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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 sean 5 Non 2 Foetal exposure during pregnancy (n/a - Recovered/Resolved - ), Transposition of the great vessels (176d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
N1 022-01- Healthcare Non EEA Months Male  [Death, Congenital Anomaly, Other Medically Important Condition), Tricuspid valve incompetence (n/a - Not Recovered/Not 024414) [COVID-19 MRNA VACCINE MODERNA
S Death, Congen Y, y Imp , Lricusp: P!
§ EU-EC 07 Professional <2 Resolved - Congenital Anomaly, Other Medically Tmportant Condition) (CX-024414)] (8 - COVID-19 immunisation - Drug
= 10011191214 Years Y, Y mp! withdrawn - [n/a - 1{DF} - Transplacental])
a
@ click or scan | Non o
S 2 EU-EC. 3222_01_ Healthcare  |[EEA %{ze_alrz Female |Arrhythmia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) ﬁ%ﬁﬁﬁ:@i/ﬁww (8- Immunisation -
3 10011189943 3 Professional
£
S
@ click or scan |; Non
.§ 3 2 12022-01- Healthcare Non EEA 3-11 Female Anaphylactic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results| COMIRNATY [TOZINAMERAN] (S- COMD-19
g EU-EC- 06 Professional Years in Death) immunisation - Not applicable - [1d - n/a - n/a])
10011181695
3 Anaphylactic reaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Breath sounds (n/a - Fatal -
S click or scan |3 Non Results in Death, Caused/Prolonged Hospitalisation), Circulatory collapse (n/a - Fatal - Results in Death
k=l 4 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- | ¢ ) |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])
B 10011180703 Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a -
w Fatal - Results in Death, Caused/Prolonged Hospitalisation)
¢
5
3 4
{% click or scan forss Epistaxis (n/a - Unknown - ), Feeling hot (n/a - Unknown - ), Foaming at mouth (n/a - Unknown - ), Interchange of vaccine
o 5 EUEC F: B, [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
S 1001 1_178_5 14 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])
o) (n/a - Unknown - )
£
4
% Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
g Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
ko) click or scan | Medically Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition),
g 6 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
% EU-EC- 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])
g 10011172923 ;i consciousness (n/a - Unknown - Other Medically Important Condition), Renal disorder (n/a - Unknown - ), Shock (n/a -
T Unknown - Other Medically Important Condition), Ventricular fibrillation (0d - Recovered/Resolved - Other Medically
E Important Condition)
E_ C-reactive protein increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal -
= Results in Death), Computerised tomogram abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
o L Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (10h - Fatal - Results in Death),
=2 click or scan Cytokine storm (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in
B b [2022-01-|Healthcare 12-17 Death, Other Medically Important Condition), Dyspnoea (12h - Fatal - Results in Death, Caused/Prolonged TOZINAMERAN [TOZMAR&ERAM (8- COVID-19
S 7 EU-EC- iR 05 Professional |Non EEA  |years |Male  [Hospitalisation), Fatigue (12h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - immunisation - Not applicable - [1d- n/a -
© 10011170869 Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Oxygen saturation Intramuscular])
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)
click or scan |:
8 2002-01-|Healtheare o, ppa - (12717 e (n/a - Fatal - Resullts in Death) immastion -Not pplile 1o
EU-EC- 05 Professional Vears Dyspnoea (n/a - Faf esults in Dea immunisation - Not applicable a
10011169392 ' Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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=10011181695&_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
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011178514&_xpt=1&_xf=pdf
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=10011170869&_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
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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 Qualification for Group Sex Route])
Date Regulatory
Purposes
click or scan | ; ME
q 2022-01-|Healthcare 12-17 Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in COMIRNATY (TOZIN . | (3- COVID-19
a9 . Non EEA Female - . - N immunisation - Not applicable - [1d - n/a -
IS EU-EC- 05 Professional Years Death), Musculoskeletal stiffness (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death)
) Intramuscular])
g 10011169374
:'c.
@ click or scan |; Depressed level of consciousness (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hypotension )
g 10 12022-01- |Healthcare Non EEA 12-17 Male (n/a - Unknown - ), Meningitis meningococcal (n/a - Fatal - Results in Death, Other Medically Important Condition), mﬁgﬁgﬁ [NT(gZalNﬁi\:ggéﬁ] d(_S n/aC(_)VlD-19
= EU-EC- | g 05 Professional Years Purpura (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death), Rash pruritic (n/a - Fatal - Results in Death), Septic Intramuscular]) 2
3 10011164976/ shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death)
[2]
5
g
e click or scan VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g n {8 [2022-01-|Healthcare Non EEA 0-1 Female Bedridden (n/a - Fatal - Results in Death, Life Threatening), Death (n/a - Unknown - Life Threatening), Respiratory distress (CHADOXI N[(I)V-l 9)] (S- n/a - Unknown - [n/a -
EU-EC- 04 Professional Month (n/a - Fatal - Results in Death, Life Threatening) N ul
8 10011159955 a - Intramuscular])
s
5
@
E click or scan | ; '- Non
wl 1 = (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
e EU-EC- 04 . Years Medically Important Condition), Suspected COVID-19 (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
5 1 Professional
83 10011151229
©
o} .
) click or scan | = Non
g 13 2021-12- Healthcare Non EEA 12-17 Female Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Seizure (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
T EU-EC- L3130 Professional Years Medically Important Condition), Somnolence (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
k= 10011121938 :
é 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,
%_:) click or scan | 7 L Non Other Medically Important Condition), Defaecation disorder (n/a - Fatal - Results in Death, Other Medically Important
%\ 14 a1 (2021-12- Healthcare Non EEA 12-17 Male Condition), Dizziness (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
< EU-EC- 30 Professional Years in Death), 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])
% 10011121872 Important Condition), Nerve injury (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death
® Other Medically Important Condition), Shock (n/a - Fatal - Results in Death, Other Medically Important Condition),
% Vomiting (n/a - Fatal - Results in Death)
£
s dlick or scan | 4 S |11 Healthcare - COMIRNATY [TOZINAMERAN] (S - COVID-19
2| 15 ; . Non EEA Female |Dyspnoea (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
£ EU-EC- 30 Professional Years
£ A Intramuscular])
2 10011121807,
ko
5
O
click or scan Tt
16 21 (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

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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=10011121938&_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
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011121807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011120193&_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
Diet refusal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Emotional distress (n/a - Fatal - Results in
« dlick or scan || 5 Death, Caused/Prolonged Hospitalisation), Exposure via breast milk (n/a - Fatal - Results in Death, Caused/Prolonged
g —— 2021-12- Non Months Hospitalisation), Failure to thrive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hepatic enzyme TOZINAMERAN [TOZINAMERAN] (S - COVID-19
“_7" 17 EU-EC- 30 Healthcare NonEEA | 5 Male |increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Insomnia (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a -
o 10011120129 y Professional Vears Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - | Transmammary])
3 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results
% in Death, Caused/Prolonged Hospitalisation)
a Anal sphincter atony (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Bladder sphincter atony (n/a - Fatal
g - Results in Death, Caused/Prolonged Hospitalisation), Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged
7] Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest discomfort (n/a -
5 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Crepitations (n/a - Fatal - Results in Death
§ click or scan ] Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyskinesia
g —— B\ 5021-12-|Healthcare 12-17 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
| 18 EU-EC- 29 Professional Non EEA Vears Female |Caused/Prolonged Hospitalisation), Jugular vein distension (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a -
g 10011110840 Hospitalisation), Nervous system disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen Intramuscular])
] saturation immeasurable (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Postictal state (n/a - Fatal -
= Results in Death, Caused/Prolonged Hospitalisation), Pupils unequal (n/a - Fatal - Results in Death, Caused/Prolonged
= Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results
S in Death, Caused/Prolonged Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged
.\g Hospitalisation)
o 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
5 Important Condition), Cardiogenic shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Critical
3 illness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dizziness
% (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved -
a)] . Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Haemoglobin decreased (n/a - Not Recovered/Not Resolved -
s click or scan 5021-12-Health 17 Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged
8| 19 ; -12-|Healthcare Non EEA g Female |Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypoaesthesia (n/a- | COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- (29 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])
% 10011108137 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain in extremity (n/a - Unknown - ),
‘gﬂ 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
g thrombocytopenic purpura (n/a - Fatal - Results in Death, Other Medically Important Condition)
% click or scan | Brain injury (n/a - Fatal - Results in Death, Life Threatening), Cardio-respiratory arrest (n/a - Recovered/Resolved - Life ~ |COMIRNATY [TOZINAMERAN] (S- COMD-19
E 20 2021-12- Healthcare EEA 12-17 Male Threatening), Electrocardiogram QT prolonged (n/a - Unknown - Other Medically Important Condition), Headache (n/a - immunisation - n/a - [n/a - 1{DF} - n/a]), KAFTRIO
.?n. EU-EC- 29 Professional Years Unknown - ), Injection site pain (n/a - Unknown - ), Loss of consciousness (n/a - Recovered/Resolved - Life Threatening), [TEZACAFTOR, ELEXACAFTOR, IVACAFTOR] (S
= 10011103759 Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - ) - n/a-n/a- [4wk - n/a - n/a))
=
2 click or scan | gt ; N VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% . e 7 n., ggz].] 2- ng;llthcare EEA g/_[(])mh Male ﬁj;it&s (r}/a - Fatal - M), Brain oedema (n/a - F.atal - Results in Death), Foetal malformation (n/a - Fatal - (CHADOXI N[COV-I 9)] (S- COVID-19 immunisation
-EC- ot . ults in Death), Mitral valve atresia (n/a - Fatal - Results in Death) .
5 10011101667| 4 o Professional - Not applicable - [n/a - .SmL - Transplacental])
click or scan | ; ; Diabetic ketoacidosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
2| e : 5321-12— Eﬁgsl;?)r;a] Non EEA Sl{ze_alr Z Female Rgsu]t/s inU]?:::]th ), Palpitations (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ), Vaceination site  |immunisation - Not applicable - [1d- n/a -
10011098855 ; pain (wa - tknown -) Intramuscular])
click or scan |- -
2 ; 24 (2021-12-|Healthcare Non EEA 12-17 Female Feeling cold (n/a - Unknown - ), Musculoskeletal stiffness (n/a - Unknown - ), Unresponsive to stimuli (n/a - Fatal - Results mﬁﬁiﬁ ggﬁwﬁﬁw d(-SI;/;«-)XB %\zore
EU-EC- : 128 Professional Years in Death, Other Medically Important Condition), Vaccination site pain (n/a - Fatal - Results in Death) in ICSR]) PP
10011096615

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011120129&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011110840&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011108137&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011103759&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011101667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011098855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011096615&_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
. Brain herniation (2d - Fatal - Results in Death, Other Medically Important Condition), Brain injury (2d - Fatal - Results in
N dlick or sean | 02112 altheare - Death, CausedProlonged Hospitalsation, Other Medically Important Condition), Cadiac artest (2d- Ftal - Resultsin | oo GNP MECA FEOTI
| 24 E . Non EEA Female [Death, Other Medically Important Condition), Dizziness (n/a - Recovered/Resolved - ), Headache (n/a - Unknown - ), . L
I U-EC- 24 Professional Years Mudtinl fmcti dr 2d.- Fatal X Other Medically I Condition). N o immunisation - Unknown - [n/a - 1{DF} -
iy 10011073362 . tiple organ dysf mction syn ome (2d - Fatal - Results in Death er cally Important Condition), Nausea (n/a - Intramuscular])
=} Unknown - ), Pyrexia (n/a - Unknown - )
—
‘; click or scan | ‘y= !
g 25 4l (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
- EU-EC- i 13 23 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
2 10011062466
click or scan q Aneurysm (n/a - Fatal - Results in Death), Cerebellar haemorrhage (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal -
w Non
-‘é 2 ¥ (2021-12- Healthcare 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
: EU-EC- - th‘{ & |23 Professional 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])
g 10011057758 A2 (n/a - Fatal - Results in Death)
% click or scan | COVID-19 VACCINE (AD26.COV2-S
= 412021-12- Non 3-11 Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), [[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
< 27 EC |1 Healthcare  [EEA Female | Thrombocytopenia (n/a - Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
> EU-EC & A 2] Years
£ 10011034718 : Professional [/a - n/a - n/a])
>
m
i<._>'j click or scan | ; ; Non
3 A (2021-12- 12-17  |Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - ) . S .
ﬁ 8 EU-EC- | % L3120 Eﬁ;ﬁfg Al Non EEA Years  |Specified Myocarditis (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
] 10011005220
o
o click or scan | e
[}
€| 29 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
% EU-EC- |17 Professional Years congestion (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g,, 10010994802
%_;) dlick or scan || Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in
> — WL 2021-12-|Healtheare 12-17 Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
Tl 30 EU-EC- 17 Professional Non EEA Years 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])
s Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
o
kol click or scan |;
E 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 COMIRNATY [TOZINMRAN] (8- COVID-19
<| 31 : Non EEA Male R . immunisation - Not applicable - [1d - n/a -
7] EU-EC- 3117 Professional Years Death, Life Threatening)
2| |10010990331 Intramuscular])
=
=
= dlick or scan | ¢ N Anaphylactic shock (n/a - Fatal CausedProlonged Hospitalisation), Coagilopathy (na - Fatal VE
B |48 : on aphylactic shock (n/a - Fatal - Results in Death, rolon ospitalisation), Coagulopathy (n/a - Fatal - Results
g| 32 o (202112 palthcare . (Non EEA 12717 |Female |in Death ), Dizziness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - Fatal - Results in COMIRNATY [TOZINA ] (8- COVID-19
£ EU-EC- i 17 : Years i rwr immunisation - Not applicable - [1d - n/a - n/a])
(@) 10010988637 =3 Professional Death, Caused/Prolonged Hospitalisation)
click or scan |
2021-12-|Healthcare 3-11  [Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . - - ) . L .
3 EU-EC- : 16 Professional Non EEA Years  |Specified Dezth (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10010986554

