |Death (n/a - Fatal - Results in Death) ?glcrabmlel [UZ[]d ]El {12313 IIn[EtIram[ ZI]USCLﬂ]EarTuAsg")fRATE]
N 10013056382 Professional (S- Depression - Not applicable - [1d - /a - n/a]),
% [ZOLPIDEM, ZOLPIDEM TARTRATE] (S-
a Depression - Not applicable - [1d - n/a - n/a])
g lick or scan | o= 2022-07-|Healthcare Not Not Blood pressure decreased (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
5|1378 EU-EC- 1 Professional EEA Specified Specified Results in Death, Other Medically Important Condition), Pyrexia (24h - Unknown - Other Medically Important immunisation - Not applicable - [n/a - n/a - /al)
@' 10013055951 Condition), Tachycardia (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
L
§ click or soan : 1022.07- Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
®|1379 { . Non EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% EU-EC- 5 21 Professional Years a - Intr ul )
= 10013055076 71 &~ ntramuseuiar use
3 e o
5 oL | 3 12022.07- Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
w1380 EU-EC. 51 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
% 10013055070 applicable - [n/a - n/a - Intramuscular use])
@ COMIRNATY [TOZINAME] S-n/a - Unknown
ot
g click or scan | . - [n/a - n/a - n/a]), JOOVDEN [COVID-19 VACCINE
= l (2022-07-|Healthcare 18-64 . . . JANSSEN (AD26.COV2.9)] (S- n/a - Unknown - [n/a -
: - - X - -
S 1381 EU-EC- R 1 Professional Non EEA Vears Female |Cough (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) a - n/a]), VAXZEVRIA [COVID-19 VACCINE
E 10013055069 ] ASTRAZENECA (CHADOX! NCOV-19)] (S-n/a -
% Unknown - [n/a - n/a - Intramuscular use])
5 COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
‘; click or scan | L - [n/a - n/a - n/a]), JOOVDEN [COVID-19 VACCINE
Al (2022-07- [Healthcare 18-64 . . . JANSSEN (AD26.COV2.9)] (S- n/a - Unknown - [n/a -
; - - X - -
% 1382 EU-EC- 51 Professional Non EEA Vears Female |Cough (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) Wa - n/a]), VAXZEVRIA [COVID-19 VACCINE
c 10013055069 ] ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
g Unknown - [n/a - n/a - Intramuscular use])
g COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
E click or scan | ; L - [n/a - n/a - n/a]), JOOVDEN [COVID-19 VACCINE
; Al (2022-07- Healthcare 18-64 . . . JANSSEN (AD26.COV2.9)] (S- n/a - Unknown - [n/a -
= : - - § - -
S 1383 BU-EC- B 1 Professional Non EEA Vears Female |Cough (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) a - n/a]), VAXZEVRIA [COVID-19 VACCINE
= 10013055069 ] ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
.£>,‘ Unknown - [n/a - n/a - Intramuscular use])
ko)
kol
5
O click or scan SPIKEVAX [COVID-19 MRNA VACCINE
1384 2022-07-|Healthcare Non EEA 18-64 Male Cardiomyopathy (n/a - Unknown - Other Medically Important Condition), Death (0d - Fatal - Results in Death, Other MODERNA (CX-024414)] (S- COVID-19
EU-EC- 21 Professional Years Medically Important Condition), Near drowning (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
10013054991 Intramuscular use])
click or scan
i [2022-07-|Healthcare 65-85  [Not . ) . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
i ; - - § - - Results in Death)
1385 EU-EC- 21 Professional EEA Years  |Specified Cardiac arrest (0d - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death - n/a- n/a])
10013054617

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055070&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013055069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013054991&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013054617&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccines in EudraVigilance database (www.adrreports.eu) | Date: 24-09-2022 | Filtered by " Seriousness Criterid": "Resultsin Death" Page 155 of 2857
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. 7 Aortic aneurysm rupture (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MRN, CCINE
lick or sean 4 Condition), Back pain (n/a - Unknown - ), Cardio-respiratory arrest (1d - Fatal - Results in Death, Caused/Prolonged SPIKEVAX [COVID-19 A VA
g 2022-07- | Healthcare 65-85 IR . o - . MODERNA (CX-024414)] (S- COVID-19
(1386 BU-EC 21 P . Non EEA Male  |Hospitalisation, Other Medically Important Condition), Depressed level of consciousness (0d - Fatal - Results in Death, . L .
I -EC- rofessional Years VO . o P p immunisation - Not applicable - [n/a - .25mL -
) £ Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - Unknown - ), Pain in extremity (n/a -
g 10013054380 : Unknown - ) Intramuscular use])
$ click or scan Acute kidney injury (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation),
L NS ; Non Cerebrovascular accident (n/a - Fatal - Results in Death), Cough (n/a - Not Recovered/Not Resolved - ), Cyst (n/a - Not
® » -07- X > 4 AMERAN] (S-
0| 1387 EU-EC- : 5?22 07 Healthcare EEA g{seaés Male  |Recovered/Not Resolved - Life Threatening, Caused’Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), mﬂﬁgﬁ [Ilj;a()—Z[IEa - 3{DF} - sa])a) VID-19
g 10013053664] 3 ; 22 Professional Dementia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a - Not
g : Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation)
§- click or scan | - ;
= Ak |2022-07-|Healthcare 65-85 . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
8| 1388 BU-EC- & 50 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [ 1d- 3mL - n/a])
§ 10013051331
8 .
= dlick or sean | 5022.07. | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B| 1389 A Non EEA Male  |Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
S EU-EGC- | &k 20 Professional Years applicable - [/a - n/a - Intramuscular use])
£ 10013051152 :
=}
m
8
5 click or scan
ﬁ Ak |2022-07-|Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
®[1390| EU-ECG X5 20 Professional |Non EEA [Years |Male |Completed suicide (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
o 10013051130 applicable - [n/a - n/a - Intramuscular use])
5
g
;
8 o ERBEE | 07 ealtheae 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1391 { . Non EEA Male  |Lower respiratory tract infection (n/a - Fatal - Results in Death), Septic shock (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EUEC | 20 Professional Years applicable - [n/a - n/a - Intramuscular use])
S 10013051062 PP
c
é dlick or sean | 5022.07.|Heattheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
011392 : Non EEA Female [COVID-19 (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
Ko) EU-EC- 20 Professional Years .
e 10013050915 applicable - [n/a - n/a - Intramuscular use])
g clickorsean | g 2022-07- |Healthcare 18-64 ) 'VAXZEVRIA [COVID-19 VACI]INE AST RAZENECA
>/ 1393 . Non EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
= EU-EC 20 Professional Years applicable - [n/a - n/a - Intramuscular use])
3 10013050346 PP
B
O .
a— % 2022-07-|Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1394 . . Non EEA Male  [Sepsis (1/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- F |20 Professional Years applicable - [n/a - n/a - Intramuscular use])
10013050080/ & o pp:
clidcorsean 2022-07- |Healthcare 65-85 VAXZEVRIA [COVID-19 VA AST A
1395 o . Non EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- 20 Professional Years .
10013050026 ) applicable - [n/a - n/a - Intramuscular use])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013051331&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013051152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013051130&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013051062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013050915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013050346&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013050080&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013050026&_xpt=1&_xf=pdf
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Primary
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o clidcorsen %% 12022-07-|Healtheare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
N11396 : Non EEA Female |Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
N EU-EC 5|20 Professional Years applicable - [n/a - n/a - Intramuscular use])
o 10013049726 ;]
< -
% lick or scan | A
& < : it 2022-07-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
01397 EU-EC- 0 Professional Non EEA Vears Female [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
3 10013049724 2 applicable - [n/a - n/a - Intramuscular use])
£
g lick [=0:;
4 — ¥ 12022-07- |Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8| 1398 BU-EC- 50 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
Tt ” applicable - [n/a - n/a - Intramuscular use])
10013049723
8 lick
= click or scan 1 - o ) X7 RAZENE
= 2022-07- |Healthcare 65-85 Hypothyroidism (n/a - Fatal - Results in Death), Parkinsonism (n/a - Fatal - Results in Death), Pulmonary embolism (n/a VAXZEVRIA [COVID-19 VACCINE. AST CA
(1399 . Non EEA Male N - . (CHADOX1 NCOV-19)] (S - Immunisation - Not
S EU-EC- 20 Professional Years - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) applicable - [n/a - n/a - Intramusular use])
_‘g 10013049306 "
=}
Lu . H
8 dlick or sean | 502207 | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
‘% 1400 EU-EC- 50 Professional Non EEA Vears Male  |Cardiac failure congestive (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
% 10013049305 ) applicable - [n/a - n/a - Intramuscular use])
[a)
5 . - , . ,
o] Click or scan More Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Depressed level of consciousness (W/a-  |COMIRNATY [TOZINAMERAN] (S- COVID-19
g 1401 2 2022-07-|Healthcare Non EEA  than 85 [Male | Unknown - Other Medically Tmportant Condition), Feeding disorder (n/a - Unknown - ), Headache (n/a - Unknown - ), immunisation - Not applicable - [n/a - n/a -
g BU-EC- - 20 Professional Years Malnutrition (n/a - Unknown - ), Marasmus (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Intramuscular use])
5K 10013048364 Death, Other Medically Important Condition)
3
< click or scan | iz ¥ . More
g 1402 2022-07- Healthcare Non EEA  |than 85 |Female Myocardial ischaemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
® EU-EC- 20 Professional v Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
a 10013047864 s
T
£
s click or scan |; Aortic stenosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), MRN
ﬁ 2022-07- |Healthcare More Chronic kidney disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 A VACUINE
£]1403 : Non EEA  |than 85 |Male o . . o - MODERNA (CX-024414)] (S- COVID-19
< EU-EC- 20 Professional Vears Condition), Pneumonia (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important rophylaxis - Not applicable - [n/a - 1 {DF} - n/a])
2 10013047828 ; Condition) prophy PP
3
S click or scan |; T Non
O 1404 2 12022-07- Healthcare Non EEA Not Male Headache (n/a - Fatal - Results in Death), Malignant melanoma (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- EA 20 . Specified Important Condition), Sensory loss (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
el Professional
10013047815/ =%
Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a -
dlick or scan | B Unknown - ), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Unknown -
e | : Non Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other ME
1405 poee ; ;822-07- Healthcare  [EEA ?{zﬁ: Male  |Medically Important Condition), Hyperhidrosis (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pneumonia viral (n/a - Fatal - mﬁgﬁgﬁ ggzalmlicablzi\ﬁ] d(-SI;/S-)X;]))-w
10013047481 Professional Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - PP
Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013049723&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013049306&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013049305&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013048364&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013047864&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013047828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013047815&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
~ dlick or sean | o 202207 |Fialtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
N 1406 : Non EEA Female |Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
g 1 0(151[3}6]3%93 s 20 Professional Years applicable - [n/a - n/a - Intramuscular use])
o
i -
v click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
® -07- _
8| 1407 L o0 Eﬁte};;zf | |EEA 256 ﬁ: Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) ?é;‘(‘_‘égi ‘E?g;’l(ls}_lgolw‘ﬂfﬁ;’?mwml :Esai\iﬁl_)%fj*\
3 10013046581| i t applicable - [1d - 1{DF} - Intramuscular use])
[%2]
=
§- click or scan | = ; Non More COVID-19 MRNA VACCINE MODERNA (CX-
= # 2022-07- . . 024414) [COVID-19 MRNA VACCINE MODERNA
X - - Results in Death) . L
B 1408 EU-EC- o 20 Eregg;sciirgal EEA glea:rsSS Female [Haemorrhagic stroke (7d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
§ 10013046521 | =% applicable - [1d - .25mL - Intramuscular use])
@
& lick or sean ; Atrial fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure congestive (n/a - ME
S| 1409 EU-EC. 3822_07_ Ere(?tl"g;sci?)rrfal Non EEA ?(iﬁ: Male  |Fatal - Results in Death, Other Medically Important Condition), Concomitant disease aggravated (n/a - Fatal - Results in mﬂﬁgﬁ [{\Irgzamhcablmf ;]/?\:/3)19
2 10013044739| : o Death), Urinary retention (n/a - Fatal - Results in Death, Other Medically Important Condition) 28
o
g click or scan |; T
5 A (2022-07-|Healthcare 65-85 COVID-19 pneumonia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (13d- |COMIRNATY [TOZINAMERAN] (S- n/a - Not
1410 EEA Female
3 EU-EC- 20 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular use])
< 10013044673
®
D -
o click or scan | i : Non
o i 12022-07- Not - . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
g|14n EU-EC- 20 Healthgare Non EEA Specified Male | Amyloidosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
& 10013044167 ' Professional
g
click or scan |; T
% 1412 & g 2022-07-|Healtheare | 6585 I\fale  |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) menition. [IE?ZIN?MERAE]/ NP
s EUEC | 50 Professional Vears e a - Fatal - Results in Death, Caused/Prolonged Hospitalisation Eltrrnalug;s; :grl ;Se]% applicable - [n/a - . -
§ 10013043615
S
2 clidcorsean 2022-07-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (8- COVID-19
<1413 : EEA Male  |Death (Od - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a -
= EU-EC- 20 Professional Years Intramuscular we])
=] 10013043324
E .
z click or scan | g : : : et .
e More Cardio-respiratory arrest (n/a - Fatal - Results in Death), Immunisation (n/a - Fatal - Results in Death), Interchange of

% 1414 2022-07-|Healthcare |\ oer  |ihan 85 |Female |vaccine products (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Off label use (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
g 10(;3122)]::1(3}1 o y, 20 Professional Vears Results in Death), Pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])

F

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013047393&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013046581&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013046521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013044739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013044673&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013044167&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013043615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013043324&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013043182&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmﬁl ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
Administration site pain (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Altered state
~ of consciousness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Arthralgia (36h -
o Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Body temperature increased (n/a - Fatal -
g Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Brain death (n/a - Fatal - Results in Death
=) Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening,
ﬁ Caused/Prolonged Hospitalisation), Cerebral venous thrombosis (n/a - Fatal - Results in Death, Life Threatening,
g Caused/Prolonged Hospitalisation), Chills (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
g Hospitalisation), Coma (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results
- in Death), Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
g Diabetes insipidus (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Disseminated intravascular
5 coagulation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal -
o Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Life
% Threatening, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Fatal - Results in Death, Life Threatening,
; click o scan I(E{am;d/?rolqnged HOSPlta.ll-SatIOIl), Headache (2d - Ij‘atal - Results in Death, Life Threatening, Caused/?ro_longed . |COVID-19 VACCINE JANSSEN (AD26.COV2.5)
§ - ] (022-07-|Healthcare 18-64 I ospitalisation), Hcrruplf‘:gla (n/a- _F‘ataI - Results in Death, Life Threatepmg, Caused{Prolonged Hospitalisation), Heparin- [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o| 1415 BU-EC- 50 Professional EEA Vears Female |induced thrombocytopenia test positive (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Tmmunisation - Not applicable - [n/a - 1 {DF} -
2 Hospitalisation), Hypofibrinogenaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), PP
8 10013042932 P YPOIDINOZE ! ; ng, Lau 08D Intramuscular use])
= Immune thrombocytopenia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Influenza like illness (1d -
S Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intraventricular haemorrhage (n/a -
o Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, Life Threatening,
E Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Unknown - Life Threatening, Caused/Prolonged
” Hospitalisation), Muscle spasms (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
S Myalgia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Mydriasis (n/a - Unknown -
‘% Life Threatening, Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Unknown - Life Threatening,
ot Caused/Prolonged Hospitalisation), Oedema (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Pain in
g extremity (n/a - Fatal - Results in Death), Prothrombin time shortened (n/a - Fatal - Results in Death, Life Threatening,
— Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
g Hospitalisation), Superior sagittal sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
€ Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
% Tonsillitis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a)
5 - Unknown - Life Threatening, Caused/Prolonged Hospitalisation)
o
% lick or seam 2022.07.Non N VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1416 EU-EC- 50 ~""|Healthcare Non EEA S];)etciﬁ ed Male  |Interchange of vaccine products (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10013041963 7 Professional n/a - Intramuscular use])
S
click or scan |;
E 1417 2022-07- | Healthcare Non EEA 18-64 Female Chronic kidney disease (n/a - Fatal - Results in Death), Coronary artery disease (n/a - Fatal - Results in Death), (\&XZAIE(\)/)IEIIAI\I[(?O)\\/ZI B_ﬁg(sv_ ﬁﬁﬁiggﬁ%i\IECA
= EU-EC- 20 Professional Years Hypertension (n/a - Fatal - Results in Death), Sudden cardiac death (n/a - Fatal - Results in Death) .
g 10013041750 applicable - [n/a - n/a - Intramuscular use])
g
2 click or scan | ;
8| a1 2022-07- |Healtheare | 18-64 A . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g EUEC. | & 50 Professional on EEA Vears Male  |Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
5 10013041741/ F applicable - [n/a - n/a - Intramuscular use])
click or scan | e
iy ¥ (2022-07- | Healthcare 18-64 . _ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1419 EU-EC- A 20 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CH{\DOXI NCOV-19)] (S- Immunisation - Not
10013041613 T applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013042932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013041963&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013041750&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013041741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013041613&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S - COVID-19
N click or scan | 7 COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cystic fibrosis (n/a - Fatal - %ﬁggﬁ?ﬁ%&a{?&xgﬁé ?/;rgﬁ]t)lsed for
< 1420 2022-07-|Healthcare Non EEA 18-64 Female Results in Death), Drug ineffective (n/a - Unknown - ), End stage renal disease (n/a - Fatal - Results in Death, Other known indication - Not applicable - [n/a - 1g- n/a])
o) EU-EC- 19 Professional Years Medically Important Condition), Lung transplant (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - ), Product PP & :
3 10013040540 e issue (n/a - Unknown - ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
N (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
% Not applicable - [n/a - n/a - n/a])
[=) COMIRNATY [TOZINAMERAN] (S- COVID-19
3 click or scan COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cystic fibrosis (n/a - Fatal - %ﬁgﬁm?;%%gﬂ&gié ?/;rgﬁ){sed for
2 2022-07- |Healthcare 18-64 Results in Death), Drug ineffective (n/a - Unknown - ), End stage renal disease (n/a - Fatal - Results in Death, Other Lo .