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011073362&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011062466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011057758&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011034718&_xpt=1&_xf=pdf
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
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010994770&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010990331&_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
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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 lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | 2
]
Y 2021-12- |Healthcare Months COMIRNATY [TOZINAMERAN] (S- COVID-19
o / - - i . S
S| 34 EU-EC- | 4Bt 16 Professional EEA ) Female |Foetal death (n/a - Fatal - Results in Death) immunisation - n/a - [/ - 1 {DF} - Intramuscular])
a 10010982581 Years
-
-
% lick
click or scan | g
=} 2021-12- |Healthcare 12-17 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
35 . Non EEA Male |, immunisation - Not applicable - [1d - n/a -
3 EU-EC- 1 15 Professional Years in Death) Intramuscular])
g 10010968305
g
-§ click or scan C Non
: 2021-12- 12-17  |Not . . COMIRNATY [TOZINAMERAN] (S- COVID-19
g 36 EU-EC- 15 Ere(i‘tezsci}:)rrf Al Non EEA | cars Specified Accident (/2 - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a))
10010963145
3
3 )
5 click or sean |; A . COMIRNATY [TOZINAMERAN] (S - COVID-19
S 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 | o .
< | 37 B : Non EEA Male immunisation - Not applicable - [1d - n/a -
5 U-EC- - 15 Professional Years Death) Intramuscular])
T 10010960337
) y
5 lick or sean (& 5021-12- | Healthcare 12-17 Chills (1h - Recovered/Resolved - ), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia |COMIRNATY [TOZINAMERAN] (S - COVID-19
<| 38 . Non EEA Female |(1h - Recovered/Resolved - ), Pain (n/a - Unknown - ), Pyrexia (1h - Recovered/Resolved - ), Vomiting (n/a - Fatal - Results |immunisation - Not applicable - [1d - n/a -
= EU-EC- : 15 Professional Years A wsed/Prol Hositalisati I ul
b 10010958355 in Death, Ca rolonged Hospitalisation) ntramuscular])
o : ;
o click or scan | =g Non
1S 2021-12- 12-17 . . . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
g 39 EU-EC- 3 10 Eﬁ;ﬁf& Non EEA Vears Male  [Anaphylactic shock (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- n/a - n/a])
g 10010923828 i
= lick or scan (gt 502112 Non o1 INot COMIRNATY [TOZINAMERAN] (S- COVID-19
g 40 Healthcare EEA .. |Heart disease congenital (n/a - Fatal - Results in Death, Congenital Anomaly) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- i 10 : Month  [Specified
z 10010922347 Professional Transplacental])
2
£ click or scan | = : SPIKEVAX [COVID-19 MRNA VACCINE
= a =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
fé’. EU-EC- 08 Professional Years Death, Other Medically Important Condition) unknown indication - Not applicable - [n/a - 1{DF} -
£ 10010889205 - Intramuscular])
=y
B click or scan | == i Non
g & 2021-12- 12-17 Cardiac arrest (n/a - Fatal - Results in Death), Cardiomegaly (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
= 42 ! X Healthcare Non EEA Male . . o .
O EU-EC- i 07 Professional Years Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10010880395 &
click or scan |z T 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 ar |2021-12- |Healthcare Non EEA Months [Not Foetal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Stillbirth (1d - Fatal - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |07 Professional -2 Specified Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10010878803 Years - Not applicable - [1d - n/a - Transplacental])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010880395&_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
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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
click or scan | B Non
44 2021-12- 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
EU-EC- ; 06 : Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10010868932 =¥
click or scan |: T Non
=i (2021-12- 12-17 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
45 EU-EC- 06 Healthc'are EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) mmumisation - Not applicable - [/a - /a - n/al)
7. Professional
10010868257 :
click or som | B8 1200112 | Healtheare 1217 COMIRNATY [TOZINAMERAN] (S - COVID-19
46 : . EEA Female |Cardiac arrest (1d - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 02 Professional Years Intramuscular])
10010835805 : s
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug
click or scan || [ ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
- | & % 5021-12- Non 12-17 Haematemesis (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S- COVID-19
47 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 : : Professional Medically Important Condition), Pulmonary sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other |Intramuscular])
Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition),
Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
dlidcorsen " [2021-12- |Healthcare 12-17 . . . . . COMIRNATY (TOZIN . RAN] (8- COVID-19
48 EU-EC- . 12 P Professional EEA Vears Female |Cardiac arrest (0d - Fatal - Results in Death), Respiratory failure (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10010811785 ' Intramuscular)

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 11-01-2022

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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=10010811785&_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])

Y | puEc

10010719029

Created by: https://t. ne/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 11-01-2022

click or scan | :

s [2021-11-
) 22

Healthcare
Professional

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])

S0 EuEC

10010696156| 2

click or scan | =

2021-11-

(19

Non
Healthcare
Professional

Non EEA

12-17
Years

Male

Death (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - Results in Death), Product administered to patient
of inappropriate age (n/a - Unknown - Results in Death)

COVID-19 VACCINE (AD26.COV2-S
[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
applicable - [n/a - .5mL - Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010719029&_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
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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 COVID-19 MRNA VACCINE MODERNA (CX-
IN] i [2021-11-|Healthcare 0-1 . o ] . 024414) [COVID-19 MRNA VACCINE MODERNA
I - R used/P;
S 51 EU-EC- 18 Professional Non EEA Month Male  |Death neonatal (1d - Fatal - Results in Death, Car rolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
c‘_'.; 10010681141 applicable - [n/a - 1{DF} - Transplacental])
-
‘; click or scan : Non
B i 12021-11- 12-17 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
% 52 EUEC |2 %17 E:jg;sciir;al Non EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
g 10010672595
g lick or scan | 5
g Sl F 02111 Healtheare 17 COMIRNATY [TOZINAMERAN] (S - COVID-19
®| 53 3 . EEA Male  |Death (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
g EU-EC- : 16 Professional Years Intramuscular])
10010661990
3 Cataract cortical (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
S Condition), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
K=y Disabling, Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life
3 Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Gait disturbance (n/a - Not
'§ Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
w dlick 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,
3] 1. _ mpo! > g Sp AME) -
S| 54 EU-EC- : %221 1 Ef;lg;:;‘:a] Non EEA :é al'Z Female |Disabling, Other Medically Important Condition), Intracranial pressure increased (n/a - Unknown - Life Threatening, mﬁﬁgﬁ ggimlicablw d(_S n/?nw/;%w
ﬁ 10010660918 s Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Malaise (n/a - Unknown - Life PP
w® Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Muscular weakness (n/a -
a Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Platelet
S count decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
o 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,
E Other Medically Important Condition)
g click or scan
—— - Cardiac arrest (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Fatal - Results in Death), Nervous system disorder ME
Z| 55 FUEC |8 %(5)21_1 I- Eﬁte};;zrg o |[Non EEA %{'ze ;Z Female |(n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - mﬁﬁgﬁ [I'\ll-cft)zaINlicable . [1] d(—SI;/;:??J/In]l?nlfm])
% 10010650054 =% Results in Death), Sudden death (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) PP
® .
% lick or scan 4 021-11- |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 -
E| 56 . EEA Male  |Threatening), Headache (n/a - Fatal - Results in Death, Life Threatening), Myocarditis (n/a - Fatal - Results in Death,
= EU-EG- | &S 12 Professional Years . . . " . ? n/a - [n/a - 2{DF} - n/a)])
=5 10010632312 Life Threatening), Pyrexia (n/a - Fatal - Results in Death, Life Threatening)
=3
=
z dlick or scan | -g 202111 Non 1217 Bronchospasm (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - COMIRNATY [TOZINAME S- COVID-19
Bl 57 EU-EC i 1 """ |Healthcare Non EEA v, g Male  |Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other ) isafi [N ¢ annli blRAI\P d( r;/ Y
g 1001 0_620_33 5 Professional cars Medically Important Condition), Vaccination site pain (n/a - Unknown - ) immunisation - Not applicatle - [1d - n/a - n/a])
O
click or scan Non
1 2021-11- 12-17 . - . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
58 EU-EC- : 10 I];Ire;]vg;sciirsa] Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010607769
click or sean | AT 3% 12021-11- | Healtheare 0-1 Not |Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
59 EU-EC- % (03 Professional EEA Month [Specified Oond%t%on), Limb malformation (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important immunisation - Drug withdrawn - [1d- 1 {DF} - n/a])
10010546914 Condition)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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
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=10010632312&_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=10010546914&_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 -
Date Qualification Regulatory Group Route])
Purposes
N lick or sean o111 altheare - Arthythia (a - Fatal - Results in Death), Cardia falue acute (' - Fatal - Results in Death). Hypoventilation (12 - |\ o\ AT LTOZINAVIERAN] (S- COVID-19
S| 60 EU-EC. |72 B4 00 Professional EEA Vears Male  [Not Recovered/Not Resolved - Other Medically Important Condition), Nasopharyngitis (n/a - Not Recovered/Not Resolved - immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
q 10010535956 : ), Pulmonary oedema (1/a - Fatal - Results in Death)
<
—
— A 7
@ click or scan | 5k Non
© 2021-11- 0-1 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - . Nl .
% 61 EU-EC- 02 E:jg;sciirgal EEA Month Male  [Metabolic syndrome (n/a - Fatal - Results in Death) i mmisation - Drug withdvawn - [1d- 2{DF} - n/a])
{’__? 10010520787
Q .
R click or scan | ;
= th (2021-10- |Healthcare 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
X . Sudden - - Results in Death) . S .
-g 62 EU-EC- x (29 Professional EEA Years Male death (1d - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10010493474
% click or scan | ; g Non
5| 63 B 2021-10- yitheare [NonEEA 1217 |Female  |Cardiac disorder (n/a - Fatal - Results in Death), Ovarian enlargement (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
S U-EC- | % o (28 . Years immunisation - Not applicable - [1d - n/a - n/a])
S 10010477762 Professional
2
"; click or scan || COMIRNATY [TOZINAMERAN] (S - COVID-19
g _— 5021-10- | Healthcare 12-17 . ) ' ' o immunisation - Drug withdrawn - [n/a - 1{DF} -
3 64 EU-EC- 51 Professional EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Intramuscular]), [ETHINYLESTRADIOL,
< 10010391161 P LEVONORGESTREL] (S - Contraception - Drug
g withdrawn - [n/a - 21{DF} - Oral])
g
2 click or scan
£ A% (2021-10-|Healthcare 0-1 COMIRNATY [TOZINAMERAN] (S- COVID-19
5 65 EU-EC- B 21 Professional [EEA Month [Male |Foetal death (n/a - Fatal - Results in Death) %nmumlsatlo? i]]))rungthdra\m - [n/a- 1{DFj} -
%” 10010391147 ransplacenta
>
g
g Brain herniation (n/a - Unknown - Other Medically Important Condition), Brain oedema (n/a - Unknown - Other Medically
. Important Condition), Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition), Gastric
g lick or seam disorder (n/a - Unknown - ), Gastric ulcer (n/a - Unknown - Other Medically Important Condition), Gastritis erosive (n/a -
E 66 BU-EC- %821-10- ?:(?tlgslsci;(i)rgal Non EEA lYijder Male  [Unknown - Other Medically Important Condition), Myocardial bridging (n/a - Unknown - Other Medically Important mﬁ%&gozﬁgﬂm éZ—_(:/z'}/)ID-W
£ 10010376118 Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary PP
g congestion (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Unknown - Other Medically
E Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition)
g click or scan |; Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-10- 12-17 . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
'g 67 EUEC |g ﬂ 20 gocagslsciirgal Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
o 10010371169 i applicable - [n/a - 1{DF} - Unknown])
click or scan |; Non
2021-10- 12-17 . COMIRNATY [TOZINAMERAN] (S - COVID-19
R - . S .
68 EU-EC- 19 Ere;]%};sciirsa] EEA Vears Male  [Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10010360356,
click or scan |; i Non
69 2021-10-| e ithcare [NonEEA 1217 |Female |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG | & 18 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10010350152