§. 1421 pupc 5 (19 Professional [P EEA  |years  (Female Medically Important Condition), Lung transplant (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - ), Product L\EIXHX%‘EHVRmIdACF&(;I\I/I-DI-\I ?; %)Apggl;\l]%- A[éa R-AIZg]%I?I/Eaéz’A
= 10013040540 use issue (n/a - Unknown - ) .
g (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
3 Not applicable - [n/a - n/a - n/a])
§ Blood glucose increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
I click or scan || [ Condition), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
IS — 3 5000.07- Non More Condition), Kidney infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
‘S| 1422 EU-EC- Y 19 Healthcare Non EEA  |than 85 [Female |Condition), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically |(CHADOX1 NCOV-19)] (S - Immunisation - Not
3 10013039507 ] Professional Years Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically applicable - [n/a - n/a - Intramuscular use])
5 Important Condition), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
@ Important Condition)
”
% click or scan | ; : Non COMIRNATY [TOZINAMERAN] (S - COVID-19
3 1423 "z 2022-07- Healthcare Non EEA Not Not Congenital anomaly (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition), Maternal |immunisation - Not applicable - [n/a - n/a -
% EU-EC- 19 Professional Specified Specified exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition) Transplacental]), [COVID-19 VACCINE] (S - COVID-
a 10013038883 19 immunisation - Not applicable - [n/a - n/a - n/a])
g click or scan | = T
£ el - ¥ 19022-07- [Healtheare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£ 424| pope : 19 Professional Non EEA Vears Male  |COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
é’ 10013038845 applicable - [n/a - n/a - Intramuscular use])
2 click or sen | B | 002.07. | Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1425 EU-EC- . 19 Professional Non EEA Years Female [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
applicable - [n/a - n/a - Intramuscular use])
8 10013038656
[a]
2 lck or scan ||
5 ciobsan 5022.07. | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7| 1426 : Non EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
g EU-EC 19 Professional Years applicable - [n/a - n/a - Intramuscular use])
£ 10013037579 PP
g lick
3 N O |022-07 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S 1427 \:o; . Non EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
S EU-EC- 19 Professional Years licabl Ja-n/a-1 ul
10013037424 . applicable - [n/a - n/a - Intramuscular use])
click or scan | L Cystic fibrosis (n/a - Fatal - Results in Death, Other Medically Important Condition), End stage renal disease (n/a - Fatal -
1428 7 (2022-07- Healthcare Non EEA 18-64 Female Results in Death, Other Medically Important Condition), Interchange of vaccine products (n/a - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- B 19 Professional Years Other Medically Important Condition), Lung transplant (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
10013037297 & Condition), Off label use (n/a - Fatal - Results in Death, Other Medically Important Condition)
dlick or scan | 502207 | Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1429 EU-EC- . 19 Professional Non EEA Vears Male  |Gastroenteritis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013037183 _P“é: - -: applicable - [n/a - n/a - Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013040540&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013040540&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013039507&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013038883&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013038845&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013038656&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013037579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013037424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013037297&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013037183&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
dlick or scan | ¥ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
N 51 |2022-07- | Healthcare 18-64 . . o
N|1430 : Non EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
N EU-EC 19 Professional Years applicable - [n/a - n/a - Intramuscular use])
& 10013037078 PP
N
9 click or scan | g More
® Fi3 2022-07- Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl
01431 EU-EC- 2 19 Professional EEA %1:;585 Male |Acute respiratory failure (n/a - Fatal - Results in Death), Epistaxis (n/a - Fatal - Results in Death) immisation - /a - [tV - .3mL - Intramuscular wse])
2 10013036564
§- click or scan |; 5
5|12 % 2022.07- Healthcare | 6585 |\, |Aurial fibrillation (w/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death), Dyspnoea (1/a - ?wagﬁg: []Egzam‘lfc‘amblz’_\g]zf_ﬁg%]_}19
d EU-EC- 19 Professional Years Fatal - Results in Death), Ventricular extrasystoles (n/a - Fatal - Results in Death) Tntramuscular we]) PP
§ 10013036010
8 .
& lick or scan (g ¥, 202207/ Non Not COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
:!>§’ 1433 EU-EC- . 19 Healthcare EEA Specified Male  [Sudden death (n/a - Fatal - Results in Death) - n/a - Intramuscular use]), COMIRNATY
< Professional [TOZINAMERAN] (S- n/a - n/a - [n/a - n/a - n/a])
£ 10013035670
d
g click or scan |, L SPIKEVAX [COVID-19 MRNA VACCINE
=1 4 A (2022-07-|Healthcare Non EEA 65-85 Male Dyslalia (n/a - Unknown - ), Fall (n/a - Unknown - ), General physical health deterioration (n/a - Fatal - Results in Death, |MODERNA (CX-024414)] (S- COVID-19
83 EU-EC- 19 Professional Years Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - ), Vomiting (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} -
% 10013035659 Intramuscular use])
[a)
g click or scan | g . Cerebral amyloid angiopathy (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral haemorrhage ME _
o 1435 d2022-07- | Healthcare Non EEA 65-85 Female (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypertension (n/a - Fatal - Results in Death, mﬁﬁgﬁ [Iilrcgzelmlicable - 1] d(_S n/;x_)VIDl()
1S EU-EC- 19 Professional Years Other Medically Important Condition), Interchange of vaccine products (n/a - Fatal - Results in Death, Other Medically Intramusoular use]) PP
g 10013034965 i Important Condition), Off label use (n/a - Fatal - Results in Death, Other Medically Important Condition)
D)
S
click or scan |; T
g — 1 12022-07-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
T 1436 EU-EC- 19 Professional EEA Vears Male [COVID-19 (21d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
g 10013034946 Intramuscular use])
s
% lick or seam & More Granulocyte count decreased (n/a - Unknown - ), Haemoglobin decreased (n/a - Unknown - ), Myelodysplastic syndrome (n/a -
E 1437 EU-EC- _,tn ?822-07- E:(?i‘:t};scif)rgal Non EEA  |than 85 Male  |Fatal - Results in Death, Other Medically Important Condition), Neutrophil count decreased (n/a - Unknown - ), Platelet gﬁgﬁgﬁ ggilNﬁgﬁSﬁ/ﬁ ;]/(2\2/3)19
E 10013034818 x Years count decreased (n/a - Unknown - ), White blood cell count decreased (n/a - Unknown - ) PP
E
2 lick or sean L Foetal heart rate decreased (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition), ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
B 2022-07- |Healthcare Not Not Y Y
1438 : Non EEA . .. |Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important immunisation - Not applicable - [n/a - n/a -
ks EU-EC- 19 Professional Specified Specified Condition) Transplacental])
@) 10013034816 sp
lick or scan |5 Wi 2022-07-|Healthcare 18-64 Dermatomyositis (n/a - Fatal - Results in Death, Other Medically Important Condition), Erythema (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
439 poEc 19 s Professional | on EEA YC_EIIS Female |Interstitial lung disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain in extremity (n/a - immunisation - Not applicable - [1d - I;/a ~nla))
10013034792] ; Unknown - ), Peripheral swelling (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Rash (n/a - Unknown - ) PP
click or scan | g .
A 2022-07- | Healthcare 65-85 . . . . e COMIRNATY [TOZINAMERAN] (S- n/a - Not
1440 EU-EC- 19 Professional EA Vears Male  |Haemorrhagic cerebral infarction (53d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular usc])
10013034651

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013037078&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013036564&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013036010&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013035670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013035659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013034965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013034946&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013034818&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013034816&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013034792&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013034651&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl))cal ICSR Form gateyvz:y Source ‘(‘:ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp! Qualification or Group ex Route])
Date Regulatory
Purposes
~ dlickor sean | 502207 /Non Not SPIKEVAX [COVID-19 MRNA VACCINE
| 1441 Healthcare Non EEA .. |Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
N EU-EC- 19 Professional Specified prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
o) 10013033989 ) ) ) )
o
<
§ lick or scan (% & 5022-07- Non More Leukaemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Monocyte count increased (329d - Fatal - COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
0| 1442 : Healthcare EEA than 85 [Male  |Results in Death, Other Medically Important Condition), Petechiae (n/a - Fatal - Results in Death, Other Medically
EU-EC- 19 - n/a - n/al)
g 10013033869 2 Professional Years Important Condition), Pruritus (n/a - Fatal - Results in Death, Other Medically Important Condition)
g
S
fon click or scan | ¢
S 2022-07-|Healthcare 18-64 o . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B[ 1443 BU-EC 19 Professional Non EEA Vears Female [Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
ool licable - [n/a - n/a - Intramuscular use])
§ 10013032951 app
% dlick or scan | g : SPIKEVAX [COVID-19 MRNA VACCINE
= 2 (2022-07- |Healthcare 65-85 . .
D) 1444 : Non EEA Male  |Chest pain (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
> EU-EC- 19 Professional Years prophylaxis - Unknown - [/a - 1{DF} - n/a])
[ 10013032826, i
o
8 clidcorsen | %, 12022-07- |Healtheare Not . . SPIKEVAX [COVID-19 MRNA, VACCINE
3| 1445 : Non EEA .. |Male [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) MODERNA (CX-024414)] (S- COVID-19
3 EU-EC- 19 Professional Specified . L licabl Ja - 14DF" - 1/
P 10013032824 2 immunisation - Not applicable - [n/a - 1{DF} - n/a])
®
[a)
& click or scan | wzznd : More
o 1446 L 2022-07-|Healthcare EEA than 85 [Male Acute kidney injury (n/a - Fatal - Results in Death), COVID-19 pneumonia (n/a - Unknown - ), Clostridial sepsis (3wk - COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- 19 Professional Vears Fatal - Results in Death), Clostridium difficile colitis (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10013032273
g
% click or scan |; T
>| al (2022-07-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - )
% 1447 EU-EC- 19 Professional EEA Vears Female |Cerebrovascular accident (4d - Fatal - Results in Death) Not applicable - [n/a - n/a - Intramuscular usc])
10013032096,
s
3
£ click or scan Non Brain neoplasm (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal
£ 2022-07- 18-64 - Results in Death), Lymphoma (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), |COMIRNATY [TOZINAMERAN] (S- COVID-19
i | 1448 C 19 Healthcare ~ |EEA Female
2 EU-EC- Professional Years Neoplasm (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Organ failure (n/a - Not |immunisation - n/a - [n/a - 3 {DF} - n/a])
? 10013031383 Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation)
=
ko)
kol
i dlick or scan |3 : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(&) 51 (2022-07-|Healthcare 65-85 . . . L
1449 EU-EC- 18 Professional Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10013029691 applicable - [n/a - n/a - Intramuscular use])
click or scan |, :. 2022-07- Non 65-85 Abdominal pain lower (n/a - Unknown - Results in Death), Aortic aneurysm rupture (n/a - Fatal - Results in Death), Back COMIRNATY [TOZINAMERAN] (S- COVID-19
1450 EU-EC- 18 Healthcare EEA Vears Male  [pain (n/a - Unknown - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - immunisation - Not applicable - [1va - 1{DF} - n/a])
10013029394 Professional Results in Death), Hypersensitivity (n/a - Unknown - Results in Death), Malaise (n/a - Unknown - Results in Death) PP

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013033989&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013033869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013032951&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013032826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013032824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013032273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013032096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013031383&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013029691&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013029394&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa 1Nt |Reaction List PT(Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
lick or scon | g ) N ' VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 1451 2022-07-|Healthcare Non EEA 65-85 Female Cerebrovascular accident (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important (CHADOX] NCOV-19)] (S- COVID-19 immunisation
< EU-EC- 18 Professional Years Condition), Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) N licable - 11d - 1/a - T ul
Py 10013028918 - Not applicable - [1d - n/a - Intramuscular use])
o
i lick
B ciotsan 2 12022.07- Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0| 1452 EU-FC- 18 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
g 10013028912 2 applicable - [n/a - n/a - Intramuscular use])
g
é— lick 3 B CCINE ASTRAZENE:
IS 2i 2022-07- Healthcare 18-64 Cerebral venous thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhagic stroke V. VRIA [COVID-19 VA AST CA
Q| 1453 EU-EC 18 P . Non EEA Female R " o, (CHADOX1 NCOV-19)] (S - Immunisation - Not
d -EC- rofessional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) .
§ 10013028818 applicable - [n/a - n/a - Intramuscular use])
8 .
= dlick or sean | B |2022.07- Healthare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 1454 EU-EC. 18 Professional Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
> Sotd .
< applicable - [n/a - n/a - Intramuscular use])
_§ 10013028719
Lu .
8 dlick or sean |2 1502207 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
‘% 1455 EU-EC- 18 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
o applicable - [n/a - n/a - Intramuscular use])
g 10013028420,
S click or scan |3 N . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o 1456 2022-07-|Healthcare Non EEA 65-85 Femal Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - Results in Death, Life Threatening), CHADOX] NCOV-IN (S... 1/ - Unikn "
% EU-EC- 18 Professional | 0" Years ¢ |Dyspnoea (n/a - Unknown - Life Threatening) ;/ Int U ) ]))] (§-n/a- own - [n/a -
: ‘a - Intramuscular use
10013027924 '
g
% Aphasia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arterial thrombosis (n/a - Fatal - Results in
2 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral artery occlusion (n/a - Fatal -
s Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral infarction (n/a - Fatal
g - Results in Death, Caused’Prolonged Hospitalisation, Other Medically Important Condition), Coma (n/a - Fatal - Results
2 click or scan || in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hemiparesis (n/a - Fatal - Results in
[a) —— 2022-07- |Healthcare 18-64 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Portal vein thrombosis (n/a - Fatal - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E 1457 EU-EC- 18 Professional EEA Vears Female [Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary artery thrombosis |[(CHADOX1 NCOV-19)] (S - Immunisation - Unknown|
£ 10013027805 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Seizure (n/a - - [n/a - n/a - Intramuscular use])
4 Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a
E - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis with
5| thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
=2 Condition), Visceral venous thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
% Important Condition)
¢] click or scan |; .
1458 24 (2022-07- |Healthcare Non EEA ]t\}/fg;eg 5 |Fomale Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ?éHA]Egm);lAI\I[CCng 11)9—)1]9(8\/_ AImmmis/:tsizn - Not A
EU-EC- 18 Professional v, Embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) licable - 11d - n/a - 1 ul
10013027663 ; ; ears applicable - [1d - n/a - Intramuscular use])
click or scan | ;= T
{1 (2022-07- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - ) )
1459 EU-EC- 18 Professional EEA Years Mle  (Sudden death (Od - Fatal - Results in Death Not applicable - [n/a - .3mL - Intramuscular use])
10013027406

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013028918&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013028912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013028818&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013028719&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013028420&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013027924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013027805&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013027663&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013027406&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa tent | Reaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
g 1460 2022-07-|Healthcare Non EEA 18-64 Male Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
< EU-EC- 18 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death)
) n/a - Intramuscular use])
o 10013026913
<
% lick or scan
& clck orsean 3 12022-07- [ Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0| 1461 EU-EC- . 18 Professional Non EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
3 10013026603 rd applicable - [n/a - n/a - Intramuscular use])
g
Q .
fon click or scan |; More
= 2022-07- Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: Sudden - - ) )
g 1462 EU-EC- 18 Professional EEA 2?:;585 Female death (n/a - Fatal - Results in Death Not applicable - [n/a - 1{DF} - Intramuscular use])
10013025540
@
% click or scan | g i
S| 1463 il 12022-07- | Healthcare EEA 18-64 Male Asthenia (4d - Recovered/Resolved - ), Cardiomyopathy (n/a - Fatal - Results in Death), Somnolence (4d - COMIRNATY [TOZINAMERAN] (S - COVID-19
'% EU-EC- 18 Professional Years Recovered/Resolved - ) immunisation - n/a - [n/a - 1{DF} - n/a])
£ 10013024563
d
8 click or sean | i 2002-07- Non 18-64 Arrhythmia supraventricular (n/a - Fatal - Results in Death), Atrial fibrillation (n/a - Fatal - Results in Death), Pain (n/a - ﬁéﬁm[&?{\gﬁz ] (SI}(E,/SV[DI 9
‘% 1464 EU-EC- : 18 Healthcare EEA Vears Female |Fatal - Results in Death), Ventricular arrhythmia (n/a - Fatal - Results in Death), Ventricular extrasystoles (n/a - Fatal - immunisation - Not applicable - [n/a - 25mL -
i Professional Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) bp ’
= 10013023686 Intramuscular use])
[a)
— . Apnoea (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Atrial fibrillation (n/a -
g click or scan | ; More Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac arrest (n/a - Unknown - SPIKEVAX [COVID-19 MRNA VACCINE
£ | 1465 2022-07- Healthcare o' wr [io085 [Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Disseminated intravascular coagulation (1d - Fatal - [MODERNA (CX-024414)] (S- COVID-19
£ EU-EC A 18 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Physical deconditioning (n/a - |Immunisation - Not applicable - [1d- 1{DF} -
5 10013023527 Unknown - Caused/Prolonged Hospitalisation) Intramuscular use])
S
% Death (n/a - Fatal - Results in Death), Erythropenia (n/a - Not Recovered/Not Resolved - Life Threatening,
= Caused/Prolonged Hospitalisation), Leukopenia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
B dlick or scan Hospitalisation), Liver disorder (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation),
—— : Non Myelosuppression (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Nasopharyngitis
é 1466 BU-EC- » %222-07- Healthcare EEA 32;3: Male  |(n/a- Unknown - Other Medically Important Condition), Necrosis (n/a - Not Recovered/Not Resolved - Life Threatening, mﬁﬁ;ﬁ gg?ggﬁf\ﬁé{%?ﬂ Sa-])(x) VID-19
% 10013023460 £ Professional Caused/Prolonged Hospitalisation), Pancytopenia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
c Hospitalisation), Sepsis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation),
£ Splenomegaly (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia
g (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation)
E
g
3 click or scan
§ 1467 | EU.EC- 2] %322_07_ Eﬁg;sciif . [EEA 31{86222 Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) _C?/IQA_II;/I\;%TY [TOZIN. 1(S-n/a-na-[n/a
10013023257,
click or scan |; . Death (0d - Fatal - Results in Death), Fluid retention (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
1468 21 (2022-07- Healthcare EEA 65-85 Female Other Medically Important Condition), Oedema (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 18 Professional Years Medically Important Condition), Oxygen saturation decreased (4d - Fatal - Results in Death, Caused/Prolonged - n/a - n/a])
10013023013 Hospitalisation, Other Medically Important Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013026913&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013026603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013025540&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013024563&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013023686&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013023527&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013023460&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013023257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013023013&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan |; L Non
N ; i1 (2022-07- Not o . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
N R -
S 1469 EU-EC- 13 Hea]thqare Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - n/a - n/a])
) Professional
o 10013022734
<
% click or scan |;
) Cclick or scan | i
© 2022-07-|Healthcare 65-85 Dysuria (n/a - Fatal - Results in Death), Insomnia (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
01470 : Non EEA Male . " . MODERNA (CX-024414)] (S- COVID-19
— EU-EC- E 18 Professional Years Results in Death), Tachycardia (n/a - Fatal - Results in Death) . .
3 10013022380/ 8 prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
g
S . H
fon click or scan | g4
IS : = (2022-07- [Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
1471 EU-EC- ; 18 Professional | CA Years |Vele |Cardiacarrest (w2 - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular use])
§ 10013021892| &
8 .