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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=10010477762&_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
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=10010350152&_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
click or scan | ; : Non SPIKEVAX [COVID-19 MRNA VACCINE
q i (2021-10- 12-17 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - Unknown - Other MODERNA (CX-024414)] (S- COVID-19
S| EuEc |5 (Healtheare EEA v Mo hedically Important Condit immunisation - Not applicable - [va - 1{DF
& -EC- 7 Professional ‘ears cally Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
g 10010338768 Unknown])
-
— .
g 7 =1 12021-10- | Healthcare EEA 0-1 Not Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly), Limb malformation (105d - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
- EU-EC- -3 11 Professional Month  |SpecifiedResults in Death, Congenital Anomaly), Limb reduction defect (105d - Fatal - Results in Death, Congenital Anomaly)  |immunisation - Not applicable - [1d - n/a - n/a])
3 10010286244
g
o8 click or scan = COVID-19 MRNA VACCINE MODERNA (CX-
= 8 12021-10- Healthcare 0-1 Not . o ) . 024414) [COVID-19 MRNA VACCINE MODERNA
®| 72 EUEC |; 08 Professional Non EEA Month | Specified Death neonatal (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
g 10010269731 applicable - [n/a - 1{DF} - Transplacental])
g click or scan ; 2
S E— B 2021-10- Non Months COMIRNATY [TOZINAMERAN] (S- COVID-19
B 73 EU-EC 07 Healthcare EEA 2 Female |Foetal hypokinesia (n/a - Fatal - Results in Death), Limb malformation (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
S -EC- g : -
g 10010254138 Professional Vears Transplacental])
>
LaL; click or scan || ADAMTSI3 activity decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
g _— | 5021-10-|Healthcare 12-17 Coagulop'athy (n/a- Eatal - Results in Death, Life Threatemng,' Ca}lsed/Prolonged Hosplta}lsatlon), Death (n/a - Fa.tal - COMIRNATY [TOZINAMERAN] (S- COVID-19
3 74 EU-EC- 06 Professional EEA Vears Female [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a - n/a])
o 10010236495 Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results
g in Death, Life Threatening, Caused/Prolonged Hospitalisation)
g click or scan | i : Non
ko 75 gy [2021-10- Healthcare ~ |[EEA 12-17 Female |Sudden death (n/a - Fatal - Results in Death) TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
£ EU-EC- : 105 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
& 10010217879
=)
g [eorsn .
click or scan |
> 16 2021-10- |Healthcare EEA 0-1 Female Hypoxic-ischaemic encephalopathy (n/a - Fatal - Results in Death), Neonatal anoxia (n/a - Fatal - Results in Death), mﬁgﬁgﬁ [Ig(ft)zalNlicable - [l]d(-S 1-{%1):\},1']}19
] EU-EC- |04 Professional Month Neonatal multi-organ failure (n/a - Fatal - Results in Death) PP
g 1001021032 E Intramuscular])
9
8 .
kol dlick or scan ;75 : Cerebral haemorrhage (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 A VACUINE
IS 241 (2021-10- [Healthcare 12-17 " . . L . MODERNA (CX-024414)] (S- COVID-19
| 77 . Non EEA Male  |Condition), Cerebral ventricular rupture (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically | . .
S EU-EC- 3101 Professional Years Important Condition) immunisation - Not applicable - [1d - 1{DF} -
2 10010193681 mp Intramuscular])
=
2
B click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
S A} 2021-09-|Healthcare 12-17 o o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
O| 78 | EU-EC- | 24 Professional [Non EEA  |yeqrs |Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [n/al
10010127333 - n/a - Intramuscular])
click or scan | sz 2001209 |Nom 12-17 Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved- | o r [TOZINAMERAN] (S- Immunisation -
79 EU-EC- ” Healthcare EEA Vears Male  |Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia na - [n/a - /a - n/a])
10010093552 o Professional (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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=10010254138&_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
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
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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
click or scan | i 2
q 80 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
S EU-EC- 20 Professional -2 SpecifiedDeath) immunisation - Not applicable - [n/a - n/a - n/a])
c‘_'_la 10010073173 Years
-
; click or scan | zm : COVID-19 VACCINE ASTRAZENECA (CHADOX1
® al (2021-09- [Healthcare 12-17 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
o 81 EU-EC- = |1 Professional Non EEA Vears Female |Cerebrovascular accident (1d - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [1d
3 10010010062 b - n/a - Intramuscular])
é)
Q .
R click or scan | =
= ; 2021-09- |Healthcare 12-17 . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19 -
B 82 BU-EC- 15 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) n/a - [n/a - n/a - Intramuscular])
g 10010009963 ;
% click or scan | ;.
= 2021-09- | Healthcare 12-17 L L . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
k= ; - - X - - . S .
;ﬂ 83 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 - /al)
[ 10010007112
5
>
m
g click or scan |; T Non
5| g4 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
loa} BU-EC- 14 Professional Month |SpecifiedResults in Death) - n/a - n/a])
% 10009989870
o
o click or scan |; ;
[} k (2021-09-|Healthcare 12-17 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
= .0 1 . - - ) . . .
g| 85 EU-EC- | For (02 Professional EEA Years Male  \Septic shock (26d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
& 10009864895
=)
e}
%_; click or scan |; ;
> 2E (2021-09-|Healthcare 12-17 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
T 86 EU-EC- (01 Professional EEA Vears Male  |Leukaemia (n/a - Fatal - Results in Death, Other Medically Important Condition) mumisation - Not applicable - [/a - /a - n/al)
§ 10009860999
B
% click or scan | ; %
1S ¥ [2021-08- |Healthcare 12-17 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
£ ¥ . - - Results in Death), - -
£ 87 BU-EC- 12 P Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
=1 10009817992
=
ey click or scan | g Non
B 5 2021-08- 12-17 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
e 88 EU-EC- 57 gocagslsciirgal Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
¢} 10009815542
click or scan | 73 .' COVID-19 VACCINE ASTRAZENECA (CHADOX1
F 2021-08- Non 0-1 Not Foetal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Hydrocephalus (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8 | BUEC | W |25 Healthcare —[Non EEA *[y4 o |gecified Results in Death, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10009789688 s Professional - 0/a - Transplacental])
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 o
90 EU-EC. 3821-08- E:(?Il“g;sci?)rr?al EEA i{i-ai'z Male  |Hospitalisation), Pulmonary haemorrhage (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged S;%gé;g;g?ﬁg?mm (8- Immunisation -
10009747324] 3 Rk, Hospitalisation), Pyrexia (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Septic shock
bk (23h - Fatal - Results in Death, Life Threatening, 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=*******g& 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=10010009963&_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
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
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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
click or scan
_ 3 Non
g 91 E 2021-08-|yitheare [NonEEA 1217 |Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
I U-EC- 20 . Years immunisation - Not applicable - [n/a - n/a - n/a])
) Professional
g 10009743215
-
p click or scan | =3
) Click or Scan | R
g 92 2021-08- le]lz:l theare Non EEA 0-1 Not Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), %ﬂ%%o&iozlliiﬁw&g- COVID-19
— EU-ECG- - 09 . Month |Specified Premature baby (1/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) PP
Professional Transplacental - More in ICSR])
3 10009631536
é)
Q .
R click or scan | L Non
= i (2021-07- 12-17 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8| 93 BU-EC- 29 Hea]thc_are Non EEA Vears Male  |Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10009528413
% click or scan |;
S| o4 2021-07-|Healthcare EEA 0-1 Male Antibody test abnormal (n/a - Fatal - Results in Death), Isoimmune haemolytic disease (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- 12 Professional Month Rhesus antibodies positive (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
g 10009340528 ;
o
@ click or scan |, Non COVID-19 MRNA VACCINE MODERNA (CX-
5 95 2 2021-07- Healthcare Non EEA 12-17 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of 024414) [COVID-19 MRNA VACCINE MODERNA
loa} EU-EC- 2 (09 Professional Years inappropriate age (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
% 10009321122 ;i Unknown - [n/a - 1{DF} - Unknown])
o
& click or scan 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g _ 2021-07- | Healthcare 0-1 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 96 EU-EC- W 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} - Transplax:_ental]),
< 10009320743 ; [ATENOLOL, ATENOLOL BP] (S- Cardiac valve
g disease - Not applicable - [n/a - n/a - Oral])
z click or scan | & _. iy Non
g 2 12021-07- 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
97 k Healthcare Non EEA Male A . L .
® EU-EG |5 13 |08 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
= 10009305404 :
g
g lick or scan ; 502106 Healtheare 01 COMIRNATY [TOZINAMERAN] (S - COVID-19
E| 98 : EEA Female |Foetal death (n/a - Fatal - Results in Death), Generalised oedema (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
= EU-EC- ; ., (30 Professional Month Transplacental])
z 10009213103 : ¥
ko
S click or scan | B Non 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
O 99 21 (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 Professional -2 Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
10009206279 Years - n/a - Transmammary])
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
100 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 ;lrﬂr(;fgsationR-AT]joEEOeriible _ méz-_oownw
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
Recovered/Not Resolved - ), Lethargy (n/a - Unknown - ), Pain in extremity (n/a - Unknown - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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=10009340528&_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=10009213103&_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
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009129480&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal 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
N dlick or scan |- 02105 Fialtheare o Death (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
a1 101 EU-EC- 28 Professional Non EEA Month Male  [Medically Important Condition), Meconium aspiration syndrome (n/a - Unknown - Other Medically Important Condition),  |immunisation - Not applicable - [1d - n/a -
N o Premature baby (n/a - Unknown - Other Medically Important Condition) Transplacental - More in ICSR])
g 10008822508 :
a lick ) o ) = COMIRNATY COVID-19 MRNA VACCINE
% click or scan | ymki g 3 Cardiac arrest (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
al 102 gl (2021-05- Healthcare EEA 12-17 Male |Pulmonary embolism (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
- EU-EC- ] 06 Professional Years Condition) L. .
3 10008557015 %, 101 - Immunisation - Not applicable - [n/a - .3mL -
g Intramuscular])
§- click or scan : COVID-19 MRNA VACCINE MODERNA (CX-
IS =3l (2021-04- Healthcare 12-17 . . oo 024414) [COVID-19 MRNA VACCINE MODERNA
Q103 pupe | 130 Professional | "M EEA  |yreor  [Female |Cardiac arrest (n/a - Fatal - Results in Death, Cased/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
g 10008490019 applicable - [n/a - 1{DF} - Unknown])
% click or scan | “w Cerebral haemorrhage (9d - Fatal - Results in Death), Cerebrovascular accident (9d - Not Recovered/Not Resolved - Other  |COVID-19 VACCINE ASTRAZENECA (CHADOX1
S| 104 2022-01-|Healthcare Non EEA 18-64 Female Medically Important Condition), Headache (n/a - Unknown - Other Medically Important Condition), Intracranial aneurysm  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EG-  |& 3110 Professional Years (n/a - Unknown - Other Medically Important Condition), Memory impairment (n/a - Unknown - Other Medically Important |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
%’ 10011211566/ iZkis i Condition) - Not applicable - [1d - n/a - Intramuscular])
>
m
@ click or scan |- More COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 2022-01- |Healthcare . . . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 R -
3 105 EU-EC- 810 Professional Non EEA 21(1;11_ S85 Male  [Immunology test (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
% 10011211323 ;i n/a - Intramuscular])
o
g click or scan | More COVID-19 MRNA VACCINE MODERNA (CX-
o 106 2022-01-|Healthcare Non EEA  |than 85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Mobility decreased (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 3110 Professional Vears Death) (CX-024414)] (S- Product used for unknown
5 10011211185 indication - Not applicable - [n/a - 1{DF} - Unknown])
g
%_; click or scan |* T
> ol (2022-01-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . ol .
] 107 EU-EC- |10 Professional EEA Years Mele \Myocardial infarction (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
§ 10011210806
8
2 cleorsm 2022-01- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
| 108 . EEA Female |Myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
S EU-EC- 3110 Professional Years ; isation - Not applicable - [n/a - 1 {DF} - n/a])
g 10011210798 mmunisatio ot applicable - [n/a a
=
§ lick or sean - 5022.01.|Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
109 : EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
g EU-EC- 10 Professional Vears Intramuscular])
¢} 10011210629 ;
click or scan iy Non
2112022-01- 18-64 . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
R - , - - ) A h
110 EU-EC- 10 Hea]thqare EEA Vears Female |Fatigue (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10011210525 Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& 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=10008557015&_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=10011211566&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011211323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011211185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011210806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011210798&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011210629&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011210525&_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 || SPIKEVAX [COVID-19 MRNA VACCINE
~ clck or sea 5022-01.|Healthcare More MODERNA (CX-024414)] (S- COVID-19
a1 EU-EC- 10 Professional EEA than 85 |Female |Cardiac arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
“_7‘1 10011210416 Years Intramuscular]), [CTIPROFLOXACIN] (S - Urinary
=} tract infection - n/a - [n/a - n/a - n/a))
; COMIRNATY [TOZINAMERAN] (S- COVID-19
% immunisation - Not applicable - [1d - n/a - n/a)),
[a} [A/HONG KONG4801/2014 (H3N2)-LIKE STRAIN
g (A/HONGKONGA4801/2014, X-263B),
7] B/BRISBANE/60/2008-LIKE STRAIN
5 lick B (B/BRISBANE/60/2008, WILD TYPE),
o3 clickorscan | ik 502201 Non 65.85 Aortic rupture (n/a - Fatal - Results in Death, Other Medically Important Condition), Immunisation (n/a - Fatal - Results | A/CALIFORNIA/7/2009 (HIN1)PDM09-DERIVED
g| 112 EU-EC. 10 ~""|Healthcare ~ |Non EEA Ye;rs Female |in Death, Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death), Product use issue (n/a - Fatal - |[STRAIN USED (NYMC X-181), A/HONG
] 10011210124 Professional Results in Death, Other Medically Important Condition) KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
g KONG'4801/2014, X-263B), B/BRISBANE/60/2008-
3 LIKE STRAIN (B/BRISBANE/60/2008, WILD
S TYPE), AMICHIGAN/45/2015 (HIN1)PDM09-LIKE
=1 STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
S INFLUENZA VACCINE] (S - n/a - Not applicable -
g [1d- n/a - n/a])
>
4 dlick or scan | o ; id hrombosis (8d - Fatal i Life Threatening, Caused/Prolonged Hospitalisati bral
8 202201 |Healtheare |, 1864 | .Calf‘)“ . a”e‘z hromboss (8d- Fatal - W’ I reenne CaH o onged Hospita ‘sa“"“);]/c"reF o |COMIRNATY [TOZINAMERAN] (S- Immunisation -
§ 113 EU-EC- 10 Professional Vears ale  |in arctlor'l (8d - Fatal TMlﬂ)eath, ife Threatening, ('Zaused' 'Pro longed Hospitalisation), Craniectomy (n/a - Fatal - na - [n/a - 2{DF} - n/a])
10011210063 e Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
<
o}
G .
= dlick or sea | 8 |022.01. Health 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o 114 EU-EC. b | - P:(?fesscif)rr?al Non EEA Ye-ars Female |Upper respiratory tract infection (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
% 10011209832 - w/a - Intramuscular])
g
%-; click or scan |* T
5 (2022-01- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
§ 51 puec 10 Professional  [NOM EEA |yearg  [Male  |Decreasedappetite (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
g 10011209636,
g click or scan
2| 146  2022:01- Healtheare |\ ?}’f‘”eg s |Female. | Angina pectoris (w/a - Fatal - Results in Death, Life Threatening), Cardiac arrest (n/a - Fatal - Results in Deat, Life mﬁggyg 19!’*511\{? AST ITAZ;NE?]‘/“
= EU-EC- 10 Professional | 0" Yan © |Threatening), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) ( ~19)] (8- n/a - Not applicable - [n/a
> 10011209270 ears - n/a - Intramuscular])
=3
= Balance disorder (n/a - Unknown - ), Cardiomegaly (n/a - Unknown - ), Chest discomfort (n/a - Unknown - ), Chest pain (n/a -
& lick Unknown - ), Decreased appetite (n/a - Unknown - ), Discomfort (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Fall (n/a -
3 clecorsean | 0E 02201 Non 65.85 Unknown - ), Fatigue (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Gait inability (n/a - Unknown - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 117 EU-EC- . 10 ~""|Healthcare Non EEA Ye;lrs Male  |Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Limb immunisation - Not applicable - [1d - n/a -
(@] 10011209232 Professional discomfort (n/a - Unknown - ), Musculoskeletal stiffness (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in |Intramuscular])
Death, Disabling, Other Medically Important Condition), Obesity (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ),
Peripheral swelling (n/a - Unknown - ), Swelling (n/a - Unknown - ), Varicose vein (n/a - Unknown - )
a— 2022-01-|Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
118 EU-EC- 10 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death), Hypoglycaemia (1d - Unknown - ) }mmlsatllﬂon - Not applicable - [n/a - 1 {DF} -
10011209122 ; ntramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011210416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011210124&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011210063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011209832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011209636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011209270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011209232&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011209122&_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
N clidorsean g 2022-01-|Healthcare 18-64 COVID-19 (n/a - Fatal - Results in Death), Pneumonia adenoviral (n/a - Fatal - Results in Death), Respiratory failure (n/a VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S 19| Lipe 0 Professora  |Non EEA | Female | o pesults in Deathy SSILis tn Jeall), Sepiatory (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
& -EC- ofessional ears - Fatal - Results in Death) - n/a - Intramusoular])
g 10011209118
-
p click or scan | a3
L el ; hy (n/a - Fatal - Results in Death), Bradyphrenia (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal - Results in
ﬁ 01 ~ Apathy ( , , Dysphagi ;
8120 | Lupe (7022701 Efjlfte}s‘;fg | |EEA gse ﬁ: Male  |Death), Fatigue (26d - Recovered/Resolved - ), Hypophagia (n/a - Fatal - Results in Death), Malaise (26d - mgﬁg ggﬁm‘li‘i‘aﬁbﬁ;ﬂ[ n/” :S 1%’;;”_};2])
g 10011208884] 2 £ Recovered/Resolved - ), Nausea (3d - Recovered/Resolved - ), Pyrexia (3d - Recovered/Resolved - ) PP
g
Q .
R click or scan |- More
IS =i (2022-01- [Healthcare o . . COMIRNATY [TOZINAMERAN] (S- n/a - Not
'g 121 EUEC | gl 10 Professional EEA 21(1:; s85 Female |Vaccination failure (n/a - Fatal - Results in Death) applicable - [n/a - n/a - Intramuscular])
10011208873 =
3 Altered state of consciousness (n/a - Unknown - Other Medically Important Condition), Cerebral artery embolism (n/a - Fatal
S - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral infarction (n/a -
K=y Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (I - COVID-19
@ lick Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d - n/a -
< <k or sean | O | 022-01 Healtheare 65.85 Condition), Coma (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Drug interaction (n/a - Fatal - |Intramuscular]), ORENCIA [ABATACEPT] (I -
wi 122 EU-EC. rh 10 Professional Non EEA v Female |Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - Rheumatoid arthritis - Drug withdrawn - [8d - 125mg -
&’ 1001 1'2 0 8;3 53 rolession: cars Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), Neck pain (n/a-  |Subcutaneous - More in ICSR]), [METHOTREXATE
3 Unknown - Other Medically Important Condition), Quadriplegia (n/a - Not Recovered/Not Resolved - Other Medically SODIUM] (I - Rheumatoid arthritis - Unknown - [n/a -
ﬁ Important Condition), Respiratory failure (n/a - Unknown - Other Medically Important Condition), Thrombosis with 6mg - n/a))
g thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
a2 Condition)
g lick
£ cieorsan | 0 |022-01 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% 123 BU-EC. : 10 Professional EEA than 85 [Male  |Cardiac failure (1wk - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
»g,) 10011208851| 3 Years Intramuscular])
s i (2022-01-|Healthcare More Cerebrovascular accident (n/a - Fatal - Results in Death), Diabetes mellitus inadequate control (n/a - Not Recovered/Not COMIRNATY [TOZIN. . ] (5- COVID-19
% 124 EU-EC- 10 Professional EEA than 85 |Female Resolved- ) immunisation - Not applicable - [1d - 1{DF} -
z 10011208848| 2 Years Intramuscular])
2
IS click or scan | - : SPIKEVAX [COVID-19 MRNA VACCINE
= i | 2022-01- | Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
P ; - - . e :
fé’- 125 EU-EC- 10 Professional Non EEA Vears Female |Pulmonary embolism (1d - Fatal - Results in Death) immemisation - Not applicable - [n/a - .25mL -
= 10011208841 Intramuscular])
)
‘% click or scan |75 COVID-19 VACCINE JANSSEN (AD26.COV2.S) -
= 2022-01-|Healthcare 65-85 Atrial flutter (n/a - Fatal - Results in Death), Productive cough (n/a - Fatal - Results in Death) SUSPENSION FOR INJECTION (S - COVID-19
O] 126 | EU-EC 10 Professional | L Vears |Female immunisation - Not applicable - [n/a - .5mL -
10011208358 Intramuscular])
. Arterial occlusive disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - CCINE
lick or scan | : Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (n/a - Fatal - Results COVID-19 VA (AD26.COV2-S
i 1 2022-01- | Healthcare 18-64 . o . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
127 EU-EC- 10 Professional EEA Vears Male |in Death, Caused/Prolonged Hospitalisation), Immune thrombocytopenia (5d - Fatal - Results in Death, Caused/Prolonged JANSSEN (AD26.COV2.9)] (S- n/a - n/a - [n/a - .5mL.
10011208013 Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis with - n/a)) : ’ ’
thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011209118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208873&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208851&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208848&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208358&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208013&_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
click or scan |- -
N i (2022-01- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
N - Sudden - R
S 128 EU-EC- 10 Professional EEA Vears Male cardiac death (n/a - Fatal - Results in Death) na - [n/a - 2{DF} - n/a])
. 10011208006
<
—
p lick or scan |+
& clekorsean 5022-01-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
af 129 : Non EEA Male  [Hypovolaemic shock (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
- EU-EC- ., (10 Professional Years n/a - Intramuscular])
3 10011207768 ;
1("_‘)
Q .
§ dlick orsean |, % 15022-01- Non 18-64 Cyanosis (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
Q| 130 ; Healthcare ~ [Non EEA Male  |Condition), Feeling abnormal (n/a - Unknown - ), Headache (n/a - Unknown - ), Malaise (n/a - Unknown - Other Medically | oo .
: EU-EC- = 10 : Years . .. immunisation - Not applicable - [n/a - n/a - n/a])
% 10011207622/ 54 ’ Professional Important Condition), Nausea (n/a - Unknown - ), Vomiting (n/a - Unknown - )
8 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S immunisation - Not applicable - [1d - n/a -
k=2 Intramuscular]), [ALUMINIUM, HEPATITIS B
p SURFACE ANTIGEN (RDNA) ADSORBED ON
1; ALUMINIUM HYDROXIDE [PRODUCED IN S
o CEREVISIAE (STRAIN 2150-2-3) BY RDNA],
8 ALUMINIUM, HEPATITIS B SURFACE ANTIGEN
5 (RDNA) [PRODUCED IN S, CEREVISIAE CELLS BY
@ RDNA], HEPATITIS B SURFACE ANTIGEN
§ click or scan | ; Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Immunisation (n/a - Fatal - Results in (RDNA), HEPATITISB ACE I
el 2022-01-|Healthcare 65-85 . . . . (RDNA) ADSORBED ON ALUMINIUM
131 A Non EEA Male [Death, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Other Medically Important HYD
o EU-EC 10 Professional Years Condition), Product use issue (n/a - Fatal - Results in Death, Other Medically Important Condition) ROXIDE [PRODUCED IN S CEREVISIAE
g 10011207575 ’ E— (STRAIN 2150-2-3) BY RDNA], ALGELDRATE,
1S HEPATITIS B SURFACE ANTIGEN (RDNA)
E [PRODUCED IN S CEREVISIAE CELLS BY RDNA],
5% ALGELDRATE, HEPATITIS B SURFACE
% ANTIGEN, ALGELDRATE, HEPATITIS B VIRUS
> SURFACE ANTIGEN [PRODUCED IN S
] CEREVISIAE CELLS BY RDNA] ADSORBED ON
g ALUMINUM HYDROXIDE, HYDRATED,
= ALGELDRATE] (S- Immunisation - Not applicable -
a [1d- n/a - n/a])
2 .
£ click or scan | =3 Non
fé’. 132 2022-01- Healthcare Non EEA 65-85 Female |Death (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) TOZINAMERAN [TOZI.NAMERAN] (S- COMID-19
=] EU-EC- 10 : Years immunisation - Not applicable - [1d - n/a - n/a])
= Professional
o 10011207572
3
% click or scan | -
51 133 2022-01-|Healthcare EEA 18-64 Male Cardio-respiratory arrest (1d - Fatal - Results in Death), Cardiovascular disorder (1d - Fatal - Results in Death), Pyrexia |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- _ 10 Professional Years (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10011207537| 3
click or scan | -w 5 L
241 12022-01- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . S .
134 EU-EC- 10 Professional EEA Years Male |Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10011207466 7