= dlick or sean | B |2022.07- Healthare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
B 1472 . : EEA Male  [Hepatocellular carcinoma (28d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
S EU-EC- 18 Professional Years . o licable - [/a - 1 o
© 10013021404 immunisation - Not applicable - [n/a - 1{DF} - n/a])
o
g click or scan | ; Non COMIRNATY [TOZINAMERAN] (S- COVID-19
=19 473 2022-07- Healthcare EEA 65-85 Male Anaemia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), immunisation - n/a - [n/a - 1{DF} - n/a]),
3 EU-EC- 18 Professional Years Ophthalmic vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (S - COVID-19
b 10013021343 rotessiona immunisation - n/a - [n/a - n/a - n/a])
®
[a)
g dlick or seam | T 2002-07- | Healtheare More Abdominal pain (n/a - Fatal - Results in Death), Injection site erythema (n/a - Fatal - Results in Death), Injection site  [SPIKEVAX [COVID-19 MRNA VACCINE
‘£ 1474 EU-EC- ; ek e Professional EEA than 85 |Female |pain (n/a - Fatal - Results in Death), Intestinal ischaemia (n/a - Fatal - Results in Death), Muscle contractions involuntary| MODERNA (CX-024414)] (S- COVID-19
% 10013020865 j LM Years (n/a - Fatal - Results in Death), Renal necrosis (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)|immunisation - n/a - [n/a - 1{DF} - n/a])
=)
S
% click or scan |; T Non
> =1 (2022-07- Not . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T 1475 EU-EC- 18 Healthc'are Non EEA Specified Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) mmumisation - Not applicable - [/a - n/a - n/a)
Professional
§ 10013020283
g COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
E - - [n/a - n/a - n/a]), JOOVDEN [COVID-19 VACCINE
= click or scan | a2 JANSSEN (AD26.COV2.9)] (S- n/a - Unknown - [n/a -
E 1476 2022-07- |Healthcare Non EEA 18-64 Female Back pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
= EU-EC- 3116 Professional Years Unknown - Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
o 10013018538 Unknown - [n/a - n/a - Intramuscular use]),
2 [TRIVALENT INFLUENZA VACCINE] (S- n/a -
% Unknown - [n/a - n/a - n/a])
5 COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
- [n/a - n/a - n/a]), JOOVDEN [COVID-19 VACCINE
click or scan |, JANSSEN (AD26.COV2.9)] (S- n/a - Unknown - [n/a -
1477 2022-07- Healthcare Non EEA 18-64 Female Back pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
EU-EC- |16 Professional Years Unknown - Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
10013018538 Unknown - [n/a - n/a - Intramuscular use]),
[TRIVALENT INFLUENZA VACCINE] (S- n/a -
Unknown - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013020283&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
~ - [n/a - n/a - n/a]), JOOVDEN [COVID-19 VACCINE
o click or scan | JANSSEN (AD26.COV2.9)] (S- n/a - Unknown - [n/a -
g 1478 2022-07- Healthcare Non EEA 18-64 Female Back pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
Q EU-EC- |16 Professional Years Unknown - Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
ﬁ 10013018538 Unknown - [n/a - n/a - Intramuscular use]),
% [TRIVALENT INFLUENZA VACCINE] (S- n/a -
[a) Unknown - [n/a - n/a - n/a])
g ik eraon 2022-07-|Healthcare 18-64 Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Pulmonary embolism (n/a - |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
51479 EU-EC- 16 Professional EEA Vears Female |Fatal - Results in Death), Subarachnoid haemorrhage (n/a - Fatal - Results in Death), Thrombosis with thrombocytopenia [(CHADOX1 NCOV-19)] (S - Immunisation - Not
@' ; syndrome (n/a - Fatal - Results in Death) applicable - [n/a - n/a - Intramuscular use])
= 10013018377
i :
§ dlick or scan | o= VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
2022-07-|Healthcare Not Not . . . .
@ (1480 : Non EEA . .. |Ischaemic stroke (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% EU-EC- 3116 Professional Specified Specified - Unknown - [/a - nva - Intramuscul )
= 10013018376 oW - LA - va - dntramuseuiar use
% Abdominal pain upper (n/a - Unknown - ), Acne (n/a - Unknown - ), Acute myocardial infarction (n/a - Fatal - Results in
1; Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Adrenal haemorrhage (n/a - Unknown -
w Other Medically Important Condition), Aortic thrombosis (n/a - Unknown - Other Medically Important Condition), Cardiac
3 ventricular thrombosis (n/a - Unknown - Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results
5 in Death, Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Other
click or scan |3 Medically Important Condition), Cholelithiasis (n/a - Unknown - ), Dilatation intrahepatic duct acquired (n/a - Unknown - AXZ CCINE RAZENE
% 1481 2022-07- gg:lthcare EEA Not Female Other Medically Important Condition), Dizziness (n/a - Unknown - ), Headache (n/a - Unknown - ), Peripheral coldness (n/a - XZHAII)%M);IAI\I[%\\IZI 113—)59(8\/_ An/a R Unﬁnsz)r w - [n/a _CA
o EU-EC- 3 (16 Professional Specified Unknown - ), Pulmonary embolism (n/a - Unknown - Other Medically Important Condition), Sigmoid sinus thrombosis (n/a - | - "y o oo use])
& 10013018304 Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Subclavian artery thrombosis (n/a -
© Unknown - Other Medically Important Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in
S Death), Venous occlusion (n/a - Unknown - ), Venous thrombosis limb (n/a - Unknown - Other Medically Important
E Condition), Ventricular hypokinesia (n/a - Unknown - Other Medically Important Condition), Visual impairment (n/a -
5K Unknown - ), Vomiting (n/a - Unknown - )
3
®
< .
g clidcorscan : N (n/: | wsed/Prolonged al her Medicall dition)
iy |2022-07-|Non 65-85 COVID-19 (n/a - Fatal - Results in Death, Cai rolonged Hospitalisation, Other ically Important Condition),
g 1482 | EU-EC- Th 15 Healthcare ~ [Non EEA  |Years |Female |Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death mgiﬁlRﬁoP;ozﬁiﬁﬁfﬁlgﬂng: S/;]\)/[D-lg
2 10013016261 Professional Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
>
i=
=
5 click or scan | ; i Non COMIRNATY [TOZINAMERAN] (S- COVID-19
. 12022-07- 18-64 . . .. . . immunisation - Not applicable - [n/a - 1{DF} - n/a)),
R - , - - . LY
'% 1483 EU-EC- 15 E:gg;;ir:a] EEA Vears Female |Malaise (n/a - Fatal - Results in Death), Toxicity to various agents (n/a - Fatal - Results in Death) [HALOPERIDOL] (S- Schizoaffective disorder -
5 10013015442 Unknown - [n/a - n/a - n/a))
click or scan | i 1 Non
- - - 1 - - i N 1 - -), 1 - - i -
1484 . 2022-07 Healthcare Non EEA 18-64 Female Cardiomyopathy (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Hypervolaemia (n/a - Fatal - Results in TOZTNAMERAN [TOZTNAMERAN] (S- COVID-19
EU-EC- | iy 15 Professional Years Death) immunisation - Not applicable - [n/a - n/a - n/a])
10013014479
lick or scan |5 B | 2022.07. Healtheare 65.85 COVID-19 (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Severe acute respiratory syndrome (6d - Fatal |SPTKEVAX [COVID-19 MRNA VACCINE
1485 : : Non EEA Male |- Results in Death, Caused/Prolonged Hospitalisation), Vaccination complication (6d - Fatal - Results in Death, MODERNA (CX-024414)] (S- COVID-19
EU-EC- |15 Professional Years sod/ d o hylaxi . o
10013014083 Caused/Prolonged Hospitalisation) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013018376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013018304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013016261&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013015442&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013014479&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |3 : SPIKEVAX [COVID-19 MRNA VACCINE
N ¥ 21 (2022-07- Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
N . - - ) . .
< 1486 EU-EC- 115 Professional Non EEA Years Female Death (1d- Fatal - Results (n Death prophylaxis - Not applicable - [n/a - 1{DF} -
g 10013012258 Intramuscular use])
$ Anal incontinence (n/a - Unknown - ), Apnoea (n/a - Fatal - Results in Death, Other Medically Important Condition),
% Blood pressure decreased (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically
a Important Condition), Cardiac dysfunction (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac
g click or scan || failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal -
7] e | 2022-07-|Healthcare 65-85 Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] (S- COVID-19
5| 1487 EU-EC- 15 Professional Non EEA Years Female |General physical condition abnormal (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Other Medically Important |immunisation - Not applicable - [n/a - n/a -
@' 10013011135 ; Condition), Mouth breathing (n/a - Unknown - ), Mydriasis (n/a - Unknown - ), Myocardial ischaemia (n/a - Fatal - Results |Intramuscular use])
‘5“3 in Death, Other Medically Important Condition), Postresuscitation encephalopathy (n/a - Fatal - Results in Death, Other
3 Medically Important Condition), Pupillary reflex impaired (n/a - Unknown - ), Respiratory arrest (n/a - Fatal - Results in
§ Death, Other Medically Important Condition), Tachycardia (n/a - Unknown - ), Therapy non-responder (n/a - Unknown - ),
@ Urinary incontinence (n/a - Unknown - )
5}
z dlick or sean | % COMIRNATY [TOZINAMERAN] (S - COVID-19
-z>3’ 1488 1 (2022-07-|Healthcare Non EEA 65-85 Male Disease progression (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary fibrosis (n/a - Fatal - immunisation - Not applicable - [1d- 3mL -
© EU-EC- 3|15 Professional Years Results in Death, Other Medically Important Condition) I ul 28 ’
El 10013010614 ntramuscular use])
m
% click or scan |
3 2022-07-|Healthcare 18-64 . . ) B . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
% 1489 EUEC | 3115 Professional EEA Vears Male  |Acute respiratory failure (2d - Fatal - Results in Death) - 3mL - Intramuscular use])
a 10013010554 &3
g click or scan | 1 Non
% 1490 | Loee %(5)22_07_ Healthcare ~ |EEA ?{SC :is Female |Death (Od - Fatal - Results in Death), Headache (43d - Fatal - Results in Death, Other Medically Important Condition) _CIC])/I;/J_H;/I\;]A)TY [TOZIN 1(S-n/a-nja-[n/a
L Professional
<y 10013009857,
g click or scan | ¢ - Non
s 1491 4 (2022-07- Healthcare EEA 18-64 Male Death (69d - Fatal - Results in Death), Dizziness (69d - Fatal - Results in Death), Fatigue (69d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
g EU-EC- 15 Professional Years Death) n/a - n/al)
8 10013009754
[a]
E click or scan | iz ME
S 1492 ] ¥t [2022-07- |Healthcare Non EEA i\}/f;rleg s [Male Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypertensive emergency (n/a - mﬁﬁgﬁ g(gzallNlicable i [1] d(_SI;/?VlD-w
4 EU-EC- 15 Professional Fatal - Results in Death, Other Medically Important Condition) PP
£ : Years Intramuscular use])
E 10013009357
5
3 click or scan | ; i SPIKEVAX [COVID-19 MRNA VACCINE
ks 1493 =i (2022-07-|Healthcare EEA 18-64 Male Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening), Malaise (n/a - Fatal - Results in Death MODERNA (CX-024414)] (S- Product used for
S EU-EC- 15 Professional Years Life Threatening) unknown indication - Not applicable - [1d - 1 {DF} -
10013009245 n/a])
click or scan | &
't (2022-07-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
1494 EU-EC- | i 15 Professional Non EEA Years Male  |Dyspnoea (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10013009206/ &
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013009857&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013009754&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013009357&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# ca ICSR Form ALeWay/q urce ountry Age atient |peaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number g:::mt Qualification fl;)ergulatory Group Sex Route])
Purposes
N
S dlick or scan
g 1495  EU-EC- | [2022-07- Healthcare Non EEA 18-64 Male Concomitant disease aggravated (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Traumatic COMIRNATY [TOZINAMERAN] (S - COVID-19
i 10013009129 15 Professional Years haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
u
®
o
3
[%2]
5 click or scan |; .
@' 1496 2 (2022-07- Healthcare Non EEA 18-64 Male Dizziness (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a |COMIRNATY [TOZINAMERAN] (S- COVID-19
§ EU-EC- 15 Professional Years - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [1d - n/a - n/a])
g‘ 10013009094
Q = Y on a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Interchange of vaccine products (n/a - -
; sl ersan H022.07. 1N 1864 Cough (1v/a - Fatal ) n/a - Fatal Interchange of ducts (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
=1 1497 EU-EC- 15 Healthcare Non EEA Vears Female |Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), |immunisation - Not applicable - [1d - n/a -
-E’ 10013009090/ 3 Professional Off label use (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) Intramuscular use])
<
s .
w click or scan |3 :
g 1498 F 2 (2022-07- Healthcare EEA 18-64 Male Congestive cardiomyopathy (n/a - Unknown - Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - COVID-19
3 -EC- 2 rotessional ears Death, rolon, ospitalisation 1mmunisation - Not applicable - [n/a - 1{ -n/a
’&'3 EU-EG 15 Professional Ye Caused/Prol Hospitalisati i isation - N licabl /a - 1{DF} - n/;
10013009011/ &
ot
®
=] click or scan
5 & |5009-07- | Healthcare 1364 COMIRNATY [TOZINAMERAN] (S - COVID-19
3| 1499 EU-EC- : 15 Professional Non EEA Vears Male  |Cough (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
% 10013008816 3 : Intramuscular usc])
=)
=i click or scan |; Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Interchange of vaccine products (n/a - Fatal - MERAN]
% 1500 2022-07-|Healthcare Non EEA 18-64 Male Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - Results in Death mﬂﬁgﬁ [I'\ll-cft)zaINlicable -1 d(_Sr;/;X_)VIDl()
% EU-EC- 15 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Tntramuscular use]) PP
% 10013008582 Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
B click or scan |;
[a] e -
T 1501 2022-07- | Healthcare Non EEA 65-85 Male Abdominal pain (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Faeces discoloured (n/a - Fatal - mﬁﬁ;ﬁ ggﬁlNﬁgﬁw d(_S n/;x_)VID-19
£ EU-EC- 15 Professional Years Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death) PP
= 10013008381 Intramuscular use])
g
i click or scan | =am
a8 i i (2022-07- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
-% 1502 EU-EC- 15 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
o 10013008024
(@)
click or scan | gtE L
1503 21 (2022-07- Healthcare Non EEA 18-64 Female Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Hepatic fibrosis (n/a - Unknown| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 15 Professional Years - Other Medically Important Condition), Hepatic steatosis (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10013007813
Anxiety (n/a - Unknown - ), Confusional state (n/a - Unknown - ), Creutzfeldt-Jakob disease (n/a - Fatal - Results in Death
click or scan | Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition),
dlick or scan Non y Imp Results in Death y Imp
1504 223 2022-07- Healthcare Non EEA 18-64 Female Disorganised speech (n/a - Unknown - ), Dyskinesia (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Gait disturbance | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- H (15 Professional Years (n/a - Unknown - ), Grip strength decreased (n/a - Unknown - ), Headache (n/a - Recovered/Resolved With Sequelae - immunisation - Not applicable - [1d - n/a - n/a])
10013007768 i Caused/Prolonged Hospitalisation), Nervous system disorder (n/a - Unknown - ), Prion disease (n/a - Unknown - Other
Medically Important Condition), Tremor (n/a - Unknown - )
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013009090&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013009011&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013008816&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013008582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013008381&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013008024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013007813&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013007768&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
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Date Qua Regulatory p
Purposes
click or scan |;
~ b 12022-07- [ Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
N1 1505 EU-EC- 15 Professional EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
N : immunisation - n/a - [n/a - n/a - n/aJ)
o 10013007226
$ Abdominal pain upper (n/a - Unknown - Caused/Prolonged Hospitalisation), Arnold-Chiari malformation (n/a - Fatal -
% Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Bladder spasm (n/a - Unknown
[a) - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation, Other Medically Important Condition), Coma (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
7] Medically Important Condition), Cystitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Dehydration (n/a - Unknown -
5 Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Dizziness (n/a - Unknown
@' - Caused/Prolonged Hospitalisation), Drug interaction (n/a - Unknown - Caused/Prolonged Hospitalisation), Erythema
‘§ ) infectiosum (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S- n/a - Not
: click or scan | Non Flushing (n/a - Unknown - Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Unknown - Caused/Prolonged applicable - [n/a - n/a - n/a]), [INFLUENZA A VIRUS
§ 1506 2022-07- Healthcare Non EEA 18-64 Female |Hospitalisation), Generalised tonic-clonic seizure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically A/BRISBANE/10/2010 (HINI) ANTIGEN (MDCK
Q EU-EC- = 15 Professional Years Important Condition), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Unknown - CELL DERIVED, PROPIOLACTONE
% 10013007125 Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Migraine (n/a - Unknown - INACTIVATED)] (S- n/a - Not applicable - [n/a - n/a
=y Caused/Prolonged Hospitalisation), Mobility decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Neck pain (n/a- |- Intramuscular use])
S Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Rash pruritic
_‘g (n/a - Unknown - Caused/Prolonged Hospitalisation), Restlessness (n/a - Unknown - Caused/Prolonged Hospitalisation),
0 Sinusitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Spinal cord haemorrhage (n/a - Fatal - Results in Death
@ Caused/Prolonged Hospitalisation, Other Medically Important Condition), Staring (n/a - Unknown - Caused/Prolonged
% Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
3 Condition), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
7
=l lick or sean : 2002-07 Non 18-64 Bone pain (23d - Fatal - Results in Death), Chest pain (23d - Fatal - Results in Death), Cough (23d - Fatal - Results in COMIRNATY [TOZINAME S- COVID-19
g 1507 | piEc o, 15 ~""|Healthcare ~ |EEA Ye;lrs Female |Death), Dyspnoea (23d - Fatal - Results in Death), Lymphadenopathy (23d - Fatal - Results in Death), Pyrexia (23d- |-~ .. [n/a ~Infa- n/m]() .