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011208006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011207768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011207622&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011207575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011207572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011207537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011207466&_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 orsen | 5022.01.|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
135 B : Non EEA Female |Completed suicide (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
IS U-EG |« 10 Professional Years v
) n/a - Intramuscular])
g 10011207346
- -
p lick or scan | &=
& < : : 5022-01- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0] 136 EU-EC- : 10 Professional Non EEA Vears Female |Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10011207234/ 234 n/a - Intramuscular])
£
8 Jick -
g cuceolsn B | 02-01-Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8| 137 EU-EC- 10 Professional Non EEA Vears Male  |Loss of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10011206986 wa - Intramusclar])
minal X-ra a - Fatal - Results in Death), minal pain er (n/a - Fatal - Results in Death), usia (n/a -
3 Abdominal X-ray (n/a - Fatal ), Abdominal pain upper (n/a - Fatal ), Ageusia (n/
E Fatal - Results in Death), Alanine aminotransferase normal (n/a - Fatal - Results in Death), Aspartate aminotransferase
k=l . increased (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Atelectasis (n/a - Fatal - Results in MRN, CCINE
3 dlickor scan 3 2022-01-|Healthcare 65-85 Death), Bilirubin conjugated increased (n/a - Fatal - Results in Death), Blood alkaline phosphatase increased (n/a - Fatal - &‘2)4\!‘[3)1[9@\/“)'2\9/?\% A \X(é]C)I%{ENQé%)](E_RN A
S| 138 . Non EEA Female [Results in Death), Blood bilirubin increased (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death),
I EU-EC- 33 (10 Professional Years Decreased ite (n/a - Fatal . wa - Fatal R Fati a - Fatal (CX-024414)] (S- Product used for unknown
U 10011206981 reased appetite ( a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), atigue (n/a - Fatal - ) indication - Unknown - [n/a - 1 {DF} - Unknown])
<] Results in Death), Gait disturbance (n/a - Fatal - Results in Death), Haematuria (n/a - Fatal - Results in Death), Lipase
5 normal (n/a - Fatal - Results in Death), Lung opacity (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in
ﬁ Death), Oesophageal spasm (n/a - Fatal - Results in Death), Troponin normal (n/a - Fatal - Results in Death)
g click or scan Angiocentric lymphoma (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Chemotherapy (n/a -
= el Not Recovered/Not Resolved - Other Medically Important Condition), Cutaneous lymphoma (n/a - Not Recovered/Not ME .
& 139 EU-EC- %822_01_ Eﬁzﬁfg al EEA 312 ﬁ: Female [Resolved - Other Medically Important Condition), Lymphoproliferative disorder (n/a - Not Recovered/Not Resolved - Other gﬂgé;ég?ﬁg) ] (8- Immunisation -
kS g o Medically Important Condition), Nasal crusting (n/a - Not Recovered/Not Resolved - ), T-cell lymphoma (n/a - Fatal -
g 10011206589 f
% Results in Death
g” click or scan | &3 Non More Chills (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not
% 140 2022-01- Healthcare EEA than 85 |Female Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not Resolved - ), Injection site  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
2 EU-EC- 10 Professional Vears erythema (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ), Oedema (n/a - Not n/a- [n/a-n/a-n/a])
© 10011206583 Recovered/Not Resolved - ), Tachycardia (n/a - Not Recovered/Not Resolved - )
é click or scan |
% 141 2022-01- ggj:lthcare EEA 65-85 Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous thrombosis (n/a - Fatal - Results in Death), (\&XZA]E&AI\I[%)\\/? B_ﬁg(sv_ ﬁﬁﬁgﬂ%ﬁs‘:
£ EU-EG  |& 10 Professional Years Immune thrombocytopenia (n/a - Fatal - Results in Death) - n/a- n/al)
= 10011206577
>
=3
E click or scan |~ I
o = |a Non More Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - ME A
ey 142 EULEC- %822'01' Healthcare EEA than 85 [Female |Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), S/}Y%I?:?‘E/Z_[E/%Z)IN 1 (8- Immunisation -
B Professional Years Tachycardia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
g 10011206573
(¢}
click or scan | 502201 Non More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
143 EU-EC- |k 10 Healthcare EEA than 85 |Female |Cerebral venous thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10011206572/ & Professional Years - n/a-n/a])
click or scan |- Non More
144 2022-01- Healthcare EEA than 85 [Male Dyspnoea (n/a - Not Recovered/Not Resolved - ), Tleus paralytic (n/a - Not Recovered/Not Resolved - ), Oedema peripheral ~|COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- | g L+ |10 Professional Vears (n/a - Not Recovered/Not Resolved - ), Renal failure (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10011206560 = i

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206589&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206583&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206572&_xpt=1&_xf=pdf
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Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 11-01-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 18 of 2221
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 (¢ 2022-01- Non More Fatigue (n/a - Not Recovered/Not Resolved - ), Gastric haemorrhage (n/a - Fatal - Results in Death), Intestinal haemorrhage COMIRNATY [TOZINAMERAN] (S- Immunisation -
NI 145 Healthcare EEA than 85 [Female |(n/a- Fatal - Results in Death), Malaise (n/a - Not Recovered/Not Resolved - ), Vomiting (n/a - Not Recovered/Not
S EU-EG- | g5 10 : n/a - [n/a - n/a - n/a])
iy 10011206550 £ Professional Years Resolved - )
<
—
— .
% didkorsan | 5 2022-01- Non 65-85 Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ), Thrombocytopenia (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q| 146 EU-EC- 10 Healthcare EEA Vears Female Fatal - Results in Death ’ ’ ytop (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
g 10011206542 Professional Results in Death) - n/a - n/al)
£
Q .
o click or scan | - Non
'§ 147 BU-EC- %822-01- Healthcare EEA lYiﬁj Male  |Sudden death (n/a - Fatal - Results in Death) S/jﬁﬁéﬁ/z_[z/%z)n\]mm (8- Immunisation -
g 10011206538 =34 Professional
% click or scan |* Non
S| 148 B 2022-01- Healthcare EEA 65-85 Male  |Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
S U-EC- 10 Professional Years n/a- [n/a - n/a - n/aj)
g 10011206528 ;
>
m
§ dlick or sean |, Non SPIKEVAX [COVID-19 MRNA VACCINE
3| 14 o EU-EC Pt 2022-01-|{penitheare EEA 18-64 Male Death (n/a - Fatal - Results in Death), Jaundice (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), MODERNA (CX-024414)] (S - Immunisation - n/a -
% 1001 1_2 0 6_5 o B 10 Professional Years Oedema peripheral (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
o
5]
g click or scan |* Non
g1 150 2022-01- Healthcare EEA 65-85 Male  |Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
5 EU-EC- &g 10 Professional Years n/a - [n/a-n/a-n/a])
% 10011206523 i
2 .
T click or soan H022.01. Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
g 151 EU-EC 10 Healthcare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
ot Professional [n/a - n/a - n/a])
s
3 10011206515
2
£ dlickor sem | 5022.01Non 1864 Chest tube removal (/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
fé’_ 152 EU-EC- 10 Healthcare EEA Vears Male  [Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), | (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
=z Professional General physical health deterioration (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) - n/a - n/a])
~ 10011206512
B
% click or scan |- Non More
£l 1s3 2022-01- Healthcare EEA than 85 [Male Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dementia (n/a - Not Recovered/Not Resolved-  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
© EU-EC- 10 Professional v, Caused/Prolonged Hospitalisation), Hallucination (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a- [n/a-n/a-n/a])
10011206511 rofessional ears
click or scan |- :
154 = (2022-01-|Healthcare EEA 65-85 Male Cold sweat (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Hyporesponsive to stimuli (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- 10 Professional Years Results in Death), Toothache (n/a - Fatal - Results in Death), Wheezing (n/a - Fatal - Results in Death) n/a - Intramuscular])
10011206250

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206550&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206542&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206538&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206524&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206523&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206515&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206250&_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 (AD26.COV2-S
N = (2022-01- 65-85 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
N - - e
S 155 EU-EC- 10 Eﬁ;ﬁf& EEA Vears Male  |Death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
é 10011206228 i applicable - [n/a - n/a - Unknown])
-
; click or scan | & : Non COVID-19 VACCINE (AD26.COV2-S
g 156 = (2022-01- Healthcare EEA 18-64  |Not Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Unknown - Results in [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
- EU-EC- 2k ., (10 Professional Years  |Specified Death, Other Medically Important Condition) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
§ 10011206227 & ;i applicable - [n/a - n/a - Unknown])
£
S COVID-19 VACCINE JANSSEN (AD26.COV2.5)
§ click or scan | ‘g : Non [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
B H2022-01- 18-64  |Not o i ; : Immunisation - Not applicable - [n/a - n/a -
| 157 Healthcare ~ [Non EEA .- _{Myocardial infarction (n/a - Fatal - Results in Death) PP
EU-EC kg 3|10 Professional Years  |Specified Unknown]), NOT AVAILABLE [MRNA 1273] (S-
10011206226 Immunisation - n/a - [n/a - n/a - Unknown])
8
K click or scan |+ :
Ci fek 2022-01-|Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 158 : Healthcare EEA than 85 |Female |Cerebral infarction (n/a - Fatal - Results in Death) ) S .
© EU-EC- 10 Professional v, immunisation - Not applicable - [n/a - 1{DF} - n/a])
5 10011206071 rofessional ears
o
8 Jick
5 ciceorsean | 2022-01-|Healthcare 18-64 Haemorrhagic stroke (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
B 159 EU-EC- 10 Professional Non EEA Vears Male  |Hospitalisation), Hypotonia (n/a - Unknown - Caused/Prolonged Hospitalisation), Paresis (n/a - Fatal - Results in Death, |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10011205960 y Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - Intramuscular])
o
5 : ;
5 click or scan |- X7 CCINE RAZENE
g 2022-01- |Healthcare 18-64 . . . VAXZEVRIA [COVID-19 VA AST CA
160 : Non EEA Female |Carotid artery thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EC- 3 10 Professional Years Wa - Intramuscular])
‘g;, 10011205956,
%_; click or scan |- X7 CCINE RAZENE
? 2022-01-|Healthcare 18-64 .. . VAXZEVRIA [COVID-19 VA AST CA
161 . Non EEA Female |Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EC- 10 Professional Years Wa - Intramuscular])
g 10011205949
£ A " VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
.?n. 162 L : Non EEA Female |Hypoxia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EC-  |§ 10 Professional Years n/a - Intramuscular])
E 10011205689
5
click or scan |- .
% 4 2022-01- | Healthare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
163 . EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
= EU-EC- 10 Professional Years
© 10011205450 Intramuscular])
click or scan |- Non
2022-01- 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
R - )
164 EU-EC- 10 Ereslfz};;:iirgal EEA Vears Female [Haemorrhagic stroke (n/a - Fatal - Results in Death) Not applicable - [1/a - n/a - n/a])
10011205382

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206228&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206227&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206226&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011206071&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205960&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205956&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205949&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205450&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205382&_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 . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
SPIKEVAX [COVID-19 MRNA VACCINE
« MODERNA (CX-024414)] (S- COVID-19
g immunisation - Not applicable - [n/a - n/a -
“_7" Unknown]), SPIKEVAX [COVID-19 MRNA
[S) . . . o ) 'VACCINE MODERNA (CX-024414)] (S - Prophylaxis|
p Blooq pressure increased (n/a - Recovermg/Resolvmg - Cawsed/Prolonged Hqquahgatlon, Other Medlcally Important N - Not applicable - [1d- 1{DF} - n/a]), [A/HONG
) Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), KONG/4801/2014 (H3N2)-LIKE STRAIN (A/HONG
g click or scan || Disturbance in attention (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important KONG/4801/2014, X-263B), B/BRISBANE/60/2008-
- - 2002-01- Non 65-85 Condition), Dizziness (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important Condition), || [KE STRAIN (B/BRISBANE/60/2008, WILD
§ 165 EU-EC- 10 Hea]thqare Non EEA Years Female |Dyspnoea (n/a - Recovering/Resolving - Caused/Prolonged H(-)sp¥tah.sat10n, Other Medwally Important Cgr}dmon), Eatlgue TYPE), A/CALIFORNIA/7/2009 (HINT)PDM09-
£ 10011205367 o Professional (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Feeling DERITVED STRAIN USED (NYMC X-181), A/HONG
g. abnormal (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
= Headache (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise  |gONG4801 /2014, X-263B), B/BRISBANE/60/2008-
8 (I]/a - Recoveﬁng/RcsolVing - Caused/P: I'OlOl’lged Hospitalisation, Other Medically Important CDnditiOIl) LIKE STRAIN (B/BRIS?.ANE/60/2008, WILD
% TYPE), AMICHIGAN/45/2015 (HIN1)PDMO9-LIKE;
8 STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
= INFLUENZA VACCINE] (S - Prophylaxis - Not
= applicable - [1d - n/a - n/a])
% lick
5 cieeorsan | 85 02201 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
wi 166 . . EEA Male  [Dyspnoea (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
@ EU-EC- 10 Professional Years - /a - n/a])
g 10011205271
@ ‘
3 p— %4 12022-01-|Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=| 167 BU-EC : 10 P . EEA Female |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
S -ECG- | i rofessional Years - /- n/a))
5 10011205262; ]
5 dlick or sean | 202201 Non More SPIKEVAX [COVID-19 MRNA VACCINE
% 168 EU-EC- 10 Healthcare EEA than 85 (Female |Death (n/a - Fatal - Results in Death), Syncope (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S - Immunisation - n/a -
8 10011205162 2, Professional Years [n/a - 3{DF} - n/a])
©
c
% dick or sean | - 2022-01- Non 65-85 Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S - Immunisation -
g 169 EU-EC- 10 Healthcare EEA Vears Male  [Medical induction of coma (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Oxygen saturation Wa- [n/a- 1{DF} - n/a])
Nl Professional decreased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
£ 10011205152
E. click or scan |- 5
E 2022-01- |Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
| 170 . EEA Male  |Death (n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ), Vomiting (n/a - Unknown - ) MODERNA (CX-024414)] (S- Immunisation - n/a -
2 EU-EC- 10 Professional Years
2 [n/a - n/a - n/a])
3 10011205150
8 .
© lick or sean | 5022.01.|Healtheare 65.85 Abdominal pain (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Diarthoea (n/a- | SPIKEVAX [COVID-19 MRNA VACCINE
171 EU-EC- . 10 Professional EEA Vears Female |Unknown - ), Gastrointestinal pain (n/a - Unknown - ), Haematochezia (n/a - Unknown - ), Rectal haemorrhage (n/a - Fatal - |MODERNA (CX-024414)] (S- COVID-19
10011205054 Results in Death), Resuscitation (n/a - Fatal - Results in Death), Vomiting (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
click or scan & T More
172 i [2022-01-Healtheare o0 than 85 |Male  |Pneumonia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- ¥ 10 Professional v - n/a - Intramuscular])
10011204816| =3 cans

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205262&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205162&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011205054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011204816&_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 D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan i . Non COVID-19 VACCINE JANSSEN (AD26.COW2.5)
N A 2022-01- Not o . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
N . - - o .
S 173 EU-EC- 10 Eﬁ;ﬁf& Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [V - n/a -
c‘_'.la 10011204687 Unknown])
:'c'
@ click or scan | *wz !
ﬁ - 19022-01- | Healthcare More ) o ' ) SPIKEVAX [COVID-19 MRNA VACCINE
af 174 EU-EC- 10 Professional EEA than 85 (Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a-[n/a-n/a-
Fl 10011204611 Years Intramuscular])
%]
g lick
3 mm— ki 2022-01-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
EIRVE : . EEA Male  |Death (0d - Fatal - Results in Death), Myocardial ischaemia (121d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
: EU-EC- 10 Professional Years
g 10011204457 wal)
% click or scan |* i Non
= i 12022-01- Not o . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
k= . - - . o .
g 176 EU-EC- 10 ;Ireggsl:iifal Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
S 10011204163 § ]
z
@ click or scan |- L COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 i |12022-01- |Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5
; - - ) :
3 177 EU-EC- 10 Professional Non EEA Years Male | Dizziness postural (n/a - Fatal - Results in Death CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
pp:
g 10011204107 - n/a - Intramuscular])
o
— click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
g — 2022-01- | Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
‘£| 178 EU-EC- 10 Professional Non EEA Vears Male  [Results in Death), Staphylococcal infection (n/a - Fatal - Results in Death), Vaccine breakthrough infection (n/a - Fatal - |(CX-024414)] (S- Product used for unknown
% 10011203911 Results in Death) indication - Not applicable - [n/a - 1{DF} -
5 Intramuscular])
e} -
%;:)‘ dlick or sen F -. : 5022-01- Non 65-85 Death (0d - Fatal - Results in Death), Pulmonary fibrosis (28d - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
| 179 : Healthcare EEA Male  |Hospitalisation, Other Medically Important Condition)
c EU-EC- 10 . Years - n/a - n/aJ)
% 10011203891 Professional
§ dlick or scan || Acute pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (0d - Fatal -
. Results in Death, Other Medically Important Condition), Hypertension (1d - Fatal - Results in Death, Other Medically
1S -01- - ™ . . = . [AMERAN] (S-
| 180 BU-EC- ?822 ol ?:(?tl'g;sciz(i)rgal EEA gzﬁ: Female |Important Condition), Malaise (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial ﬂﬁgﬁgﬁ [n];z?-zgga - 1{DF} - Sa])(x) VID-19
E_ 10011203786 25 infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Orthopnoea (1d - Fatal - Results in
E Death, Other Medically Important Condition)
S Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebellar haemorrh: 12d - Fatal -
y Imp age
2 Results in Death, Other Medically Important Condition), Cerebral thrombosis (12d - Fatal - Results in Death), Coma (n/a
3 y Imp
g - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (12d - Fatal - Results in Death),
5 Headache (12d - Fatal - Results in Death), Jugular vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
click or scan | - Hospitalisation, Other Medically Important Condition), Mesenteric vein thrombosis (n/a - Fatal - Results in Death
2022-01-|Healthare 18-64 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Portal vein thrombosis (12d - Fatal - Results in | arl YRIA [COVID-19 VACUINE ASTRAZENECA
181 EEA Female 5S¢ HOSp Y 1mp (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
EU-EG | 11 (10 Professional Years Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary embolism (12d - Fatal - - Not applicable - [n/a - 1 {DF} - Intramuscular])
10011203500 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (12d - Fatal - Results bp
in Death), Thrombocytopenia (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medicall
ytop! Sp y
Important Condition), Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
mp ytop! Sp y Imp
Condition), Vena cava thrombosis (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011204687&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011204611&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011204457&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011204163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011204107&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011203911&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011203891&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011203786&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011203500&_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
click or scan Bl h More Arrhythmia (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - ), Nausea (n/a - mﬁ:ﬁgg g(gzalglicable [ 1] d(SI;/S)VIDw
N 1 (2022-01-|Healthcare Unknown - ), Oxygen saturation decreased (n/a - Unknown - ), Pyrexia (1d - Recovered/Resolved - ), Somnolence (n/a - N A TeANT -
N XAB - Deep
S 182 EU-EC- 10 Professional Non EEA %1:;:5 Female Unknown - ), Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination site izzﬁgfﬁ;ﬂg]sﬁ I;Ii?lggr[yAPI] lisréll\j]]ggse ot
E?i 10011203474 erythema (n/a - Unknown - ) changed - [/a - Smg - Oral])
—
- click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
% e |4 ; 5022-01-|Healthcare More Aphasia (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Cognitive disorder (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
Ol 183 EU-EC- : 10 Professional Non EEA  |than 85 [Male  |Results in Death), Death (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal - Results in Death), Haemorrhagic (CX-024414)] (S- Product used for unknown
= P Years stroke (n/a - Fatal - Results in Death) indication - Not applicable - [n/a - 1{DF} -
3 10011203088/ :=%%3
g Intramuscular])
§- click or scan |- i L Non
'§ 184 BU-EC- » %822-01- Healthcare EEA giﬁ: Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) mﬁﬁ;ﬁ ggi;lj)licable - [n/zf ;1/(5111?\:11/13?]-)19
g 10011202895 Professional
% click or scan | EREEPAAE COVID-19 MRNA VACCINE MODERNA (CX-
= 1 (2022-01- Healthcare 18-64  Not . 024414) [COVID-19 MRNA VACCINE MODERNA
S : . - - Results in Death)
S 185 EU-EC- B2 |10 Professional Non EEA Years  [Specified Death (n/a - Fatal - Results in Death (CX-024414)] (S- Product used for unknown
%’ 10011202851 indication - Unknown - [n/a - 1{DF} - Unknown])
Ll:_]
8
5 .
3 click or scan 3 More COVID-19 MRNA VACCINE MODERNA (CX-
% 186 %& (2022-01-|Healthcare Non EEA than 85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccine breakthrough infection (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
a EU-EG- 10 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- Product used for unknown
g 10011202850 indication - Not applicable - [n/a - 1{DF} - Unknown])
kS
£
é) click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
i —— & 2022-01-|Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
%_:) 187 EU-EC- : 10 Professional Non EEA  |than 85 Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
> 4 Years indication - Not applicable - [n/a - 1{DF} -
© 10011202830
= Intramuscular])
% COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death
g click or scan | “a : Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General ~ (COVID-19 MRNA VACCINE MODERNA (CX-
K] 188 221 2022-01-|Healthcare Non EEA 65-85 Female physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intensive care (n/a - Fatal - {024414) [COVID-19 MRNA VACCINE MODERNA
E EU-EC- 10 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Fatal - Results in Death, (CX-024414)] (S- Product used for unknown
-ﬁ- 10011202808 Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged indication - Not applicable - [n/a - 1{DF} - Unknown])
= Hospitalisation)
= 3
2 dlick or scan | o 2022-01-|Healthcare 65-85 Encephalitis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in I%OCE)/[\E_I?) Eg;)VID—l 9A\S//];CCINE A(S:?R(AZENECXAl
Bl 189 . Non EEA Male  [Death), Septic shock (n/a - Fatal - Results in Death), Status epilepticus (n/a - Fatal - Results in Death, Other Medically :
ki EU-ECG | gl 10 Professional Years Tmportant Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
Is} 10011202537 mp - n/a - Intramuscular])
click or scan |- T Non
19 | cone ;! %822_01_ Healthcare ~ [Non EEA 31;;?: Male  |Death (n/a - Fatal - Results in Death), Immunisation (n/a - Fatal - Results in Death) msation N NoE];gglggble i d-]nsg: S/g]\)/[D_lg
10011202264 y Professional
click or scan |* i Non Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in
191 ] 71 2022-01- Healthcare EEA 65-85 Male Death, Caused/Prolonged Hospitalisation), Right ventricular failure (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 10 Professional Years Hospitalisation), Venous thrombosis limb (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Visual immunisation - Not applicable - [1d - n/a - n/a])
10011202218 =5 impairment (n/a - Unknown - )

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011203474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011203088&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202895&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202851&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202850&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202830&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202264&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011202218&_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
click or scan |* Non Acute kidney injury (66d - Fatal - Results in Death), Alveolitis (66d - Fatal - Results in Death), Arthralgia (66d - Fatal - |COVID-19 MRNA VACCINE MODERNA (CX-
q 192 2022-01- Healthcare EEA 18-64 Female Results in Death), Cardiac arrest (66d - Fatal - Results in Death), Conjunctival hyperaemia (66d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 10 Professional Years Death), Joint swelling (66d - Fatal - Results in Death), Multiple organ dysfunction syndrome (66d - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - n/a -
c‘_'.; 10011201732 Death), Pain in extremity (66d - Fatal - Results in Death) [n/a - .5mL - Intramuscular])
_:? click or scan | M COVID-19 VACCINE (AD26.COV2-S
= I—— 9022-01- |Healthcare 18-64 asia - Fatal - Results in Death), Cerebral infarction - Fatal - Results in Death), Hea e - Fatal - Results
g 1. g hasia (4d - Fatal Cerebral infarction (4d - Fatal Headache (4d - Fatal RECOMBINANT]) JANSSEN [COVID-19 VACCINE
af 193 EU-EC- 10 Professional EEA Vears Male |in Death), Hemiplegia (4d - Fatal - Results in Death), Paraesthesia (4d - Fatal - Results in Death), Superior sagittal sinus |JANSSEN (AD26.COV2.9)] (S- COVID-19
g 10011201727 &y thrombosis (4d - Fatal - Results in Death), Thrombocytopenia (4d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL -
a : Intramuscular])
§- click or scan |- 5 More
= a1 2022-01- | Healthcare o . o COMIRNATY [TOZINAMERAN] (S - Immunisation -
B 194 BU-EC- 2 P Professional EEA gla; 85 |Male  |Guillain-Barre syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
g 10011201468 ; cars
3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
S click or scan |+ L More NCOV-19) [COVID-19 VACCINE ASTRAZENECA
k=l 195 p 4l (2022-01-|Healthcare Non EEA  |than 85 |Female Asthenia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), |(CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/af
3 EU-EC- 09 Professional Vears Diarrhoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) - n/a - Intramuscular]), VAXZEVRIA [COVID-19
"g 10011201419, 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
uw (S- n/a - Not applicable - [n/a - n/a - Intramuscular])
”
(8] N
3 dlickersmn |, 2022-01- |Healthcare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
| 196 LR . Non EEA Female |Acute respiratory distress syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
= EU-EC 09 Professional Years a - Intramuscular])
af 10011201397 - v/a - dntrameseual
g
g click or scan Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypersensitivity (n/a - Unknown -
g 2022-01-|{Non 18-64 Caused/Prolonged Hospitalisation), Liver injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung disorder (n/a - I(\:IOC:)/[\]/?-IIQQ) &wﬁ%%&%)g
5| 197 EU-EC- £X 09 Healthcare ~ |Non EEA  |years |Male  [Unknown - Caused/Prolonged Hospitalisation), Myalgia (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - o
8 : : Lo o Lo (CHADOX1 NCOV-19)] (S - Immunisation - Not
10011201359 Professional Unknown - Caused/Prolonged Hospitalisation), Rash (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal impairment applicable - [n/a - n/a - Intramuscular])