= 10013006066 2 Professional Fatal - Results in Death)
&
5 . Cerebral haemorrhage (67d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
2 lick or scan & [022-07- |Health 65-85 Condition), Chrebro%iscdar disorder (1d - Fatal - Results in Death), Ig;:;nentsga Alzheimer's type (1d - Fai]alrf]%esults in ﬁéﬁ%\m[ﬁ%?;ﬁi\mzA%%%
% 1508 pope |4 15 - P:(?fes;:i?)rr?al Non EEA Ye-ars Male  |Death, Other Medically Important Condition), Fall (172d - Fatal - Results in Death), Ischaemic stroke (172d - Fatal - ophylaxis _( No-t a lica)l}lé N -[ wa - 1 {DF} -
% 10013005926 % : Results in Death, Other Medically Important Condition), Skull fracture (67d - Fatal - Results in Death, Caused/Prolonged i)ntrpan}llusc dar usc]) 2
% Hospitalisation, Other Medically Important Condition)
by lick or scan % 022.07- Health 65.85 Acttte respiratory failure (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
21509 g e Profes;zrf | [NonEEA (> |Male [Results in Death, Cawsed/Prolonged Hospitalisation), Pyrexia (na - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
£ 10013005883 Hospitalisation), Vaccination site pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - Intramuscular use])
[}
g COMIRNATY [TOZINAMERAN] (S - Immunisation -
5 click or scan |3 i More n/a - [n/a - n/a - n/a]), [AMLODIPINE,
il |2022-07-|Healthcare . . AMLODIPINE BESILATE, AMLODIPINE
% 15101 gy 14 Professional [0 g‘:a“rfs Female |Fiaematemesis (n/a - Fatal - Results in Death) MESILATE] (S- Hypertension - n/a - [n/a - Smg -
<t 10013004546 n/a]), [CANDESART AN CILEXETIL] (S-
o Hypertension - n/a - [n/a - 16mg - n/a])
click or scan
] SPIKEVAX [COVID-19 MRNA VACCINE
s Sy %222.07. Eﬁ;ﬁfg | [EEA gseafs Male  |pulmonary embolism (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
10013004545 [/a - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013007125&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013006066&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013005926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013005883&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013004546&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Date Regulatory
Purposes
Acute hepatic failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute kidney injury (n/a - Fatal -
~ Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (n/a - Unknown -
N click or scan |; - Caused/Prolonged Hospitalisation), Haemoperitoneum (n/a - Unknown - Caused/Prolonged Hospitalisation), Hepatic rupture
o 3
g 1512 =1 (2022-07-|Healthcare EEA 18-64 Male (n/a - Unknown - Caused/Prolonged Hospitalisation), Portal vein thrombosis (n/a - Fatal - Results in Death gig\z/lﬁ)}g])\[g%\]dg.l ?ﬁﬁiﬁfy licable -
=) EU-EC- 14 Professional Years Caused/Prolonged Hospitalisation), Shock haemorrhagic (n/a - Unknown - Caused/Prolonged Hospitalisation), Splenic rupture [n/a- ﬁ/a _ n/é]) PP
ﬁ 10013003295 (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in
% Death, Caused/Prolonged Hospitalisation), Venous thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
a Hospitalisation)
g click or scan
@ E— . . L . . JCOVDEN [COVID-19 VACCINE JANSSEN
-07- - - - X - - - .
1513 2022-07 Hea]thqare EFA 65-85 Female CDV[D;I9 pneumonia (n/a - Fatal - Results in Death), Vaccination failure (n/a - Unknown - Other Medically Important (AD26.COV2.9)] (S- Immunisation - Not applicable -
=3 EU-EC- B 14 Professional Years Condition) [/a - n/a - n/a])
= 10013002926/ & i
L
§ click or scan | ; VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
& 2022-07- |Healthcare 65-85 o L . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
? R -
% 1514 BU-EC- 2 14 Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death) n/a - Intramuscular use]), [HAEMAGGLUTININ] (S-
= 10013002529 i n/a - Unknown - [n/a - n/a - n/a
[S)
% lick
= click or scan |3 i X7
E 1515 =1 (2022-07-|Healthcare Non EEA 18-64 Male Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results z/CIJAIE(;/)%[lAI\I[é«O)\\/iI 113—)59(8\/_ AnC/SI_I\IIJEnﬁnS;“ViA-Z[IIE]/I:I?CA
o EU-EC- 14 Professional Years in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
] n/a - Intramuscular use])
S 10013002230
p
w® click or scan | =
=] 5022-07- N(e):l h 18-64 Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |GOMIRNATY [TOZINAMERAN] (S - COVID-19
gl1516| EU-EC- 14 Healthcare  |EEA Vears |Female |Suspected COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [n/a - n/a - n/a])
k5 10013001110, Professional Condition)
£
g’ click or scan Colitis ischaemic (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Diverticulitis
=== : intestinal haemorrhagic (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Inflammation
g 1517 pUEc _,t" %222-07- E:(?i‘g;;:iirr?al EEA ?{zﬁ: Male |(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in mﬁgﬁgﬁ [NT(S:ZaINﬁi\:gSI_AFn]/S -1 {C]())F\;l J-}nz])
s 10013001009 y Death, Life Threatening, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Life Threatening, 2
g Caused/Prolonged Hospitalisation)
B click or scan |;
a Non Angina pectoris (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal
E 1518 2022-07 | ealthcare  |EEA 1864 |\fale |- Results in Death ), Myocardial infarction (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (8- COVID-19
e EU-EC- 14 Professional Years Hospitalisation) immunisation - n/a - [n/a - 3{DF} - n/a])
5 10013000538
i=
< click or scan | ;
Bl a0 2022-07- | Healtheare | oo (6585 |\ |Cardio-respiratory arest (wla - Fatal - Results in Death, Other Medically Important Condition), Ventricular fbrillation (/a [ M- 1 ¥ [I\Tlgzam‘h‘]c‘amblf‘i\ﬁ] |5 MDA
B EU-EC- 14 Professional Years - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramscular we]) PP e
s 10013000302
(@)
click or scan |- : Non Death (n/a - Fatal - Results in Death), Influenza like illness (n/a - Recovering/Resolving - Life Threatening,
1520 i 2022-07- Healthcare EEA 65-85 Male Caused/Prolonged Hospitalisation), Pneumonia (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |14 Professional Years Hospitalisation), Renal failure (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation), Sepsis (n/a -|immunisation - n/a - [n/a - 3{DF} - n/a])
10012999770 Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation)
click or scan | ;e ! Non
4 (2022-07- 18-64 . . . . . - COMIRNATY [TOZINAMERAN] (S - COVID-19
- - , - - . Nl
1521 EU-EC- ] im Hea}thgare EEA Vears Female |Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Recovering/Resolving - Other Medically Important Condition) immunisation - 1/a - [nVa - 3 {DF} - n/a])
10012999763 EE Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013003295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013002926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013002529&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013002230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013001110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013001009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013000538&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10013000302&_xpt=1&_xf=pdf
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Primary
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Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |+ -
== Non
N 2 (2022-07- Not . oo . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N R -
S 1522 EU-EC- I m Hea]thqare Non EEA Specified Female [Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
) Professional
o 10012999657
3
9 click or scan | v
g 1523 2022-07- le]lz:lthcare EEA 18-64 Male Brain oedema (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -|
— EU-EC- Sy (14 Professional Years Haemorrhage intracranial (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
3 10012999161 3
£
§- click or scan |-
2 e F : Non
Bl 1524 g |2022-07- Healthcare EEA 18-64 Male  |Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8- n/a- n/a - [n/a
d EU-EC- : |14 Professional Years - n/a-n/al)
§ 10012998648| 3% ofessio
% click or scan Abdominal distension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
8 — ; Non Condition), Enteritis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ME ME
B[ 1525 EU-EC- %222_07_ Healthcare Non EEA L.iﬁj Male  |Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Intestinal obstruction (n/a - Fatal - Results msationmgzozlﬂble i an: %\)}[Dlg
2 10012998151 Professional in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - 28
1; Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
m
@ click or scan |: .
[&] e T
= =4 (2022-07- [Healthcare 65-85 o . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
5
; - - X - -
3 1526 EU-EC- m Professional EEA Vears Female |Acute myocardial infarction (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) - n/a - n/a])
% 10012997897
[a)
dlick or scan | ;vgd A tinea (n/a - own - ), Deat a - Fatal - Results in Death er ic: ortant Condition), Interchange o
2 ehels o ¥ | 02207 Fealtheare 6585 Bo wa - Unknown - ), Death (w/a - Fatal Other Medically Important Condition), Interchange of SPIKEVAX [COVID-19 MRNA VACCINE
‘£ 1527 EU-EC- I : 14 Professional Non EEA Vears Female [vaccine products (n/a - Unknown - ), Malaise (n/a - Unknown - ), Osteoarthritis (n/a - Unknown - ), Pain in extremity (n/a- |MODERNA (CX-024414)] (S- COVID-19
% 10012997846 T : Unknown - ), Pruritus (n/a - Unknown - ), Rash (n/a - Unknown - ), Sciatica (n/a - Unknown - ) prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
=)
;
click or scan
— 3 Non
> 2022-07- 18-64 . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - X - ), - A Nl .
T 1528 EU-EC- 14 Healthc'are EEA Vears Female |Death (n/a - Fatal - Results in Death), Malaise (1d - Recovered/Resolved - ), Pain in extremity (1d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
g 10012 Professional
997058
®
% click or scan C Non
E 1529 BU-EC- ?222-07- Healthcare EEA gzﬁ: Female |Haemoptysis (164d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) i)/zd}ﬁﬁTY [TOZINAMERAN] (S-n/a- n/a- [n/a
8l |10012996882| Professional
=
ko) click or scan MRN
B 1 (2022-07- Non 65-85 Asthenia (n/a - Recovering/Resolving - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Recovering/Resolving - ), SPIKEVAX [COVID-19 A VACCINE
3 1530 EU-EC- 14 Healthcare EEA v, Female General physical health deteriorati - Re . lving - MODERNA (CX-024414)] (S- COVID-19
8 Professional ‘ears neral physical heal erioration (n/a - Recovering/Resolving - ) . sation - 1/a - n/a - 4 1DF? - 1/
rofession: immunisation - n/a - [n/a - 4{DF} - n/a])
(&) 10012996751
click or scan |- Non C-reactive protein increased (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Decreased appetite
2022-07- 18-64 (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Lung neoplasm malignant (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
1531 Healthcare EEA Female
EU-EC- 7 |14 Professional Years Results in Death), Neoplasm malignant (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in - n/a-n/a])
10012995894 Death), Vomiting (n/a - Fatal - Results in Death), Weight decreased (n/a - Fatal - Results in Death)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012999657&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012999161&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012998648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012998151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012997897&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012997846&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012997058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012996882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012996751&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012995894&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
~ NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o (CHADOX1 NCOV-19)] (S - Product used for
g unknown indication - Not applicable - [n/a - 1 {DF} -
3 click or scan | : Intramuscular use]), COVID-19 VACCINE
g 1532 pupe |3 . %222_07_ Ez)%te}slscizrg a  |[NonEEA ;86;?: Male  |Septic shock (4050min - Fatal - Results in Death, Caused/Prolonged Hospitalisation) \A/il‘jRAZE:H E %Amfé :}NICDEV:_)I(%)IEJ((X}))\\/;_?;)?
g 10012995580 (S- Product used for unknown indication - Unknown -
= [n/a - 1{DF} - Intramuscular use]), SPIKEVAX
g [COVID-19 MRNA VACCINE MODERNA (CX-
5 024414)] (S- COVID-19 prophylaxis - Not applicable
5 - [n/a - 1{DF} - n/a))
'5“3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
> NCOV-19) [COVID-19 VACCINE ASTRAZENECA
§ (CHADOX1 NCOV-19)] (S- Product used for
© unknown indication - Not applicable - [n/a - 1{DF} -
g click or scan || Intramuscular use]), COVID-19 VACCINE
= = |3 2022-07- |Healthcare 18-64 ) ) ) o ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
S [1533 EU-EC- ] 14 Professional Non EEA Vears Male  [Septic shock (4050min - Fatal - Results in Death, Caused/Prolonged Hospitalisation) 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
_‘g 10012995580 (S- Product used for unknown indication - Unknown -
0 [n/a - 1{DF} - Intramuscular use]), SPIKEVAX
@ [COVID-19 MRNA VACCINE MODERNA (CX-
% 024414)] (S- COVID-19 prophylaxis - Not applicable
3 - [n/a - 1{DF} - n/a])
ot
E 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
ot click or scan |7 L - Intramuscular use]), [ACETYLSALICYLIC ACID] (I
E| 1534 1 (2022-07-|Healthcare Non EEA 18-64 Male Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other - n/a - Unknown - [n/a - n/a - n/a]),
% EU-EC- : |13 Professional Years Medically Important Condition) [IMMUNGLOBULIN] (I - n/a - Unknown - [n/a - n/a -
5 10012993655 n/a]), [MORPHINE, MORPHINE
2 HYDROCHLORIDE] (I - n/a - Unknown - [n/a - n/a -
%_? n/a])
=
é dlick or scan B | 2022.07 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1535 LEC- 13 Professional EEA v Male  [Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 1 EU L rotession: cars n/a - Intramuscular use])
> 0012992872
g Acute hepatic failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (n/a -
g dlick or scan Unknqwn - Caused/Prolonged Hospitalisation), Haemoper_itor‘leur‘n (n/a- Unknqwn - Caused_/Prolonged Hospitalisation),
E _— 4 5022-07- | Healtheare 18-64 Hepatic rupture (n/a - U_nkljovyn - Caused/Prolonged Hpspltahsatlon), Portal vein thrombosis (n/aj Fa}tal - Results in Death, JCOVDEN [COVID-19 VA(I;INE JANSSEN )
| 1536 EU-EC- 13 Professional EEA Vears Male  |Caused/Prolonged Hospitalisation), S‘lOCk‘ haf:m(_)rrhaglc (n/a- Unkpown - Caused/Prolor}ged Hospitalisation), Splenic rupture |(AD26.COV2.9)] (S- Immunisation - Not applicable -
% 10012992582 (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in |[n/a - n/a - n/a])
g Death, Caused/Prolonged Hospitalisation), Venous thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
<t Hospitalisation)
(@)
lick or scan | ‘e 0 |022.07- Health 1864 Cardio-respiratory arrest (n/a - Fatal - Results in Death), Chest discomfort (2d - Fatal - Results in Death), Chest pain (n/a|COMIRNATY [TOZINAMERAN] (S- COVID-19
1537 pyEG » 13 - Pea care - IEEA - Female |- Fatal - Results in Death), Nausea (2d - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
-EC- | ] rofessional Years Intramuscular use])
10012992409
click or scan Cardiac arrest (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - Life Threatening), Dyspnoea (n/a - Unknown -
1538 1 12022-07- II\{IZ:I theare Non EEA 18-64 Female Life Threatening), Headache (n/a - Unknown - Life Threatening), Hypoaesthesia (n/a - Unknown - Life Threatening), Seizure m‘?\}%\\f 1D9-)59(SV- Aﬂ%gﬁgfé
EU-EC- 13 Professional Years (n/a - Unknown - Life Threatening), Swelling (n/a - Unknown - Life Threatening), Thrombosis (4mo - Fatal - Results in [a - n/a - Intramuscular use])
10012992229 Death, Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012995580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012995580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012993655&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012992872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012992582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012992409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012992229&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |- MRN, CCINE
g 2022-07-|Healthcare 65-85 . Lo . SPIKEVAX [COVID-19 A VA
N11539 EU-EC 13 P . EEA Female |General physical health deterioration (21d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
I -EC- ] rofessional Years . o
) immunisation - n/a - [n/a - n/a - n/a))
o 10012992134
$ . COMIRNATY [TOZINAMERAN] (S- COVID-19
% click or scan | ¢ .z immunisation - Not applicable - [1d - n/a -
[a) 2022-07-|Healthcare 18-64 . . . ", Intramuscular use]), ENERZAIR BREEZHALER
31| EUuEC 13 Professional | O EEA  |yreqrs  [Female [Pyrexia (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death, Other Medically Tmportant Condition) [MOMET ASONE FUROATE, GLYCOPYRRONIUM
%) 10012991658 BROMIDE, INDACATEROL] (S- n/a - Unknown -
‘é_ [n/a - n/a - n/a])
% click or scan 1 More Blood pressure decreased (n/a - Unknown - ), Chills (n/a - Unknown - ), Depressed level of consciousness (n/a - Unknown -
| 1541 2022-07- Healthcare Non EEA  |than 85 |Male Other Medically Important Condition), Inflammation (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] (S- COVID-19
§ EU-EC- 13 Professional Vears Pneumonia aspiration (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), |immunisation - Not applicable - [1d - n/a - n/a])
> 10012990420 Rales (n/a - Unknown - ), Vomiting (n/a - Fatal - Results in Death)
5}
s . r
S 2022-07- |Healthcare 65-85 . . Lo . COMIRNATY [TOZINAMERAN] (S - COVID-19
> 8 - - - - . ..
%5 1542 EU-EC- AP Professional EEA Vears Female |Death (0d - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) immmisation - 1/a - [V - /3 - 1/a])
o 10012989771
y
5 click or scan 1 MRN, CCINE
3 2022-07- |Healthcare 65-85 . . SPIKEVAX [COMD-19 A VA
| 1543 . Non EEA Male  [Back pain (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
© EUEC |4 13 Professional Years prophylaxis - Not applicable - [n/a - 1{DF} - n/a])
a 10012988878 =
3
€ dlick or sean 02207 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
% 1544 : EEA Male  |Ischaemic stroke (12d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
o EU-EC- 13 Professional Years Int ul )
é’ 10012988289 niramuscurar use
% click or scan : Non More Arthropathy (n/a - Unknown - ), Asthenia (n/a - Unknown - ), COVID-19 (n/a - Fatal - Results in Death), Dizziness (n/a -
S 1545 2022-07- Healthcare EFA than 85 |Male Unknown - ), General physical health deterioration (n/a - Unknown - ), Injection site pain (n/a - Recovered/Resolved - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 13 Professional Vears Malaise (n/a - Recovered/Resolved - ), Memory impairment (n/a - Unknown - ), Night sweats (n/a - Unknown - ), Pneumonia |immunisation - Not applicable - [n/a - 1 {DF} - n/a])
g 10012985423 (n/a - Fatal - Results in Death), Weight decreased (n/a - Unknown - )
T
E click or scan | ; e Non
P  (2022-07- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
S/154 | pupc 13 Healthcare — [EEA Years |Female |Colon cancer (n/a - Fatal - Results in Death) immunisation - Not applicable - [/a - 1 {DF} - n/a])
2 Professional
| 10012984797
ko)
3 i [=1; .
g lick or scan 2 15022.07 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
G| 1547 . EEA Male  [Chest pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- x 13 Professional Years Intramuscular use])
10012984762 ;
dlick or scan 102207 Healtheare 65.85 Deep vein thrombosis (n/a - Fatal - Results in Death), Erythema (n/a - Not Recovered/Not Resolved - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
1548 : EEA Male  |Pain in extremity (n/a - Not Recovered/Not Resolved - Results in Death), Peripheral swelling (n/a - Not Recovered/Not immunisation - Unknown - [n/a - 1{DF} -
EU-EC- | =52 12 Professional Years .
10012981789 Resolved - Results in Death) Intramuscular use])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******& xpt=1& xf=pdf


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012992134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012991658&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012990420&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012989771&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10012988878&_xpt=1&_xf