%_?) (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation) PP
z
c
g m— 2022-01- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 198 . Non EEA Male  |Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 EU-EC- 09 Professional Years a - Intramuscular])
1S 10011201342
.ﬁ
=3
=
2
ko
5
O

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201732&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201727&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201419&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201397&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201342&_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
Acute myocardial infarction (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
« Important Condition), Agitation (n/a - Unknown - ), Arthralgia (n/a - Unknown - Caused/Prolonged Hospitalisation),
g Bradycardia (n/a - Unknown - Caused/Prolonged Hospitalisation), Brain injury (n/a - Unknown - Caused/Prolonged
“_7" Hospitalisation, Other Medically Important Condition), Brain oedema (n/a - Unknown - Caused/Prolonged Hospitalisation,
Q Other Medically Important Condition), Cerebral haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
3 Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
% Hospitalisation, Other Medically Important Condition), Cold sweat (n/a - Unknown - Caused/Prolonged Hospitalisation),
a Confisional state (n/a - Unknown - Caused/Prolonged Hospitalisation), Depressed level of consciousness (n/a - Unknown -
= click or scan | ; Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Feeling abnormal (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
§ 199 Hefy |2022-01- | Healthcare Non EEA 18-64 Male Unknown - Caused/Prolonged Hospitalisation), Feeling hot (n/a - Unknown - ), Haemorrhage intracranial (n/a - Unknown - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 EU-EC- = 09 Professional Years Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - ),  [(CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
g 10011201284 ; Hyperhidrosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypertension (n/a - Unknown - Caused/Prolonged [n/a - n/a - Intramuscular])
-§ Hospitalisation), Influenza like illness (n/a - Unknown - ), Intracranial pressure increased (n/a - Unknown - Caused/Prolonged
g Hospitalisation, Other Medically Important Condition), Lethargy (n/a - Unknown - Caused/Prolonged Hospitalisation), Pain
% in extremity (2d - Recovered/Resolved - ), Repetitive speech (n/a - Unknown - Caused/Prolonged Hospitalisation),
3 Somnolence (n/a - Unknown - Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Unknown -
= Caused/Prolonged Hospitalisation, Other Medically Important Condition), Subdural haemorrhage (n/a - Unknown -
= Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis with thrombocytopenia syndrome (n/a
S - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Unresponsive to
_,g stimuli (n/a - Unknown - Other Medically Important Condition), Urinary incontinence (n/a - Unknown - )
>
m i L ;
o dlick orse | & 85 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£1 200 o, : Non EEA Female |Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
3 EU-EC- 3 09 Professional Years
a3 10011201281/ 22 - /a - Intramuscular])
©
8
— click or scan | Cognitive disorder (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - D-19 VA A NECA X1
& ; More Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pericarditis (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADO
[} 2022-01-|Healthcare T ST o . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
=1 201 EU-EC- R . Non EEA  |than 85 |Female |Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Not Recovered/Not Resolved - Life . s
£ e 09 Professional . Lo s . ) . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011201273 : Years Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Life Threatening, Caused/Prolonged .
% o o - Not applicable - [0y - n/a - Intramuscular])
5 Hospitalisation)
e}
%_;) COVID-19 VACCINE ASTRAZENECA (CHADOX1
E click or scan |+ NCOV-19) [COVID-19 VACCINE ASTRAZENECA
c 2022-01- Healthcare 65-85 . T (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
T2 | ruRc |G 09 Professional | "M EEA  |yors  [Male  |Cough (w/a - Fatal - Results in Death, CausedProlonged Hospitalisation) - /a - Intramuseular]), VAXZEVRIA [COVID-19
® 10011201162| = ] VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
% (S- n/a - Not applicable - [n/a - n/a - Intramuscular])
g COVID-19 VACCINE ASTRAZENECA (CHADOX1
'?n‘ click or scan | ‘& NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S 2022-01-|Healthcare 65-85 . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
E= A - -
E[ 2% puEc 09 Professional |NOR EEA yors  [Female [Fatigue (n/a - Fatal - Results in Death) n/a - Intramuscular]), VAXZEVRIA [COVID-19
2 10011201161 ] 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
3 (S- n/a - Unknown - [n/a - n/a - Intramuscular])
g lick or scan | ¥, Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% -01- - i - - i N i - - i , i i - . . .
204 2022-01 Healthcare EEA 65-85 Female Confusional statf: (n/a - Unknown - Results in Death), Fatigue (3n.10 Fatal - Results in Death), Respiratory distress (n/a (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
EU-EC- i 09 . Years Fatal - Results in Death), Somnolence (n/a - Unknown - Results in Death) .
Professional - Not applicable - [8wk - .5SmL - Parenteral])
10011200697, :
click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
e 8 |202.01- Healtheare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
205 : . Non EEA Female |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
EU-EC- 09 Professional Years S .
CE indication - Not applicable - [n/a - 1{DF} -
10011200263
Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201284&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201162&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011201161&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200263&_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/ g 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 | - ;. COVID-19 MRNA VACCINE MODERNA (CX-
N =1 (2022-01-|Healthcare 18-64 . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
N - R
g 206 | puEC B 09 Professional NN EEA |7 [Male | Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
c‘_'.; 10011200251 T indication - Not applicable - [n/a - 1{DF} - Unknown])
; click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
) click or scan | ;
g 207 =l (2022-01- [Healthcare Non EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal - ?gz_‘ 32 i%ﬁglsrﬁwglm] l\(/)lv?{]l)ERNA
— EU-EC- 13 109 Professional Years Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition) D .
3 10011200209 ) indication - Not applicable - [n/a - 1{DF} -
g Intramuscular])
S . a
@ click or scan | Arteriosclerosis (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important 34\4/1[3 lmﬁl\;ﬁ%&%@ﬁéﬁm A
5 §l 2022-01-|Healthcare 18-64 Condition), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - )|
B/ 208 EU-EC- 09 Professional Non EEA Years Female Results ir; Death > ’ (Cx-024414)] (S- Pr.oduct used for unknown
% 10011200202 . Results in Deathy indication - Not applicable - [n/a - 1{DF} - Unknown])
g lick COVID-19 MRNA VACCINE MODERNA (CX:
é Gl or scan | o 2022-01-|Healthcare More Death (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Oxygen 024414) [COVID-19 MRNA VACCINE MéDE-RN A
-g’ 209 EU-EC- 09 Professional Non EEA  [than 85 |Male  |saturation decreased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Swallow study (n/a - Not (CX-024414)] (S- Product used for unknown
g 10011200191 Years RecoveredNot Resolved - Caused Prolonged Hospitalisation) indication - Not applicable - [1/a - 1 {DF} - Unknown])
>
I'alj- click or scan COVID-19 MRNA VACCINE MODERNA (CX-
(8] SR O Sbdll | A
5 2022-01- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, 024414) [COVID-19 A VA I MODERNA
& 210 EU-EC- ; 09 Professional Non EEA Years Male Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- Product used for own
© | ? indication - Not applicable - [n/a - 1{DF} -
® 10011200179
a Intramuscular])
g click or scan |- COVID-19 MRNA VACCINE MODERNA (CX-
g e 5022-01|Healthcare 1864 ' ' N 024414) [COVID-19 MRNA VACCINE MODERNA
£ 211 EU-EC- 09 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
g i indication - Not applicable - [n/a - 1{DF} -
o 10011200161
= Intramuscular])
% click or scan | i | ) . " . N ol N COVID-19 MRNA VACCINE MODERNA (CX-
2 e— ? 2022-01-|Healtheare More COVID-19 (n/a - Fatg - Results in Death), Death (n/a - Fatal - Results in Death, Ot! her Medically Important Condition), (024414) [COVID-19 MRNA VACCINE MODERNA
®©| 212 . Non EEA |than 85 Male  |SARS-CoV-2 test positive (n/a - Fatal - Results in Death), Vaccine breakthrough infection (n/a - Fatal - Results in Death, |(CX-024414)] (S- Product used for unknown
c EU-EC- 09 Professional . . N .
i ) Years Other Medically Important Condition) indication - Not applicable - [n/a - 1{DF} -
10011200156 I -
2 ntramuscular - More in ICSR])
o
Kol click or scan | ‘& More COVID-19 MRNA VACCINE MODERNA (CX-
E 213 3 2022-01-|Healthcare Non EEA  |than 85 Male COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
'?n' EU-EC- 09 Professional Vears SARS-CoV-2 RNA (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
= 10011200151 indication - Not applicable - [n/a - 1{DF} - Unknown])
=
2
% click or scan COVID-19 MRNA VACCINE MODERNA (CX-
5 = 222 500901 |Healthcare 18-64 Death (1/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
214 EU-EC- : 09 Professional Non EEA Years Female |[Haemorrhagic stroke (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - (CX‘02‘4414)] (S- Pr.OdUCt used for unknown
10011200148 Fatal - Results in Death, Other Medically Important Condition) indication - Not applicable - [n/a - 1{DF} -
Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200179&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200161&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011200148&_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
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
« Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chills (n/a - Fatal - Results in Death,
g Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
“_7" click or scan |; Important Condition), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Endotracheal COVID-19 MRNA VACCINE MODERNA (CX-
AR s (2022-01-|Healthcare Non EEA 65-85 Male intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperglycaemia (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- | g a4y |08 Professional Years Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, (CX-024414)] (S- Product used for unknown
% 10011198910 Other Medically Important Condition), Pulseless electrical activity (n/a - Fatal - Results in Death, Caused/Prolonged indication - Not applicable - [n/a - 1 {DF} - Unknown])
a Hospitalisation, Other Medically Important Condition), Renal impairment (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation, Other Medically Important Condition), SARS-CoV-2 test positive (n/a - Fatal - Results in Death,
@ Caused/Prolonged Hospitalisation)
=t
g. click or scan | = : Non Abnormal loss of weight (87d - Fatal - Results in Death), Blood fibrinogen increased (87d - Fatal - Results in Death),
= 216 i (2022-01- Healthcare EEA 18-64 Male Blood test abnormal (87d - Fatal - Results in Death), Dysphagia (87d - Fatal - Results in Death), Dysstasia (87d - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- .y (08 Professional Years Results in Death), Fibrin D dimer increased (87d - Fatal - Results in Death), Lymphadenopathy (87d - Fatal - Results in [immunisation - n/a - [n/a - n/a - Intramuscular])
% 10011198421 i Death), Myalgia (87d - Fatal - Results in Death)
3 i !
& dlick or scan | 2= 502201 /Non 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
B 217 EU-EC- 08 Healthcare EEA Vears Female |Cerebral ischaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
3 10011198332 - Professional Intramuscular])
@
@ click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
g 218 2022-01- Healthcare EEA 18-64 Female Abdominal distension (220d - Fatal - Results in Death), Abdominal pain (220d - Fatal - Results in Death), Ascites (220d - (024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- 3108 Professional Years Fatal - Results in Death), Fatigue (220d - Fatal - Results in Death), Pleural effusion (220d - Fatal - Results in Death) |(CX-024414)] (S- COVID-19 immunisation - Not
% 10011198191 applicable - [n/a - 1{DF} - Intramuscular])
o
= click or scan | ; ME
g 2022-01- Non 65-85 Cerebral haemorrhage (9d - Fatal - Results in Death), Loss of consciousness (9d - Fatal - Results in Death), Thrombosis COMIRNATY [TOZIN. . RAN] (8- COVID-19
21219 Healthcare EEA Male . immunisation - Not applicable - [n/a - 1{DF} -
g EU-EC- 7, |08 : Years (9d - Fatal - Results in Death) ul
£ 10011198187 Professional Intramuscular])
fo))
% click or scan | 2 COVID-19 MRNA VACCINE MODERNA (CX-
E— . ) . o ) 024414) [COVID-19 MRNA VACCINE MODERNA
%‘ 220 2022-01- Healthqare Non EEA 65-85 Female Requatow distress (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important (CX-024414)] (S- Product used for unknown
! EU-ECG- | g |08 Professional Years Condition) indication - Not applicable - [n/a - 1{DF} -
10011197509, ;
Intramuscular])
®
% clidcorsen 2022-01-|Healthcare 65-85 Malaise (n/a - Unknown - ), Myalgia (n/a - Not Recovered/Not Resolved - ), Sudden cardiac death (n/a - Fatal - Results in SPIKEVAX [COVID-19 MRNA VACCINE
E 221 EU-EC- 08 Professional EEA Vears Male Death) ’ g ? 4 MODERNA (CX-024414)] (S- COVID-19
- [ . — immunisation - Not applicable - [n/a - 1{DF} - n/a])
a 10011197407
i SPIKEVAX [COVID-19 MRNA VACCINE
a i L . d -
3 dlick or scan : Bronchial haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest MODERNA (CX 024414)] (S- COVID-19
4 (2022-01-|Healthcare 18-64 A - L . X immunisation - Not applicable - [n/a - 1{DF} -
g\ 222 : Non EEA Female |(n/a - Fatal - Results in Death, Other Medically Important Condition), Haemoptysis (n/a - Fatal - Results in Death),
5 EU-EC y |08 Professional Years Shock haemorrhagic (0d - Fatal - Results in Death, Other Medically Important Condition) Unknown]), [TREPROSUNIL SODIUM] (S - Product
© 10011197286 E— used for unknown indication - Dose not changed - [n/a
- n/a - Unknown])
click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
el 1 * 2022-01- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
223 EU-EC- 08 Professional Non EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
o indication - Not applicable - [n/a - 1{DF} -
10011196154 :
Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011198910&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011198421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011198332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011198191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011198187&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011197509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011197407&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011197286&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196154&_xpt=1&_xf=pdf
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Primary
BV 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
COVID-19 MRNA VACCINE MODERNA (CX-
« 024414) [COVID-19 MRNA VACCINE MODERNA
g (CX-024414)] (S- Immunisation - Not applicable -
“_7" [n/a - 1{DF} - Intramuscular]), [A/HONG
Q KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
g KONG4801/2014, X-263B), B/BRISBANE/60/2008-
w click or scan || LIKE STRAIN (B/BRISBANE/60/2008, WILD
8 - 2022-01-[N" More I , _ . TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09-
—| 224 EU-EC- 08 Healthc'are EEA than 85 |Female |Bronchitis chronic (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) DERIVED STRAIN USED (NYMC X-181), AJHONG
g 10011196134 ; Professional Years KONGA4801/2014 (H3N2)-LIKE STRAIN (A/HONG
g KONG4801/2014, X-263B), B/BRISBANE/60/2008-
g LIKE STRAIN (B/BRISBANE/60/2008, WILD
-‘é TYPE), AMICHIGAN/45/2015 (HIN1)PDMO09-LIKE|
: STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
% INFLUENZA VACCINE] (S - Immunisation - Not
8 applicable - [n/a - n/a - Intramuscular])
g click or scan | ;= P COVID-19 MRNA VACCINE MODERNA (CX-
S| 225 A (2022-01-|Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
© EU-EC- | § 108 Professional Years Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
E 10011195217 indication - Not applicable - [n/a - 1{DF} - Unknown])
?__:’ Blood sodium increased (n/a - Fatal - Results in Death, Life Threatening, Disabling), Cerebral thrombosis (n/a - Fatal -
3 Results in Death, Life Threatening, Disabling), Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening,
ﬁ click or scan | ; i Disabling), Computerised tomogram (n/a - Fatal - Results in Death, Life Threatening, Disabling), Death (n/a - Fatal - gx& 19 MRNA VACCINE MODERNA (CX-
H . . . g . . . ) [COVID-19 MRNA VACCINE MODERNA
g 226 & (2022-01- Hea]thqare Non EEA 65-85 Female Results in Death, Life Threatg:mng, Disabling), Electroencephalograrp (n/a- Fata! - Results in Death, Life Threatening, (CX-024414)] (S- Product used for unknown
= EU-EG | gf by |07 Professional Years Disabling), Endotracheal intubation (n/a - Fatal - Results in Death, Life Threatening, Disabling), Intensive care (n/a - Fatal - indication - Not applicable - [/a - 1{DF} -
S 10011197202 Results in Death, Life Threatening, Disabling), Magnetic resonance imaging head abnormal (n/a - Fatal - Results in Intramuscular]) PP
g Death, Life Threatening, Disabling), Medical induction of coma (n/a - Fatal - Results in Death, Life Threatening,
% Disabling)
5 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death
S . L Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fall (n/a - Fatal - Results in Death,
%_;) dlick or scan | 728 : 2022-01-|Health 65-8 Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged gl‘l 3 I%NAIXI?\%RFII\II:JAE l\gglc)%{ENA (()CX- A
> 227 .o, -O1- Healtheare g0 ppa (6585 ypare Hospitalisation), Hip fracture (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ) [COVID- VACCINE MODERN
® EU-EC- 7, (07 Professional Years Conditi eduction of f /a- Fatal - 7 ) italisati . (CX-024414)] (S- Product used for unknown
10011197090 dition), Open reduction of fracture (n/a - Fatal - Resullts in Death, CausedProlonged Hospitalisation), SARS-CoV-2 test |1 ¢ i _ Not applicable - [n/a - 1{DF} - Unknown])
% positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results
© in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
% Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Fatal - Results in
E Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (n/a - Fatal - Results in Death
.?n. click or scan | = More Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically| COVID-19 MRNA VACCINE MODERNA (CX-
= 228 2022-01- Healthcare Non EEA  |than 85 |Male Important Condition), Endotracheal intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (024414) [COVID-19 MRNA VACCINE MODERNA
< EU-EC- | g7 3 (07 Professional v, (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intensive care (CX-024414)] (S- Product used for unknown
3 10011196981 cars (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - Results in Death indication - Not applicable - [n/a - 1{DF} - Unknown])
B Caused/Prolonged Hospitalisation), Positive airway pressure therapy (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation), Sedation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
O .
lick or sean (o 502201 /Non 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
29 | pupe | 07 s Hea]thgare EEA Ye;ars Male  |Pulmonary embolism (15min - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10011196943 Professional Intramuscular])
lick or scan | & |22, Non o I COMIRNATY [TOZINAMERAN] (S- COVID-19
230 EU-EC » 07 " |Healthcare Non EEA |Not. Ot IFoetal death (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
ora p Professional Specified Specified Transplacental])
10011196855 P

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011197202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011197090&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196855&_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
click or scan |: More Confusional state (n/a - Fatal - Results in Death, Other Medically Important Condition), Delirium (n/a - Fatal - Results in |SPIKEVAX [COVID-19 MRNA VACCINE
q 231 2022-01-|Healthcare Non EEA  |than 85 |Female Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Other Medically Important MODERNA (CX-024414)] (S- COVID-19
S EU-EC- 107 Professional Vears Condition), General physical health deterioration (9d - Fatal - Results in Death, Other Medically Important Condition), immunisation - Not applicable - [n/a - 1{DF} -
c‘_'.; 10011196758 5t Pain in extremity (n/a - Fatal - Results in Death, Other Medically Important Condition) Unknown])
a1 :
B dlick or scan | 0 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
af 232 : . Non EEA Male  |Postoperative wound complication (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
- EU-EC- |07 Professional Years n/a - Intramuscular])
3 10011196696
[2]
=
g_ Activated partial thromboplastin time (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Angina pectoris
2 : (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death,
8 click or scan | = i Caused/Prolonged Hospitalisation), Coronary artery bypass (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
233 2 (2022-01- [Healthcare Non EEA 65-85 Female Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | g3 107 Professional Years coagulation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Fatal - (CX-024414)] (S- Product used for unknown
3 10011196678 Results in Death, Caused/Prolonged Hospitalisation), International normalised ratio (n/a - Fatal - Results in Death, indication - Unknown - [n/a - 1 {DF} - Intramuscular])
IS Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged
=) Hospitalisation), Vascular graft occlusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
> "
© : ST MRN, CCINE
S click or scan | o< S |2022-01- | Healthcare More Cough (n/a - Fatal - Results in Death), Disturbance in attention (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - ﬁéﬁ%&gﬁ?&? ) (S/—X(VSVIDW
w234 : . Non EEA  [than 85 |Female |Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - |. L .
@ EU-EC- L3 |07 Professional Vears Results in Death), Pyrexia (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 200ug -
g 10011196613 : Results in Death), Results in Death) Intramuscular])
3
% click or scan | L SPIKEVAX [COVID-19 MRNA VACCINE
[a} 23 (2022-01- [Healthcare 18-64 . . . MODERNA (CX-024414)] (S- Product used for
= : - - R - - Lo
- 235 EU-EC. |i |7 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death) unknown indication - Unknown - [n/a - 1 {DF} -
3 10011196608 ' Unknown])
=
E click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
<% 2022-01-|Healthcare 65-85 . o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
e} ; R R R R
%_:) 236 EUEC | 07 Professional Non EEA Years Female |Cough (n/a - Fatal - Results in Death), Influenza like illness (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
2 10011196582 n/a - Intramuscular])
©
< click or scan | E158 COVID-19 MRNA VACCINE MODERNA (CX-
% — 2022-01-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
g 237 : Non EEA Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- Product used for unknown
EU-EC- 07 Professional Years Rty .
T - indication - Not applicable - [n/a - 1{DF} -
£ 10011196381
£ Intramuscular])
o click or scan | ;=1
E= _— Non . . . . SPIKEVAX [COVID-19 MRNA VACCINE
-01- - - - X - - L
-; 238 —_— 3322 01 Healthcare EEA ?{5 85 Male Cerebral haemorrhage (p/a. Fz.ital Results in Death), Thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, MODERNA (CX-024414)] (S- Immunisation - n/a -
3 -EC- ] . ears Caused/Prolonged Hospitalisation)
2 Professional [n/a - 2{DF} - n/a])
3 10011196379
g click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
GO | g 5022.01.|Healtheare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
239 . Non EEA Male  |Chills (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
EU-EC- 107 Professional Years iy .
. indication - Not applicable - [n/a - 1{DF} -
10011196322
Intramuscular])
click or scan | =¥ COVID-19 VACCINE ASTRAZENECA (CHADOX1
2022-01- Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
240 EUEC | * |7 Professional Non EEA Vears Female |Abdominal discomfort (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10011196319|; n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196758&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196381&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196322&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196319&_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 ' , , D-19 MRNA VACCINE MODERNA (CX-
N clceolsan | & ; More Angiogram pulmonary abnormal (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Hypoxia (n/a COVID-19 V ODERNA (CX
=] 2022-01-|Healthcare than 85 . . ; . 9024414) [COVID-19 MRNA VACCINE MODERNA
| 241 EU-EC- 207 Professional Non EEA Male |- Fatal - Results in Death), Lung opacity (n/a - Fatal - Results in Death), Mental status changes (n/a - Fatal - Results in (CX-024414)] (S - Product used for uknown
5] 10011196218 ; Years Death), Polyuria (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in Death) indication - Not applicable - [1va - 1 {DF} - Unknown])
—
-
[0}
©®
o click or scan | ; Non
3 2022-01- 65-85 ) ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -
g 242 EU-EC- 2 07 goca%te};scizrga] EEA Years Female [Sudden death (n/a - Fatal - Results in Death) na - [/a - 2{DF} - n/a])
S 10011196180 1h
g
—§ click or scan |:
: e Non . . . s . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
~Jl= = - - > - -ReSully IN 1Fear), - - B eats
243 2022-01 Healthcare EEA 65-85 Male Erythem;.i (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Skin discolouration (n/a - Fatal (CHADOXI NCOV-19)] (S- COVID-19 immunisation
EU-EC- L (07 Professional Years Results in Death) - na- [n/a- n/a- n/a])
3 10011196169 p
s
:c;? cleorsn ARt | o o1 Non 18-64 Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Influenza (n/a - Unknown - ), Myalgia (n/a - Unknown| YoVl [COVID- 19 VACCINE ASTRAZENECA
S| 244 ; Healthcare ~ |EEA Male 2 esults in Death), Dysp g » Myalg (CHADOXI NCOV-19)] (S - Immunisation - n/a - [n/a
S EU-EC- | &7 3 (07 Professional Years -), Tachycardia (n/a - Unknown - ) - 1{DF} - n/a))
@ 10011196099 olessiona a
¢
3 : Tk ;
b dlick or sean | 0E 02201 Non More SPIKEVAX [COVID-19 MRNA VACCINE
% 245 : Healthcare EEA than 85 [Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
a EU-EC ¢ 07 Professional Years [n/a - 1{DF} - n/a])
g 10011196034
g Bedridden (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death,
% click or scan || | Caused/Prolonged Hospltahsa'tlon), Confusional state (n/a - Fata} - Results in Death Caused/Prolonged Hos'pltahsatlon), COVID-19 MRNA VACCINE MODERNA (CX-
S _— Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death
<) al (2022-01-|Healthcare 65-85 e . . 024414) [COVID-19 MRNA VACCINE MODERNA
| 246 o . Non EEA Female |Caused/Prolonged Hospitalisation), Neuropathy peripheral (n/a - Fatal - Results in Death, Caused/Prolonged
EU-EC- | ki 3, |07 Professional Years ST . . S . (CX-024414)] (S- Product used for unknown
%_;) 10011196031 for Hospitalisation), Productive cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - indication - Not applicable - [1va - 1 {DF} - Unknown])
> Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death, PP
8 Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
é click or scan | : ; 502201 ith 658 Cardiac failure (n/a - Fatal - Results in Death), Epistaxis (n/a - Not Recovered/Not Resolved - Caused/Prolonged VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q| 247 3 -01-|Healthcare |-\ 5-85  |\Vlale  |Hospitalisation), Intracardiac thrombus (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Not Recovered/Not (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
E EU-EC- 7 (07 Professional Years Resolved- ) ~1{DF} - n/a])
= 10011196006 :
=5
g lick or scan
= ik or sean | = Non More Death (n/a - Fatal - Results in Death), Intestinal infarction (n/a - Not Recovered/Not Resolved - Caused/Prolonged Lo
2| 248 EU.EC. 3322_01_ Healthcare  [EEA than 85 |Male  |Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Venous ﬁ%ﬁ{\gég?ﬁ) RAN] (8- Immunisation -
B 10011195981 | 23 - Professional Years thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
5
O
click or scan | g Non
249 2022-01- Healthcare EEA 65-85 Male Arrhythmia (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Myocardial COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 3, |07 Professional Years infarction (n/a - Fatal - Results in Death) n/a - [n/a - 2{DF} - n/a))
10011195980
dlick or scan | : COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VA AST INECA ( Xl
21 2022-01- | Healthcare 18-64 - - I . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
250 . Non EEA Male  [Condition), Cough (1n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in .
EU-EC- L3 |07 Professional Years Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10011195826 j = P - n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196218&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196180&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196169&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196031&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011196006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195826&_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 || ! COVID-19 MRNA VACCINE MODERNA (CX-
=44 i 024414) [COVID-19 MRNA VACCINE MODERNA
q x4 (2022-01-|Healthcare 65-85 .
| 251 EU-EC 07 Professi Non EEA Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
I -EC- rofessional Years indicati Not anplicable - n/a - 1{DF
iy 10011195628 y indication - Not applicable - [n/a - 1{DF} -
=} Intramuscular])
—
‘; click or scan | =z ! Non
g 252 A 12022-01- Healthcare EEA 65-85  |Not Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Not Recovered/Not Resolved - ), White |COMIRNATY [TOZINAMERAN] (S - Immunisation -
= EU-EC- 3, |07 : Years  |Specifiedblood cell disorder (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - 2{DF} - n/a])
3 10011195616 o Professional
g
§- click or scan |
- % 12022-01- gg:] e |EEA 18464 |\ [Headache (Od- Not Recovered/Not Resolved -), Malaise (n/a - Not RecoveredNot Resolved - ), Malaise (n/a - (VCHADO“ZEV%AI\I[%\‘/’%?(: AIOCImImJEi S‘:ﬁg HK_‘ZH/E; _JE[S/‘:
: EU-EC- 3 (07 : Years Recovering/Resolving - ), Myocardial infarction (n/a - Fatal - Results in Death)
Professional - n/a - n/aJ)
10011195613
3
% click or scan |;
o 2022-01-Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -
S| 254 EU-EC- 25 07 Healthcare EEA than 85 [Male  |Atypical pneumonia (n/a - Fatal - Results in Death) na - [n/a - 2{DF} - n/a])
[ 10011195541 : Professional Years
E
)
5 click or scan | =zf8
(% 5022-01-|Healthcare Not Not ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
255 \.o : Non EEA . .. |Foetal death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
oo EU-EC- 107 Professional Specified Specified
B 10011195159 Z n/a - Intramuscular])
5
o click or scan | : More SPIKEVAX [COVID-19 MRNA VACCINE
£ 256 2022-01-|Healthcare Non EEA  |than 85 [Female Cough (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - MODERNA (CX-024414)] (S- COVID-19
% EU-EC- | §F L3 |07 Professional Vears Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 50ug -
= 10011195145 a: Intramuscular])
%_:) dlick or scan | =2 COVID-19 MRNA VACCINE MODERNA (CX-
2 click or scan | : :
B 12022-01- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), 024414) [COVID-19 MRNA, VACCINE MODERNA
257 : Non EEA Male . . (CX-024414)] (S- Product used for unknown
% EU-EC-  |{ |07 Professional Years SARS-CoV-2 test positive (n/a - Fatal - Results in Death) S .
10011194942/ & indication - Not applicable - [n/a - 1{DF} -
g Intramuscular])
g click or scan | ;g SPIKEVAX [COVID-19 MRNA VACCINE
= 258 ] 2022-01- Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MODERNA (CX-024414)] (S- COVID-19
fé’_ EU-EC- | gEw 3 (07 Professional Years Condition) immunisation - Not applicable - [1d - 1{DF} -
= 10011194846/ % ;] Intramuscular])
=
3
B click or scan | ;= Sy COVID-19 MRNA VACCINE MODERNA (CX-
g 259 4 12022-01- | Healthcare Non EEA 65-85 Female Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
(s} EU-EC- 3107 Professional Years Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
10011194796 indication - Not applicable - [n/a - 1{DF} - Unknown])
click or scan || Atrial fibrillation (n/a - Fatal - Results in Death), Blood creatinine (n/a - Fatal - Results in Death), Blood lactic acid COVID-19 MRNA VACCINE MODERNA (CX-
- Wi 2022-01-|Healthcare More increased (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
260 EU-EC- 07 Professional Non EEA  [than 85 Male  |Results in Death), Pneumonia bacterial (n/a - Fatal - Results in Death), Procalcitonin increased (n/a - Fatal - Results in |(CX-024414)] (S- Product used for unknown
10011194789 - Years Death), SARS-CoV-2 test positive (n/a - Fatal - Results in Death), Urine analysis normal (n/a - Fatal - Results in Death), |indication - Not applicable - [n/a - 1{DF} -
‘White blood cell count normal (n/a - Fatal - Results in Death) Intramuscular])
click or scan | : SPIKEVAX [COVID-19 MRNA VACCINE
4 2022-01- |Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
261 EUEC | i 3|7 Professional Non EEA Years Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [/a - 1 {DF} -
10011194776 Unknown])

Manual "ICSR Form" req|

uest: Copy & Paste following Link AND then replace ******* wijth "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=10011195628&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195616&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195541&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195159&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011195145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194942&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194846&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194796&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194776&_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
o
«
.
<
:I.
-Q; click or scan |; Abdominal pain (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (6d - Fatal - Results in SPIKEVAX [COVID-19 MRNA VACCINE
g 262 1 2022-01-|Healthcare Non EEA 18-64 Femal Death, Caused/Prolonged Hospitalisation), Cold sweat (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), ~ [MODERNA (CX-024414)] (S- Product used for
= EU-EC- |¢ E4, 07 Professional on Years cmale Constipation (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (6d - Fatal - Results in Death, |unknown indication - Unknown - [n/a - 1{DF} -
3 10011194585 & : Caused/Prolonged Hospitalisation) Intramuscular])
[2]
£
g_ dlick or scan | B35 COVID-19 MRNA VACCINE MODERNA (CX-
2 el A 5022-01-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
Q| 263 ; : Non EEA Male  |Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
: EU-EC- 3 (07 Professional Years S R
. indication - Not applicable - [n/a - 1{DF} -
10011194453
Intramuscular])
3 . AR
8 dlidcor scan | 27 % COVID-19 (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation), Death (n/a - Fatal - Results in Death,  |coviD: 19 MRNA VACCINE MODERNA (CX-
B| 264 2022-01- |Healthcare Non EEA 65-85 Male  |Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
S BU-EC- (07 Professional Years oo f)e P J P (CX-024414)] (S- Product used for unknown
%’ 10011194367 i P indication - Not applicable - [n/a - 1{DF} - Unknown])
>
m
@ click or scan | : COVID-19 MRNA VACCINE MODERNA (CX-
5 42022-01- |Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
5
; - - ) . L
3 265 EU-EC- L3 |07 Professional EEA Years Male |Myocarditis (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
g 10011194366, 7 applicable - [n/a - .5mL - Intramuscular])
8
g Atrial fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac dysfunction (n/a - Fatal -
5 Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged
g click or scan Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),
% i Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial infarction
S| 266 | EU-EC- 3322-01- E:(?Il"g;;:i?)rr?al Non EEA ;2;?_2 Male  |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial mﬂﬁgﬁ ggﬁmﬁgﬁw d(-SI;/aa-)xell]))-w
2 10011194328 ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - PP
%_:) Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal impairment (n/a - Fatal - Results in Death,
%‘ Other Medically Important Condition), Respiration abnormal (n/a - Fatal - Results in Death, Other Medically Important
% Condition), Ventricular fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition)
1 Adult failure to thrive (n/a - Fatal - Results in Death, Other Medically Important Condition), Back pain (n/a - Fatal -
a Results in Death), Bifascicular block (n/a - Fatal - Results in Death, Other Medically Important Condition), COVID-19
E (n/a - Fatal - Results in Death), Chest X-ray abnormal (n/a - Fatal - Results in Death), Computerised tomogram abdomen
£ . [ abnormal (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Electrocardiogram abnormal MRN CCINE
7] click or scan | & (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Hypophagia (n/a - Fatal - Results in Death), COVID-19 A VA MODERNA (CX-
=2 2022-01-|Healthcare 65-85 - ; . . " 024414) [COVID-19 MRNA VACCINE MODERNA
£ 267 . Non EEA Female |(Influenza A virus test negative (n/a - Fatal - Results in Death), Influenza B virus test (n/a - Fatal - Results in Death), . L
< EU-ECG- ¥ 07 Professional Years Leth o/ - Fatal . L ity (n/a - Fatal . N /a - Fatal . |(CX-024414)] (S- COVID-19 immunisation - Not
L 10011194308 ) thargy ( a - Fatal - Results in Death), ung opacity (n/a - Fatal - Results in Death), ausea (n/a - Fatal - Results in applicable - [n/a - 1{DF} - Unknown])
=2 Death), Nucleic acid test (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death, Other Medically
% Important Condition), Polymerase chain reaction (n/a - Fatal - Results in Death), Respiratory syncytial virus test negative
o (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in Death), Uterine leiomyoma (n/a - Fatal
o - Results in Death)
click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
268 & =112022-01- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - ?(2:;‘;_‘ (1);2 AE(]ZB;/[(E:I%O dmt/:s&\;(?for mknl\é[\?nDERNA
EU-EC- 3107 Professional Years Results in Death), Fluid intake reduced (n/a - Fatal - Results in Death) D .
indication - Not applicable - [n/a - 1{DF} -
10011194284
Intramuscular])
click or scan | EV AN COVID-19 MRNA VACCINE MODERNA (CX-
T k1 2022-01- | Healthcare 65-85 COVID-19 (na - Fatal - Results in Death, CausedProlonged Hospitalisation), Death (n/a - Fatal - Results in Death, |02t ) [COVID-19 MRNA VACCINE MODERNA
269 : Non EEA Male Nermon (CX-024414)] (S- Product used for unknown
EU-EC- 107 Professional Years Caused/Prolonged Hospitalisation) i .
indication - Not applicable - [n/a - 1{DF} -
10011194219
Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194585&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194453&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194366&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194328&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194308&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194284&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194219&_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 ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | .= - Non More
g 270 : 202201 | ealthcare |EEA than 85 |Female |Pneumonia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
N EUEC | g2k |07 Professional Years n/a - [n/a - 2{DF} - n/a])
g 10011194175
_:'f click or scan COVID-19 MRNA VACCINE MODERNA (CX-
) Click or Scan | e
® i 12022-01- | Healthcare More Asymptomatic COVID-19 (n/a - Fatal - Results in Death), Cardiac failure congestive (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
12| gupc 07 Professional | on EEA  [than 85 [Female o b/ test positive (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
3 10011194137 : Years indication - Not applicable - [n/a - 1{DF} -
g Intramuscular])
§- click or scan | B3 More COVID-19 MRNA VACCINE MODERNA (CX-
-‘é 272 il |2022-01- |Healthcare Non EEA  |than 85 |Male Autopsy (n/a - Fatal - Results in Death), Cardiac disorder (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- | g (07 Professional Vears Death) (CX-024414)] (S- Product used for unknown
g 10011194127 ; indication - Not applicable - [n/a - 1{DF} - Unknown])
% click or scan | = - Non
S| e 2020 e (55 e |Duath (- Pt - Resuls in Deat) COMRNAT'Y [TOZINAMERAN (S~ i
£ 10011194091 Professional
>
m
g click or scan | ;md T Non
5 =l (2022-01- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
>
- R
3 274 | cuEC 2 R 107 Efgg;:ifsa] EEA Vears |Male  |Death (n/a - Fatal - Results in Death) na - [n/a- 1 {DF} - n/a])
% 10011194053 :
o
o click or scan | ; - Non
[} al (2022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
2 - -
£| 275 EU-EC- 2|07 Eﬁ;ﬁf& EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) na- [n/a- 1 {DF} - Intramuscular])
& 10011194052 :
D
e}
%i dlick or som o201 Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
T 276 EU-EC- 07 Healthcare EEA Years Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
g 10011194044 552 Professional - 1{DF} - n/a])
s
% click or scan | ; : Non
E 277 g [2022-01- Healthcare EEA 65-85 Male  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
= EU-EC- 3 (07 Professional Years n/a- [n/a-n/a-n/a])
2 10011194039 otessio
=
2
% click or scan |4 Soma.or en 6585 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=1 278 ; ~V1~|Healthcare EEA - Female ; : ; : : CHADOX1 NCOV-19)] (S- COVID-19 immunisation
© 10(515'1132634 2 (07 Professional Years Fatigue (3mo - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) E Not applicable - [SWk)! .(SmL - Parenteral])
dlick or scan | =g 5022-01- Non 65-85 Asthenia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (- Immunisation -
279 EU-EC- : 07 Healthcare EEA Vears Female |Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Influenza like illness (n/a - Not wa- [n/a- 1{DF} - n/a))
10011194030 : Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194175&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194137&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194127&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194091&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194053&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194052&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194039&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194030&_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 | : : COVID-19 VACCINE ASTRAZENECA (CHADOX1
q 280 el (2022-01- |Healthcare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 107 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
é 10011194013 n/a - Intramuscular])
-
— .
@ click or scan | ; _. Non
® a1 2022-01- 65-85 Campylobacter infection (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Unknown - Other Medically COMIRNATY [TOZINAMERAN] (S - Immunisation -|
O] 281 B Healthcare EEA Male -
- EU-EG  |{ |07 Professional Years Important Condition) n/a - [n/a - 1{DF} - n/a])
3 10011194004 :
£
Q .
R click or scan | Non
= ; 2022-01- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - R
B 282 BU-EC- 07 Ereai‘thciar;al EEA Vears Male  [Death (n/a - Fatal - Results in Death n/a - [n/a - 2{DF} - n/a])
g 10011193999 ofessio
3 .
IS click or scan IE Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, SPIKEVAX [COVID-19 A VA
= 2022-01-|Healthcare 65-85 crex : - ! ! 1 . MODERNA (CX-024414)] (S - COVID-19
D 283 . . Non EEA Female |Disabling, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, |. L .
3 EUEC ¢ y|07 Professional Years Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) immunisation - Drug withdrawn - [n/a - n/a -
5 10011193997 ? Intramuscular])
Ll:J .
8 dlick or sean | 502201 /Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
§ 284 EU-EC- | Healthcare ~ [EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
% 10011193974 : Professional [n/a - n/a - n/a])
o
S click or scan | : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
o 285 eied (2022-01- |Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
£ EU-EC- | gim 107 Professional Years Results in Death, Other Medically Important Condition) Product used for unknown indication - Not applicable -
g 10011193946 [n/a - n/a - Unknown])
=)
e}
%’; click or scan | il = COVID-19 VACCINE ASTRAZENECA (CHADOX1
>| 286 3l 2022-01-|Healthcare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- 07 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10011193896 n/a - Intramuscular])
8
2 clideorsan | gg 2022-01- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= | 287 . Non EEA Female |Pyrexia (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S EU-EC- | ¢ ey |07 Professional Years a - Intr Jlar])
-1 10011193890 o A - ntramuseiar
=
& click or scan | = SPIKEVAX [COVID-19 MRNA VACCINE
B 2 (2022-01-|Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
A - - ) . e :
g 288 EU-EC- | & 107 Professional Non EEA Years Female \Ischaemic stroke (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
O 10011193837 Unknown])
click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
T 2022-01-|Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation), Death (n/a - Fatal - Results in Death, | o2 i) [COVID-19 MRNA VACCINE MODERNA
289 ; . Non EEA Female Norrmor (CX-024414)] (S- Product used for unknown
EU-EC- | 3,107 Professional Years Caused/Prolonged Hospitalisation) D .
e indication - Not applicable - [n/a - 1{DF} -
10011193763
Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194013&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011194004&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193997&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193946&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193890&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011193763&_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
COVID-19 MRNA VACCINE MODERNA (CX-
« click or scan | 024414) [COVID-19 MRNA VACCINE MODERNA
N 2022-01- [Healthcare 18-64 iy . (CX-024414)] (S- COVID-19 immunisation - Not
Q . - - .
C‘I: 290 EU-EC- 07 Professional EEA Vears Female |Pancreatitis (n/a - Fatal - Results in Death) applicable - [1d- 1 {DF} - Intramuscular]),
Q 10011193513 [TAMOXIFEN, TAMOXIFEN CITRATE] (S - Breast
g cancer - Unknown - [n/a - n/a - Oral])
»
ks i b=
8 lick or scan 5022.01Fealthcare 5.8 COMIRNATY [TOZINAMERAN] (S- COVID-19
= 291 : EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
3 EU-EC- .y (07 Professional Years Intramuscular])
f’g’ 10011193500 3
S | ickcor ccan | COVID-19 VACCINE (AD26.COV2-S
k] G orsl 5022-01.|Healthcare 65.85 [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
292 . EEA Female |Vaccination failure (9d - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
EU-EC- | £5h 3 (07 Professional Years . o :
A . immunisation - Drug withdrawn - [1d - 1{DF} -
10011193344 ¥
) Intramuscular])
3 )
=) dlick or sean | 1 0E 500001 Non 65-85 Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Pulmonary COMIRNATY [TOZINAMERAN] (S- COVID-19
Z| 293 : Healthcare EEA Male  [oedema (n/a - Unknown - Other Medically Important Condition), Renal failure (n/a - Unknown - Other Medically Important |immunisation - Not applicable - [1d - n/a -
S EUEC |45 2|07 Professional Years Condition), Respiratory tract infection (n/a - Unknown - ) Intramuscular])
o 10011193256 & ] ?
”
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
3 294 2 2022-01-|Healthcare Non EEA 18-64 Male Angiogram pulmonary (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Laboratory test (n/a - Fatal (024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- 7, |07 Professional Years - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
a 10011193176, i indication - Unknown - [n/a - 1{DF} - Intramuscular])
5 . 3
= dlick or sean 502201 Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 295 Healthcare EEA Female |Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
s EU-EC- 3|07 Professional Years n/a - Intramuscular])
<% 10011193143
%;:)‘ click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
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Primary
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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Date Regulatory
Purposes
Abdominal pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Activated partial
« thromboplastin time shortened (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
g Antibody test positive (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Anticoagulant
“_7" therapy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Blood fibrinogen decreased
Q (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Blood lactate dehydrogenase normal
3 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Brain death (n/a - Fatal - Results in
% Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - F