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v Non
i 12021-05- Not - . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9060 EU-EC- s Healthgare Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
: B i Professional
10008727579
> More Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown (COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare S - L : 024414) [COVID-19 MRNA VACCINE MODERNA
9061 : Non EEA |than 85 |Male |- Caused/Prolonged Hospitalisation), Fluid overload (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to . .
EU-EC- 1 Professional Years stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008727335 P g Y imp! applicable - [1/a - 1 {DF} - Intramuscular])
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death
: - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia |COVID-19 MRNA VACCINE MODERNA (CX-
9062 A 2021-05- | Healthcare Non EEA 18-64 Female (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10008727255 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation)
L on
9063 g [2021-05 | eithcare  [NonEEA |23 |Female |Back pain (n/a - Unknown - ), Diabetes mellitus (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008727206 :
klick or scal | ; More
9064 2021-05- Healthcare Non EEA  |than 85 |Female Face injury (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional v, Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008727182 cans
Qr _scail
9065 et |2021-05-|Healthcare Non EEA ?&eg 5 |Female Dyspnoea (12d - Fatal - Results in Death), Myocardial infarction (12d - Fatal - Results in Death), Pulmonary oedema  |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EG |t 21 Professional Vears (12d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008727178
Rlickcor scad | : More Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged COVID-19 A VA MODERNA (CX-
: ol (2021-05-|Healthcare T e 024414) [COVID-19 MRNA VACCINE MODERNA
9066 . Non EEA |than 85 |Male  |Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Femur fracture (n/a - Unknown - Caused/Prolonged . L
EU-EG- |t L (21 Professional Years Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008727062 ; P g ¥ mp applicable - [n/a - 1 {DF} - Intramuscular])
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Hyperglycaemia (n/a - Unknown - Caused/Prolonged
Elick or scal : Hospitalisation), Lactic acidosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), |COVID-19 MRNA VACCINE MODERNA (CX-
9067 7e |2021-05- Healthcare Non EEA 65-85 Male Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Unknown - Caused/Prolonged Hospitalisation), Staphylococcal sepsis (n/a - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008726942 Hospitalisation, Other Medically Important Condition), Urinary tract infection (n/a - Unknown - Caused/Prolonged applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation)
= Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
9068 ! 2021-05- |Healthcare Non EEA 18-64 Male Deep vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years embolism (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia  |(CX-024414)] (S- COVID-19 immunisation - Not
10008726913 (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008727579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008727335&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008727206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008727182&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008727062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726942&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726913&_xpt=1&_xf=pdf
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Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia (n/a
- Unknown - Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Bacteraemia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
: Condition), Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other COVID-19 MRNA VACCINE MODERNA (CX-
9069 21 (2021-05- (Healthcare Non EEA 65-85 Male Medically Important Condition), Deep vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- S, (21 Professional Years Important Condition), Hypertension (n/a - Unknown - Caused/Prolonged Hospitalisation), Neutropenia (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008726862 7 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Productive cough (n/a - Unknown - applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Sputum discoloured (n/a -
Unknown - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition)
- Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Atrial flutter
i (n/a - Unknown - Caused/Prolonged Hospitalisation), Atrioventricular block (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-05- Healthcare 65-85 e . . - 024414) [COVID-19 MRNA VACCINE MODERNA
9070 o . Non EEA Male  |Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - . L
EU-EC- 21 Professional Years S - ) IR (CX-024414)] (S- COVID-19 immunisation - Not
10008726854/ Camf:d/Prolonged Hospltal!sz'itlon), Ventricular tachycardia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other applicable - [n/a - 1{DF} - Intramuscular])
Medically Important Condition)
Elidcorscad | : Atelectasis (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
9071 2 (2021-05-|Healthcare Non EEA 18-64 Male Hospitalisation), Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Other Medically Important Condition), General symptom (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary ~ |(CX-024414)] (S- COVID-19 immunisation - Not
10008726846 mass (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
or scaij ; Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-05- Healthcare 18-64 " " ; e 024414) [COVID-19 MRNA VACCINE MODERNA
9072 . Non EEA Male  [Other Medically Important Condition), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hepatosplenomegaly . g
EU-EC- 3 21 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008726803 1 > applicable - [n/a - 1{DF} - Intramuscular])
Elickor sal | 2021-05- Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
9073 : EEA than 85 (Female |Asthenia (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 21 Professional v . st na- [n/a- /- Int ar])
10008726732 ears immunisation - n/a - [n/a - n/a - Intramuscular
More
9074 2021-05- |Healthcare g than 85 |Female |Injection site ischaemia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 21 Professional Vears immunisation - n/a - [n/a - n/a - Intramuscular])
10008726512
Elick or scal | : 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9075 h : EEA than 85 |Female |SARS-CoV-2 test positive (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 21 Professional v Int dar])
10008726494 ; cars niramuseuar
¥1(2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: Sudden - - ) ) P
9076 EU-EC- 21 Professional EEA Years Male death (0d - Fatal - Results in Death immunisation - n/a - [n/a - 300ul - Intramuscular])
10008726304
a— % 12021-05- Healtheare 65-85 SPIKEVAX [COVID- 19 MRNA VACCINE
9077 : . EEA Male  [Sudden death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 21 Professional Years immunisation - n/a - [n/a - .5mL - Intramuscular])
10008726299 ’
- 2021-05- |Healthcare 65-85 SPIKEVAX [COVID-19 A VA
9078 o : EEA Female |Sudden death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 13 (21 Professional Years .
10008726204 o prophylaxis - n/a - [n/a - .5mL - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726862&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726732&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726204&_xpt=1&_xf=pdf
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4
25 2021-05-|Healthcare 65-85 Asthenia (0d - Fatal - Results in Death), Feeling abnormal (0d - Fatal - Results in Death), Malaise (0d- Fatal - Results |y iV [COVID- 19 MRINA VACCINE
9079 X : EEA Female |, - . MODERNA (CX-024414)] (S- COVID-19
EU-EC- o 21 Professional Years in Death), Oxygen saturation decreased (Od - Fatal - Results in Death) . o
; immunisation - n/a - [n/a - n/a - Intramuscular])
10008726026
Diarrhoea (n/a - Unknown - Other Medically Important Condition), Encephalopathy (n/a - Unknown - Other Medically
lick or scal : Important Condition), Fall (n/a - Unknown - Other Medically Important Condition), Haematochezia (n/a - Unknown - Other COVID-19 MRNA VACCINE MODERNA (CX-
51 2021-05- | Healthcare 65-85 ) - . " - 024414) [COVID-19 MRNA VACCINE MODERNA
9080 . Non EEA Male  [Medically Important Condition), Hypotension (n/a - Unknown - Other Medically Important Condition), Melaena (n/a - . L
EU-EC- 21 Professional Years . o . . : (CX-024414)] (S- COVID-19 immunisation - Not
Unknown - Other Medically Important Condition), Pneumonia (1d - Fatal - Results in Death, Other Medically Important .
10008725830 Condition) applicable - [n/a - 1{DF} - Intramuscular])
P Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important
Elickcor scal | = A Condition), Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
9081 ) [2021-05- Healthc'are Non EEA 18-64 Female |Hospitalisation), Gait disturbance (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoaesthesia (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - (CX',024414)] (s- (DVlID' 19 immunisation - Not
10008725674 Unknown - Caused/Prolonged Hospitalisation), Sensory disturbance (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
: Cerebral haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
9082 A (2021-05-|Healthcare Non EEA 65-85 Male Condition), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - Caused/Prolonged |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
10008725672 Condition), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
o s | B3 COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-05- | Healthcare 65-85 Hypercapnia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary congestion (2d - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
9083 : . Non EEA Male  |in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory acidosis (2d - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 20 Professional Years H R . .
Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular - More in
10008725643 ] ICSR])
. More COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-05- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9084 BUEC |f 0 Professional Non EEA ?:;ISS Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008725636 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal COVID-19 MRNA VACCINE MODERNA (CX-
9085 g (2021-05-|Healthcare Non EEA 18-64 Male Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Malaise |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008725321 applicable - [n/a - 1{DF} - Intramuscular])
’
9086 221 2021-05-|Healthcare EEA 65-85 Male Arthralgia (1d - Recovered/Resolved - ), Cyanosis (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in ?]CHAD(\)/)%AI\I[%\\/? 11)9—)1]9(8\/_ An Ja- Doisrrot chan d_A
EU-EC- 20 Professional Years Death), Peripheral swelling (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) &
[n/a - n/a - Intramuscular])
10008725272,
Bk or ol " ; Acute kidney injury (1d - Unknown - Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (1d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
9087 ;5 2021-05-|Healthcare Non EEA 65-85 Male  [Death), Oliguria (1d - Unknown - Caused/Prolonged Hospitalisation), Pneumonia pseudomonal (1d - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Ca Lsed/i)rolon d Hospitalisation) ? (CX-024414)] (S- COVID-19 immunisation - Not
10008725245 ged HOSp applicable - [/a - 1{DF} - Intramuscular])
. COVID-19 MRNA VACCINE MODERNA (CX-
9088 A |2021-05- | Healthcare Non EEA 18-64 Male Dizziness (1/a - Unknown - Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008725220 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008726026&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008725830&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008725643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008725636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008725321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008725272&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008725245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008725220&_xpt=1&_xf=pdf
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= W COVID-19 MRNA VACCINE MODERNA (CX-
9089 ; A (2021-05- Healthcare Non EEA 18-64 Male Disease progression (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Other Medically Important Condition), Insomnia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008725216 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
9090 2021-05- | Healthcare Non EEA 18-64 Mal Dyspnoea (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - Results in Death, Other Medically Important  {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional | O Years ¢ |condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008725100 : applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | ;=35 More COVID-19 MRNA VACCINE MODERNA (CX-
9091 F a1 2021-05- Healthcare Non EEA  |than 85 |Male Hypopnoea (n/a - Fatal - Results in Death), Respiratory rate increased (n/a - Fatal - Results in Death), Unresponsive to  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Vears stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008725094 applicable - [n/a - 1{DF} - Intramuscular])
or scaj i More COVID-19 MRNA VACCINE MODERNA (CX-
9092 Al (2021-05- Healthcare Non EEA  |than 85 [Male Condition aggravated (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Vears Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008725091 applicable - [n/a - 1{DF} - Intramuscular])
m ! More COVID-19 MRNA VACCINE MODERNA (CX-
9093| EU.EC LB, (2021-05-|Healthcare Non EEA  |than 85 |Femal COVID-19 (n/a - Unknown - ), Cough (n/a - Unknown - ), General physical health deterioration (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
10008725015 20 Professional | Y:ars ) (CX-024414)] (S- COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
99| EUuEC (¢ 2 20 Professional |NO" EEA  |yrors  [Female [Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008724957 : applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal ; Chills (n/a - Unknown - ), Dysstasia (n/a - Unknown - ), Muscular weakness (n/a - Unknown - Other Medically Important COVID-19 A VA MODERNA (CX-
9095 2021-05- Healthcare Non EEA 65-85 Mal Condition), Pain in extremity (n/a - Unkn ) (1d- Fatal - Results in Death, Other Medically I ctant 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional | Years ° |Condi t?"“)’ ain in extremity (n/a - Unknown - ), Syncope (1d - Fatal - Results in Death, Other Medically Importan (CX-024414)] (S - COVID-19 immunisation - Not
10008724930 naton applicable - [1v/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-05- |Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9096 EU-EC- 50 Professional Non EEA Vears Female |[Seizure (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008724870 applicable - [n/a - 1{DF} - Intramuscular])
=1 : COVID-19 MRNA VACCINE MODERNA (CX-
2d (2021-05-|Healthcare 65-85 . . " 024414) [COMID-19 MRNA VACCINE MODERNA
9971 puEc | 2 120 Professional |NOMEEA |yors [Male  [Death (1d- Fatal - Results in Death, Other Medically Important Gondition) (CX-024414)] (S- COVID-19 immunisation - Not
10008724829 i applicable - [n/a - 1{DF} - Intramuscular])
Rlick or sco | ; Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), SPIKEVAX [COVID-19 A VA
2021-05- Healthcare 18-64 S ; - . PP MODERNA (CX-024414)] (S- COVID-19
9098 o : EEA Female |Pericardial haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary ~ |. o .
EU-EC- 20 Professional Years . . . : oo immunisation - Not applicable - [n/a - 1{DF} -
[ embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
10008724764 Intramuscular])
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Primary
BV Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Quali Regulatory p
Purposes
WL 2021-0 Ith 65-8 SPIKEVAX [COVID-19 MRNA VACCINE
9099 -05-|Healthcare 585 | pemale [Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 20 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008724732 PP
o sca ! COVID-19 MRNA VACCINE MODERNA (CX-
9100 A 2021-05- Healthcare Non EEA 65-85 Female Syncope (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 20 Professional Years Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008724677 applicable - [n/a - 1{DF} - Intramuscular])
or scai % Chills (3d - Unknown - Caused/Prolonged Hospitalisation), Dyspepsia (1d - Unknown - Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
9101 o) 2021-05-|Healthcare  |Nop EEA  |18-64  |Male  |Fatigue (3d - Unknown - Caused/Prolonged Hospitalisation), Headache (3d - Unknown - Caused/Prolonged Hospitalisation),  024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- By 120 Professional Years Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (3d - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008724654 Caused/Prolonged Hospitalisation), Vomiting (1d - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
9102 4 (2021-05-|Healthcare Non EEA 65-85 Male COVID-19 (3d - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a -|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008724651 a applicable - [n/a - 1{DF} - Intramuscular])
Blick or sead | Wi 2021-05- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
9103 : : EEA Male |Cardiac arrest (n/a - Fatal - Results in Death), Intracardiac thrombus (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EUEC |5 20 Professional Years immunisation - Not applicable - [/a - 1 {DF} - n/a])
10008724417 pp
b L Cold sweat (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Depressed level of
9104 221 2021-05-|Healthcare EEA 65-85 Female consciousness (/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypotension (n/a - m}?gﬁgl ggﬁmﬁ:ﬁmfagx ?19
EU-EC- 20 Professional Years Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Intramuscular]) PP
10008724313 Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
2 2021-05- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9105 Healthcare EEA Female |Pulmonary embolism (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 20 Professional Years - Drug withdrawn - [1d- 1 {DF} - Intramuscular])
10008724045
gk or scal | = COVID-19 MRNA VACCINE MODERNA (CX-
9106 2021-05- Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Respiratory arrest (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008723985 applicable - [n/a - 1{DF} - Intramuscular])
Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal -
or scail Results in Death, Other Medically Important Condition), Depressed level of consciousness (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
9107| EU-EC. 2021-05-|Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diabetic ketoacidosis (n/a - Unknown - 024414) [COMID-19 MRNA VACCINE MODERNA
10008723908 20 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspepsia (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged |applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation)
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Primary
EV . Source . . . .
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Purposes
: Non Brain oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhagic stroke (n/a - Fatal - Results COMIRNATY COVID-19 MRNA VACCINE
9108 (202105 | ealtheare  |EEA 6585 |kemale |in Death Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
EU-EC- 20 Professional Years mgation) > DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008723840 P -n/a-n/a-[n/a-n/a- Intramuscular])
Cardiomegaly (2d - Fatal - Results in Death), Death (2d - Fatal - Results in Death, Other Medically Important COVID-19 A VAI RN, MO:D:HERN]E A (CX-
9109 2021-05- [Healthcare o ppy  |1864 g 1 Condition), Nausea (2d - Unknown - ), Pain in extremity (2d - Unknown - ), Renal disorder (2d - Fatal - Results in Death) 024414) [COVID-19 A VA MODERNA
EU-EC- 20 Professional Years Vomiting (2. Unknown -) g y g esuils In 2eath), |(CX-024414)] (S- COVID-19 immunisation - Not
10008723736 hl g applicable - [n/a - 1{DF} - Intramuscular])
m i P Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
! 2021-05- |Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
9110 . Non EEA Male  [Unknown - ), General physical health deterioration (n/a - Unknown - ), Mental status changes (n/a - Unknown - ), Status . L
EU-EC- 20 Professional Years ilepticus (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008723720 cpriep ¥ imp applicable - [/a - 1{DF} - Intramuscular])
or scail 3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9111 2021-05- Healthcare EEA 18-64 Male Diarrhoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Years Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008723640 - n/a - n/aJ)
Elickcor scad | : Asthenia (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically COVID-19 A VAI RN MO:D:HERN]E A (CX-
9112 g1 [2021-05- Healthare Non EEA 18-64 Male  |Important Condition), Dizziness (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other 024414) [COVID-19 A VA MODERNA
EU-EC- L33 120 Professional Years Medically Important éon dition) > (CX-024414)] (S- COVID-19 immunisation - Not
10008723628 g Y Hmp applicable - [1/a - 1 {DF} - Intramuscular])
[elick or scall | 22 COVID-19 MRNA VACCINE MODERNA (CX-
§: [2021-05- | Healthcare 18-64 , . . . " 024414) [COVID-19 MRNA VACCINE MODERNA|
9113 | RUEC =50 Professonal Non EEA Veus Male |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008723620 ; applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | Acute myocardial infarction (1/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - |COVID-19 VACCINE ASTRAZENECA (CHADOXI1
9114 2021-05- |Healthcare Non EEA 65-85 Female Results in Death), Lethargy (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Years Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008723346 (n/a - Unknown - ) n/a - Intramuscular])
Non COMIRNATY COVID-19 MRNA VACCINE
9115 2021-05- Healthcare EEA Not Male Blood pressure decreased (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Haemoptysis (n/a- |[(NUCLEOSIDE MODIFIED) CONCENTRATE FOR
EU-EC- 20 Professional Specified Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Sensory loss (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S|
10008723190, -n/a-n/a- [n/a-n/a-n/al)
ik or scad | ; = COVID-19 MRNA VACCINE MODERNA (CX-
9116 A 2021-05- |Healthcare Non EEA 18-64 Male Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x 20 Professional Years Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008722970 applicable - [n/a - 1{DF} - Intramuscular])
5 COVID-19 MRNA VACCINE MODERNA (CX-
9117 a1 (2021-05-|Healthcare Non EEA 65-85 Male Contusion (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Important Condition), Epistaxis (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008722892 applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
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Date Regulatory
Purposes
i 2021-05- Non More Apraxia (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), General physical ﬁéﬁ%‘éﬁ&@%?&?m‘?&?%
9118 EU-EC- : 20 Healthcare Non EEA  |than 85 [Female |health deterioration (n/a - Unknown - Other Medically Important Condition), Hypokinesia (n/a - Unknown - Other Medically immunisation - Not applicable - [n/a - 1 {DF} -
i Professional Years Important Condition), Seizure (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) PP
10008722882 : Intramuscular])

- Asthenia (2d - Unknown - Other Medically Important Condition), Atrial fibrillation (2d - Unknown - Other Medically
; More Important Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (2d - COVID-19 MRNA VACCINE MODERNA (CX-

2 (2021-05- Healthcare . — . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9119 : Non EEA  |than 85 |Female |Unknown - Other Medically Important Condition), Hypotension (2d - Unknown - Other Medically Important Condition), . .

EUEC ¢ 20 Professional Years Oedema (2d - Unknown - Other Medically Important Condition), Tachycardia (2d - Unknown - Other Medically Important (CX-024414)] (- COVID- 19 immunisation - Not
10008722840 Condition) v P e Y applicable - [/a - 1{DF} - Intramuscular])
gk or scal | § COVID-19 MRNA VACCINE MODERNA (CX-

2021-05- |Healthcare 65-85 L . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
N0 pupe | = 0 Professional | oM EEA  |yror  [Female [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008722551 applicable - [n/a - 1{DF} - Intramuscular])
or scaj ;. COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-05- Healthcare 18-64 . . . . 024414) [COMID-19 MRNA VACCINE MODERNA
: - - X - - . L
9121 EU-EC. | B 0 Professional Non EEA Vears Male  [Death (1d- Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008722297 applicable - [n/a - 1{DF} - Unknown])
Elick or scal |25 : Encephalopathy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Feeling cold (n/a COVID-19 A VAI RN MO:D:HERN]E A (CX-
9122 ) 2021-05- |Healthcare Non EEA 18-64 Female |- Unknown - ), Haemorrhage intracranial (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically 024414) [COVID-19 A VA MODERNA
EU-EC- 20 Professional Years Important C01’1 dition) ? > (CX-024414)] (S- COVID-19 immunisation - Not
10008722235 mp applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
31 |2021-05- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9123 EU-EC- 20 Professional Non EEA glél;lr S85 Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008722099 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | § Chest pain (1d - Unknown - Other Medically Important Condition), Cough (1d - Unknown - Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
9124 2021-05- | Healthcare Non EEA 65-85 Female Condition), Dyspnoea (1d - Unknown - Other Medically Important Condition), Muscle spasms (1d - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Medically Important Condition), Pulmonary embolism (1d - Fatal - Results in Death, Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
10008721984 Condition) applicable - [n/a - 1{DF} - Intramuscular])
e COVID-19 MRNA VACCINE MODERNA (CX-
8 [2021-05- |Healthcare 65-85 Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (1d - Unknown - ), Pain (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
9125| EU-EC- : Non EEA Male . s
20 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008721932, .
applicable - [n/a - 1{DF} - Intramuscular])
: More | y 021412) [COMD19 MRNA VACCINE MODERNA
2021-05- | Healthcare Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Pallor (n/a - . L
9126 : Non EEA  |than 85 (Male . - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | 2% 20 Professional v Unknown - ), Peripheral swelling (n/a - Unknown - ) . ;
" i ears applicable - [n/a - 1{DF} - Intramuscular - More in
10008721849
ICSR])
Elick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ (2021-05- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9127 EU-EC- T 50 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Dose not changed -
10008721704 ; [n/a - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008722882&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008722099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008721984&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008721932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008721849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008721704&_xpt=1&_xf=pdf
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- COVID-19 MRNA VACCINE MODERNA (CX-
Elick or soar 0 02105 Healtheare More 024414) [COVID-19 MRNA VACCINE MODERNA
9128 : . Non EEA |than 85 [Male  |Fall (32d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 20 Professional . .
gt ) Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008721657
ICSR])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
i [2021-05-|Healthcare 18-64 o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
9129 EUEC |E 12 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008721423 n/a - Intramuscular])
lickcor scal i - 2021-05- Non 65-85 Dyspepsia (n/a - Unknown - ), Ischaemia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9130 EU-EC- 512 1 Healthcare Non EEA Vears Male  [Myocardial ischaemia (n/a - Fatal - Results in Death), Myocardial rupture (n/a - Fatal - Results in Death), Pallor (n/a - immunisation - Not applicable - [1d - n/a - n/a])
10008721244 A4 Professional Unknown - ), Paraesthesia (n/a - Unknown - ), Pericardial haemorrhage (n/a - Fatal - Results in Death) PP
Qr _scail L
9131 2021-05- |Healthcare —pps 16585 ypie IDeath (w/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- Immunisation -
EU-EC-  |% 20 Professional Years n/a - [n/a - n/a - n/a])
10008720955
» 2021-05- Healthcare 65-85 . - . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - - X - -
9132 EU-EC- 50 Professional EEA Vears Female |Acute kidney injury (2d - Fatal - Results in Death), Septic shock (2d - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008720951
9133 2021-05-|Healthcare EEA 65-85 Male Arterial rupture (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in Death), Multiple organ dysfunction COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 20 Professional Years syndrome (n/a - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
10008720773
ElickCor scal More
9134 2021-05-|Healthcare EEA than 85 [Male Fatigue (9h - Fatal - Results in Death), General physical health deterioration (9h - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 20 Professional v, Hyperhidrosis (9h - Fatal - Results in Death), Oxygen therapy (9h - Fatal - Results in Death) n/a - [n/a - n/a - n/aJ)
ears
10008720764
or scaij More COVID-19 MRNA VACCINE MODERNA (CX-
9135 2021-05- |Healthcare Non EEA  |than 85 [Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG-  |¢ 20 Professional Vears Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008720716| 3% applicable - [n/a - 1{DF} - Unknown])
Elidcorscad | 5 Aneurysm ruptured (15d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (18d - Unknown - Other |SPTKEVAX [COVID-19 MRNA VACCINE
9136 P & |2021-05- Healthcare Non EEA 65-85 Female Medically Important Condition), Headache (n/a - Unknown - Life Threatening, Other Medically Important Condition), MODERNA (CX-024414)] (S- COVID-19
EU-EC- = (20 Professional Years Nausea (n/a - Unknown - Other Medically Important Condition), Pyrexia (18d - Unknown - Other Medically Important immunisation - Not applicable - [n/a - 1{DF} -
10008720652 ; Condition), Subarachnoid haemorrhage (15d - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
21 2021-05- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
M7 puRc 20 Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008720210 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008720764&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008720716&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008720652&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# BU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
] More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9138 EU-EC- 20 Professional Non EEA %1:;:35 Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008720199 applicable - [n/a - 1{DF} - Intramuscular])
R Malaise (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, COVID-19 VA AST CCINE CAR( ZENE X1
9139 2021-05-|Healthcare —|pp 18-64 pemale |Caused/Prolonged Ho italisation), Thrombocytopenia (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged INCOV-19) [COVID-19 VAS AST CA
EU-EC- 5 20 Professional Years Homtalisetin f)e P g ytop S S (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008719565 i P - Not applicable - [n/a - 1 {DF} - n/a])
Rlickcor sal | 7% 5 2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9140 40 : EEA than 85 [Male  |Cardio-respiratory arrest (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- = (20 Professional Vears Intramuscular])
10008719167 ;
lick or scal 2021-05- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
9141 : EEA Female |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 3120 Professional Years Intramuscular])
10008719163 ]
Elickcor scal M COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-05- Healthcare o Vaccination failure (3d - Fatal i ) immunisation - Not applicable - [22d - 1 {DF
9142 | [UEC 2 120 Professional |EEA than 85 |Female |Vaccination failure (3d - Fatal - Results in Death }mmmlsatllﬂon - Not applicable - [22d - 1 {DF} -
10008719147 Years ntramuscular)
i (2021-05-|Healthcare 65-85 Hypoglycaemia (n/a - Fatal - Results in Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), COMIRNATY (TOZIN . | (3- COVID-19
9143 . EEA Male N ; immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 120 Professional Years Sepsis (n/a - Fatal - Results in Death)
10008719079 ; Intramuscular])
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anticoagulant therapy (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Bilevel positive airway pressure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood
magnesium normal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Cardioversion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Catheterisation cardiac
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest X-ray normal (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition
aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coronary artery disease (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Coronary artery occlusion (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ejection fraction decreased (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Electrocardiogram ST segment depression (n/a - Fatal -
! Results in Death, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Fatal - Results in Death,
Rlick or scal iT: 2021-05- L Caused/Prolonged Hospitalisation), Full blood count (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 VACCINE JANSSEN (AD26.COV2.9)
-05-|Healthcare 65-85 . . = . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9144 EU-EC- 50 Professional Non EEA Vears Male  [Haematocrit decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemoglobin decreased (n/a - Tmmunisation - Not applicable - [nva - n/a -
; Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death, PP
10008718914 fh, Lau ged Hosp P eatl. . Intramuscular])
Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intensive
care (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Left ventricular dysfunction (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Mean cell volume decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Metabolic function test normal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain in jaw (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), QRS axis
abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rales (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Red blood cell count decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Resuscitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Troponin increased (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Vascular graft occlusion (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Vascular graft thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ventricular
tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elick or scad ,
9145 EU-EC- 3821 05 ?:(?g;;:i?)r;al EEA gzﬁ: Male  |Aortic rupture (n/a - Fatal - Results in Death) _CS/IZI}IE/I\;%TY [TOZINAMERAN] (8- n/a - n/a - [n/a
10008718880 )
Elickcor scal 5 i 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9146 EU-EC- o 50 Professional Non EEA  [than 85 |Female |Marasmus (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
u ; Years Intramuscular])
10008718797
- COVID-19 MRNA VACCINE MODERNA (CX-
47| Lipe . 5821-05- Eﬂ;};;fg a  [NonEEA gseﬁ: Male  |Respiratory failure (1d - Fatal - Results in Death, Other Medically Important Condition) ?é;‘: égﬂ%ﬁglgg\%?;] mﬁf}g?%fjA
10008718728 5 " applicable - [n/a - 1 {DF} - Intramuscular])
Eickorscal | = : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9148 | Lipe ! 3321—05— E:;lg;:gja] Non EEA :(Se;]?'j Female |Death (n/a - Fatal - Results in Death), Thrombosis (1n/a - Fatal - Results in Death) %ﬁﬁ?;i?@gﬁgﬁﬁ?&@wm -
10008718665 ] Unknown])
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- 65-85 . . " 024414) [COVID-19 MRNA VACCINE MODERNA
9149 EU-FC- R 20 E:jllggsciir;al Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008718567 7 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718880&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718797&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718728&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718567&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 964 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
5021-05- Non More Dyspnoe:? (n/a - Unknown - Results in Death Othe-r‘Medlcally-Important Condition), Myocarc!lal infarction (n/a - thal ~ | COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
9150 BU-EC- 50 Healthcare EEA than 85 |Female |Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - Results in Death, Other Medically | na - n/a])
10008718119 ; Professional Years Important Condition)
Flick or scal ] COVID-19 MRNA VACCINE MODERNA (CX-
23 |2021-05-|Healthcare More ) . o 024414) [COVID-19 MRNA VACCINE MODERNA
9151 EU-EC- 50 Professional Non EEA  |than 85 |Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008717827 Years applicable - [n/a - 1 {DF} - Intramuscular])
m i A More Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (COVID-19 MRNA VACCINE MODERNA (CX-
24 (2021-05- [Healthcare . . e —— MR . 024414) [COVID-19 MRNA VACCINE MODERNA
9152 : Non EEA  |than 85 (Male  |Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . L
EU-EC |20 Professional Years Condition), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008717674 > E— > applicable - [n/a - 1{DF} - Unknown])
or scaj -
9153 xi (2021-05-|Healthcare EEA 18-64 Male Cardio-respiratory arrest (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Cardiogenic shock | COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | 2120 Professional Years (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - n/a])
10008717498
Elickcor scal | A 02105 | eattheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9154 . EEA Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- ., (20 Professional Years Int Jar])
10008717366 ; nlramuseuiar
: Non Cardiac disorder (2d - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically (COVID-19 MRNA VACCINE MODERNA (CX-
9155 = 12021-05- Healthcare Non EEA 65-85 Female Important Condition), Fall (2d - Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (2d - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 220 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Skull fracture (2d - Unknown - Caused/Prolonged  |(CX-024414)] (S- COVID-19 immunisation - Not
10008717251 Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | ; 1 SPIKEVAX [COVID-19 MRNA VACCINE
9156 1 (2021-05- Healthcare Non EEA 65-85 Male Abdominal pain lower (n/a - Unknown - ), Cardiac death (0d - Fatal - Results in Death), Chills (n/a - Unknown - ), Fatigie |MODERNA (CX-024414)] (S- COVID-19
EU-EC- 1 20 Professional Years (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10008717247 Intramuscular])
i 5021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9157 o o . EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC | e= 3120 Professional Years Intr: Jar])
10008717188| 24k amuscurar
i 2021-05- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
9158 . EEA Female |Foetal death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 1 (20 Professional Years Tntramuscular])
10008717158 :
2 2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9159 Healthcare EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death) . S .
EU-EC- 20 . Years immunisation - Not applicable - [n/a - n/a - n/a])
- Professional
10008717129
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
9160 1 2021-05- | Healthcare EEA 18-64 Male Arteriosclerosis (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Myocardial NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 220 Professional Years infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008717044 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717827&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717674&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717498&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717366&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717247&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717129&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717044&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
- Non COVID-19 MRNA VACCINE MODERNA (CX-
9161 i (2021-05- Healthcare Non EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Pyrexia (n/a -|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 2 20 Professional Years Unknown - ), Vaccination complication (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008717015 applicable - [n/a - 1{DF} - Intramuscular])
2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9162 EU-EC- 0 Professional EEA Vears Female |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10008716995 ; - -Sml - Intramuscular])
| 12021-05- | Healtheare 65-85 N COMIRNATY [TOZINAMERAN] (S - COVID-19
9163 EU-EC- 50 Professional EEA Vears Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
10008716645 Intramuscular])
or scail Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9164 2021-05- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | 3120 Professional Years Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008716559 - Not applicable - [n/a - n/a - Intramuscular])
Acute kidney injury (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Acute
= myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac .
m failure congestive (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardio- (COVID-19 MRNA VACCINE MODERNA (CX.
2021-05- |Healthcare 65-85 . . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
9165 . Non EEA Male  |respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Confusional state (1d - Unknown - . .
EU-EC- 3120 Professional Years used/Proloneed o nkn sed/P ST . . (CX-024414)] (S- COVID-19 immunisation - Not
10008716169| 5 3 Ca rolonged Hospitalisation), Dy'spngea (1d- U oW - Can rolongefi.Hospltahsatlon), Respiratory distress (1d - applicable - [n/a - 1{DF} - Intramuscular])
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis (1d - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elick or scal i . Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
9166 2021-05- Healthare Non EEA 65-85 Female |Hospitalisation), Injection site pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC-  |r 13 120 Professional Years Cawsed/Prolon: ? d Hospitalisation) ? (CX-024414)] (S- COVID-19 immunisation - Not
10008715722/ = : ged Hosp applicable - [n/a - 1 {DF} - Intramuscular])
More
2021-05- |Healthcare . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - .
9167 EU-EC- 50 Professional EEA ?:;ISS Female |Death (0d - Fatal - Results in Death) applicable - [/a - .3mL - Intramuscular])
10008715702 :
COVID-19 VACCINE ASTRAZENECA (CHADOX1
o || Abdominal discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute myocardial infarction (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
& 5021-05- | Healthcare 65-85 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure acute (n/a - Fatal - Results in Death, (CHADOX1 NCOV-19)] (S- Product used for
9168 EU-EC- o 50 Professional Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), unknown indication - Not applicable - [n/a - n/a - n/a]),
10008715473 : Drug interaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, |[HEPARIN, HEPARIN SODIUM] (S- Product used for
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)  [unknown indication - Drug withdrawn - [n/a - n/a -
n/a])
i
9169 2l (2021-05- Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death), Embolism (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 120 Professional Years Death), Thrombocytopenia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008714457 :
[elick or scal |; : COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 (2021-05-|Healtheare More NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9170 EU-EC- 20 Professional Non EEA  |than 85 Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- 1v/a - Drug withdrawn -
10008714262 ; Years [n/a - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008717015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008716995&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008716645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008716559&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008716169&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008715722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008715702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008715473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008714457&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008714262&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
Vi (2021-05-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
" - R
M pupc 20 Professional | "M EEA  |yror  [Female |Headache (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008714260 n/a - Intramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
K38 |2021-05- | Healthcare 65-85 ; . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
72| puEc e 20 Professional |NOn EEA  lyors  [Male  [Disease progression (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008714011 applicable - [n/a - 1{DF} - Intramuscular])
o e | B COVID-19 MRNA VACCINE MODERNA (CX-
& 2021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9173 ; . Non EEA Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 20 Professional Years . .
’ applicable - [n/a - 1{DF} - Intramuscular - More in
10008713839, I
CR])
Qr _scail
Non . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
N[ ke 5321-05- Healthcare  |EEA ?{5—85 Female M&Kkbnedi ﬁar;hac c:c:tatht (g()lr;di?t?:)_ Results in Death), Sudden death (Od - Fatal - Results in Death, Life Threatening, Other |-~ = =" S0 applicable - [/a - 1 {DF} -
3 ; Professional cars cally fmportan 0 Intramuscular])
10008713796
[etick or scad |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 65-85 L - . PRTR NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9175 EU-EC- B 120 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008713757 n/a - Intramuscular])
; Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Coma scale (n/a - Fatal - Results in
- Death), Cyanosis (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05-|Healthcare 65-85 Ty - . - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9176 . Non EEA Male  |Ejection fraction decreased (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Hypoxia (n/a -
EU-EC- 20 Professional Years X . " . . . |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Right ventricular hypertrophy (n/a - Fatal - Results in
10008713754 Death) n/a - Intramuscular])
KlickCor scap |; COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-05- |Healthcare 65-85 o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - Unl
9177 EU-EC- B 120 Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [/a -
10008713745 n/a - Intramuscular])
017 E— % ho21-05- I onEEA 19555 [\ile  |COVIDAIO (s Fatal - Reslts in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- iraAd 20 Peaft care | on Years ale (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008713486 rotessiona
Elick or scad |; COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-05- | Healthcare 65-85 . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9179 EU-EC- 150 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Drug withdrawn -
10008713136 [n/a - n/a - Intramuscular])
& 5021-05- | Healthcare 18-64 COVID-19 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (13d - Fatal - Results| VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
9180 EU-EC- : 50 Professional EEA Vears Female |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (13d - Fatal - Results in Death, Caused/Prolonged |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008713067| 4% 2 Hospitalisation) - Not applicable - [n/a - .5mL - Intramuscular])
s b Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Rlick or scad ,‘;}‘h : Non Chest pain (n/a - Unknown - ), Chills (n/a - Unknown - ), Circulatory collapse (n/a - Unknown - Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOXI
i1/2021-05- 18-64  |Not PR . o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9181 BU-EC- 50 Healthcare Non EEA Years | Specified Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - ), Hypoaesthesia (n/a - Unknown - ), (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
et Eh o T Professional Nausea (n/a - Unknown - ), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important PP
10008712782 S A Condition) - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace *******
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008713745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008713486&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008713136&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# BU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : COVID-19 MRNA VACCINE MODERNA (CX-
i1 (2021-05- |Healthcare 18-64 . . . 024414) [COMID-19 MRNA VACCINE MODERNA
9182 EU-EC- 0 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712757 5 applicable - [n/a - 1{DF} - Intramuscular])
L COVID-19 MRNA VACCINE MODERNA (CX-
31 (2021-05-|Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9183 EU-EC- 150 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712749 a applicable - [n/a - 1{DF} - Intramuscular])
Bk or scal | B : COVID-19 MRNA VACCINE MODERNA (CX-
¥ i1 2021-05- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
84| pupc 120 Professional | "O" EEA  |yreors  [Female |Death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712732 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
1 [2021-05-|Healthcare 65-85 . A . " . 024414) [COVID-19 MRNA VACCINE MODERNA
9185 | LiEC 50 Professional Non EEA Vears Male  |Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008712712 : applicable - [n/a - 1{DF} - Intramuscular])
m S More Atelectasis (n/a - Fatal - Results in Death), Atrial fibrillation (n/a - Fatal - Results in Death), Breath sounds abnormal (n/a
9186 2021-05- Healthcare EEA than 85 |[Female |- Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- 7,120 Professional v, Death), Increased upper airway secretion (n/a - Fatal - Results in Death), Pleural effusion (n/a - Fatal - Results in Death), |n/a - Intramuscular])
10008712595 cars Pneumonia (n/a - Fatal - Results in Death)
: MERAN MERAN]
9187 =1 (2021-05-|Healthcare Non EEA Not Not Exposure during pregnancy (n/a - Fatal - Results in Death, Other Medically Important Condition), Foetal growth restriction msation . NOEEOZiIicNable - [na- S/Sa—_CDV[D—w
EU-EC- 120 Professional Specified Specified|(n/a - Fatal - Results in Death, Other Medically Important Condition) T PP
ransplacental])
10008712232
- 8 12021-05-|Non Not COMIRNATY [TOZINAMERAN] (S - COVID-19
; . 1 - -), - - i , i - - . o .
9188 EU-EC- 0 Healthc'are EEA Specified Male  |Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Oropharyngeal pain (n/a - Unknown - ) mmumisation - Not applicable - [/a - 1/a - n/al)
Y Professional
10008712207
- COVID-19 MRNA VACCINE MODERNA (CX-
i 5021-05- | Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
9189 : Non EEA Female (Death (1440min - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
EU-EC- 20 Professional Years S .
R indication - Not applicable - [n/a - 1{DF} -
10008712141 :
Intramuscular])
b COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - ;
9190 EU-EC- 150 Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (1d - Fatal - Results in Death) (CX-024414)] (S- n/a - Not applicable - [n/a - 1{DF} -
10008712139 Intramuscular])
lickcor scal ; Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypoxia (n/a COVID-19 A VA MODERNA (CX-
2021-05- |Healthcare 65-85 I . o . . 7(024414) [COVID-19 MRNA VACCINE MODERNA
9191 : Non EEA Male |- Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia (1d - Fatal - Results in . L
EUEC gz 20 Professional Years Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (- COVID-19 immunisation - Not
10008712138 2eath, P g ¥ tmp applicable - [n/a - 1 {DF} - 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
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Cardiac arrest (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Confusional state (n/a - Unknown - Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - Caused/Prolonged
01 oCa) L Hospitalisation), Hypersomnia (n/a - Unknown - Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Unknown - [COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other 024414) [COVID-19 MRNA VACCINE MODERNA
9192 . Non EEA Female . .
EU-EC- | 221 |20 Professional Years Medically Important Condition), Respiratory tract congestion (n/a - Unknown - Caused/Prolonged Hospitalisation), Urinary (CX-'024414)] (S- COVID-19 immunisation - Not
10008712116 5 incontinence (n/a - Unknown - Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - Caused/Prolonged; applicable - [n/a - 1{DF} - Unknown])
Hospitalisation)
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9193 EU-EC- 120 Professional Non EEA Vears Male |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712112 ] applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | Diarrhoea (n/a - Not Recovered/Not Resolved - ), Loss of consciousness (n/a - Not Recovered/Not Resolved - Other Medically COVID-19 /A VACCINE MODERNA. (CX-
2021-05- |Healthcare 65-85 . L . . : o 024414) [COVID-19 MRNA VACCINE MODERNA
9194 . Non EEA Male  |Important Condition), Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), . Lo
EU-EC- 220 Professional Years Vomiting projectile (n/a - Not RecoveredNot Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008712110 S Pro) applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
9195 2021-05- |Healthcare Non EEA  |than 85 [Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Incomplete course of vaccination (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3120 Professional Vears Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008712109 - applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad |; COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 65-85 . - - 024414) [COVID-19 MRNA VACCINE MODERNA
9196 EU-EC- 150 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712104 23 : applicable - [n/a - 1 {DF} - Intramuscular])
Elick or scal COVID-19 MRNA VACCINE MODERNA (CX-
4% 2021-05- Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9197 | EU-EC- ) 20 Professional |Non EEA  |years  |Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008712102 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-05- | Healthcare 65-85 Arthralgia (n/a - Unknown - ), Chills (n/a - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important (024414) [COVID-19 MRNA VACCINE MODERNA
9198 : Non EEA Female |Condition), Headache (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Sleep disorder (n/a - Unknown - ), Tremor  |(CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 3120 Professional Years . ;
& ) (n/a - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular - More in
10008712101
ICSR])
Elick or sca | ‘va : COVID-19 MRNA VACCINE MODERNA (CX-
9199 @l (2021-05-|Healthcare Non EEA 18-64 Female Cardio-respiratory arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7,120 Professional Years (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008712096 Unknown - [n/a - 1{DF} - Unknown])
w i : Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (24d - Unknown - Caused/Prolonged COVID-19 A VA MODERNA (CX-
3l (2021-05- Healthcare 65-85 T - o 024414) [COVID-19 MRNA VACCINE MODERNA
9200 . Non EEA Female |Hospitalisation), Fatigue (24d - Unknown - Caused/Prolonged Hospitalisation), Headache (24d - Unknown - Caused/Prolonged . g
EUEC- | &9 3|20 Professional Years Hospitalisation), Thrombosis (24d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712091 g i applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
3l (2021-05- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9201 EU-EC- .o 120 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712089 applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
; SPIKEVAX [COVID-19 MRNA VACCINE
9202 @l (2021-05-|Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Loss of consciousness (n/a - Not Recovered/Not Resolved - Other Medically MODERNA (CX-024414)] (S- COVID-19
EU-EC- 2 20 Professional Years Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10008712075 o Intramuscular])
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
9203 2l (2021-05- Healthcare Non EEA Not Female Adverse event (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3 120 Professional Specified Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008712070 applicable - [n/a - 1{DF} - Unknown])
X412021-05-|Healthcare 65-85 Aortic dissection (5d - Fatal - Results in Death), Aphasia (5d - Fatal - Results in Death), Asthenia (5d - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
9204 | EU-EC- % (20 Professional |EEA Years |Female [in Death), Cerebrovascular accident (5d - Fatal - Results in Death), Headache (5d - Fatal - Results in Death), Hemiplegia immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008711543 3 (5d - Fatal - Results in Death), Myalgia (5d - Fatal - Results in Death), Sopor (5d - Fatal - Results in Death)
Rlickcor scad | 0 02105 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9205 : . EEA than 85 [Female |Infarction (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- L, [20 Professional v Int lar]
10008711229 ; ears ntramuscular])
& 2021-05- |Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9206 : . EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EG- & 20 Professional Years licable - [n/a - .5mL_ - Int ar])
10008711212 58 applicable - [n/a - . - Intramuscular
ElickCor scal ,
2021-05- | Healthcare 65-85 ; . .. . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
9207 EU-EC- i 50 Professional EEA Vears Male  |Diarrhoea (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10008711111 ; ;
i |9021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9208 : EEA than 85 [Female |Asymptomatic COVID-19 (19d - Fatal - Results in Death), Cough (19d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 20 Professional v Int lar])
10008711025 cars niramuseuar
Elickcor scal o : 5021-05- Non 65-85 Aphasia (5d - Fatal - Results in Death), COVID-19 pneumonia (5d - Fatal - Results in Death), Cerebrovascular accident COMIRNATY [TOZINAMERAN] (S- COVID-19
9209 ; Healthcare EEA Male  |(5d- Fatal - Results in Death), Gait disturbance (5d - Fatal - Results in Death), Motor dysfunction (5d - Fatal - Results |. oo
EU-EG  |g 20 Professional Years in Death immunisation - n/a - [n/a - .3ug - Intramuscular])
10008708893 rofessiona in Death)
lickcor scal 102105 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9210 : EEA Female |Cerebrovascular accident (2d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC 20 Professional Years - Not applicable - [n/a - .5mL - Intramuscular])
10008708740 PP :
 |5021-05- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
9211 BU-EC- 19 Healthcare EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Prophylaxis - n/a -
10008710571 Professional [n/a - n/a-n/a])

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=10008710571&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 970 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. d - - t] - - bl - -1 1B 1Y
2021-05- | Healthcare More Anaemia (n/a Fat_al Results in Death). .Castrms (n/a Fa?al Results in Death)'Parkmsomsm (n/a - Fatal Resl-ll‘ts in | OMIRNATY [TOZINAMERAN] (S- COVID-19
9212 . EEA than 85 (Male  |Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), SARS-CoV-2 test positive  |. D
EU-EC- 2119 Professional . immunisation - n/a - [n/a - .3mL - Intramuscular])
Years (n/a - Fatal - Results in Death)
10008710390
Blood fibrinogen decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a -
- 2021-05- |Healthcare 18-64 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Peripheral artery thrombosis (n/a - Fatal - Results in Death, |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9213|  pupc 19 Professional Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Superior sagittal sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
10008710381 ; Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Venous thrombosis |- Intramuscular])
limb (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elick or scal | 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9214 : EEA Female |Death (6d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 119 Professional Years Intramuscular])
10008710364 & i
o
Vi |2021-05- |Healthcare . . N . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
9215 EU-EC- 19 Professional EEA g'lan 85 |Female |Pyrexia (n/a - Fatal - Results in Death), Sowresponse to stimuli (n/a - Fatal - Results in Death) immunisation - Not applicable - [nva - 1{DF} - n/a])
ears
10008710268
— %L 12021-05-|Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9216 : . EEA Female [Acute myocardial infarction (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- 19 Professional Years Intramuscular])
10008709438
7 5021-05- | Healthcare 18-64 Deep vein thrombosis (n/a - Fatal - Results in Death), Fasciotomy (n/a - Fatal - Results in Death), Myocardial infarction |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9217 : EEA Female |(n/a - Fatal - Results in Death), Peripheral ischaemia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 19 Professional Years N - .
Results in Death), Thrombosis (n/a - Fatal - Results in Death) -n/a- [n/a-.5mL - Intramuscular])
10008709185
ek or scal |; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 18-64 - . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9218 EUEC |: 19 EI?(flfte};scizrgal Non EEA Years Female |Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008708185 n/a - Intramuscular])
2 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - Not
9219 EU-EC- 19 Professional EEA glglr S85 Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [/a - .3mL - Intramuscular])
10008707769 ]
) [2021-05- | Healtheare 65-85 . SPIKEVAX [COVID-19 MRNA VACCINE
9220 : EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC 19 Professional Years immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008707047 PP ¢
. ¥ 12021-05- |Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
9221 ; : EEA Male  [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 19 Professional Years . o licable - N1} iy
10008707042 immunisation - Not applicable - [n/a - 1{DF} - n/a])

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=10008710364&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008710268&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008709438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008709185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008708185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008707769&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008707047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008707042&_xpt=1&_xf=pdf
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non
9222 R [2021-05- | ealtheare  |EEA 6585 | pemale |Cardiac failure acute (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG-  |& 19 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008707035 OressIo
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9223 2021-05- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a-  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 19 Professional Years Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008706904 applicable - [n/a - n/a - Intramuscular])
Elickorscad | : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9224 g [2021-05- | ealthcare  Non EEA 1804 |Male Pulmonary embolism (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.00V2.8)] (S-
EU-EC- 19 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008706652 oressiond Intramuscular])
or scail i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9225 8 202105 ppcithcare  [Non EEA  |NO! . IFemale |Cerebrovascular accident (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.8)] (S-
EU-ECG & 19 Professional Specified Immunisation - Not applicable - [n/a - n/a -
10008706474 Unknown])
Elickcor scal o 4 |2001-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9226 EU-EC- 19 Professional EEA Vears Female |Cardiopulmonary failure (n/a - Fatal - Results in Death) ?ntrnlmisatliﬁ)n - Not applicable - [n/a - .3mL -
10008706101 ntramuscular])
2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9227 . EEA than 85 |[Male  [Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 19 Professional v, Int Jlar])
10008705799 cars nramsear
Mikorsad 5 12021205 [Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
9228 | : EEA Male  |(Basilar artery thrombosis (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 19 Professional Years - Not applicable - [1d- 1{DF} - Intramuscular])
10008705790 PP
e 021.05|Efealthoare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9229 : EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 19 Professional Years Int ul
10008705731 ntramuscular)
AMERAN]
9230 m 2021-05- gg:lthcare EEA i\ﬁgrrleg 5 |Female Asthenia (4d - Not Recovered/Not Resolved - ), Cardiac arrest (n/a - Fatal - Results in Death), Pain (1d- mﬁﬁgﬁ g(gzalmlicable 1 d(_SI;/S_)V[Dw
EU-EC- o (19 : Recovered/Resolved - ), Somnolence (1d - Recovered/Resolved - ) PP
: o Professional Years Intramuscular])
10008705723 i
Mo ||
2021-05- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl
9231 EU-EG  |¥ ., (19 Professional EEA Years Female |Death (1d - Fatal - Results in Death immunisation - n/a - [1d - 1 {DF} - Intramuscular])
10008705721 i
o ¥4 2021-05- |Healtheare 65-85 COMIRNATY [ TOZINAMERAN] (S - COVID-19
9232 : . EA Female |Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- |« 19 Professional Years
10008705630| 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008706652&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008705799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008705790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008705731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008705723&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008705721&_xpt=1&_xf=pdf
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Purposes
- COVID-19 VACCINE ASTRAZENECA (CHADOX1
A 2021-05- | Healthcare 18-64 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
9233 BU-EC- 19 Professional EEA Years Male  [Hemiparaesthesia (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008705615 : - Not applicable - [n/a - n/a - Intramuscular])
lick or scal 9021-05- [ Health 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9234 Care - |EEA Male  |Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 19 Professional Years Intramuscular])
10008705571
Rlick or scal i 3 2021-05- | Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9235 o . EEA than 85 Female |Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- = (19 Professional v, ithdr 1d- 1{DF} - Int ul
10008705552 ; ‘ears - Drug withdrawn - [1d - - Intramuscular])
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - R - - . o
9236 EU-EC- 19 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008705538 - Not applicable - [1d - 1{DF} - Intramuscular])
Klickcor scad | Catheter site erythema (n/a - Fatal - Results in Death), Catheter site swelling (n/a - Fatal - Results in Death), Catheter COVID-19 VA JAN (AD26.COV2.)
2021-05- |Healthcare 18-64 - . - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9237 . Non EEA Male |site warmth (n/a - Fatal - Results in Death), Central venous catheter removal (n/a - Fatal - Results in Death), Central D i
EU-EC- 19 Professional Years theterisation (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008705353 venous catheterisation (n/a - Fatal - Results in Death), Deaf a - Fatal - Results in Death) Unknown])
2021-05-|Healthcare 65-85 Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intracardiac thrombus (n/a - [Cé)o\/\l/lD]il? Q\Q%ﬁjﬁﬁ(%é%\%%] (s-
9238 . Non EEA Male  |Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary thrombosis (n/a - Fatal - Results o . . :
EU-EC & 19 Professional Years in Death, Life Threatening, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008705328 ; n eafh, Lite Threatening, Lauseditrolonged Hosprtalisatio Unknown])
Rlickcor scad | 2021-05- |Healthcare 65-85 COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical health COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
9239 : EEA Male |deterioration (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vaccination failure (n/a - Unknown
EU-EC- 19 Professional Years - Other Medically Important Condition) - n/a - Intramuscular])
10008704841 y Imp
i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9240 g [2021-05- Healthcare Non EEA Not .. |Male |Death (n/a - Fatal - Results in Death), Platelet count decreased (n/a - Fatal - Results in Death) [G)V[I?—l? VACCINE JAN$EN (AD26.COV2.9)] (S~
EU-EC- ; 19 Professional Specified Immunisation - Not applicable - [n/a - n/a -
10008704802 =3 olessiona Intramuscular])
or scaij biF COVID-19 (1d - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Encephalopathy (1d- COVID-19 A VA MODERNA (CX-
2021-05-|Healthcare 65-85 . - o . h X 024414) [COVID-19 MRNA VACCINE MODERNA
9241 . Non EEA Male  |Fatal - Results in Death, Other Medically Important Condition), Schizophrenia (1d - Fatal - Results in Death, Other . g
EU-EC- 19 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008704518 Y mp: applicable - [n/a - 1{DF} - Intramuscular])
Body temperature increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown -
; Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a- |COVID-19 MRNA VACCINE MODERNA (CX-
- A 2021-05- |Healthcare 65-85 Unknown - Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache {024414) [COVID-19 MRNA VACCINE MODERNA
9242 EU-FC- : 19 Professional Non EEA Vears Male  |(n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea  |(CX-024414)] (S- COVID-19 immunisation - Not
10008704457 (n/a - Unknown - Caused/Prolonged Hospitalisation), Oropharyngeal pain (n/a - Unknown - Caused/Prolonged applicable - [n/a - 1 {DF} - Intramuscular - More in
Hospitalisation), Rhabdomyolysis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), ICSR])
Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008704802&_xpt=1&_xf=pdf
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: i COVID-19 MRNA VACCINE MODERNA (CX-
9243 3 4 12021-05- | Healthcare Non EEA 18-64 Male COVID-19 (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mental status changes (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |t 19 Professional Years Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008704323 i applicable - [n/a - 1{DF} - Intramuscular])
: Arthralgia (n/a - Fatal - Results in Death), Body temperature decreased (n/a - Unknown - ), Chills (n/a - Fatal - Results in
= 2021-05- Non 65-85 Death), Depressed level of consciousness (n/a - Unknown - ), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal SPIKEVAX [COVID-19 MRNA VACCINE
9244 Healthcare EEA Male - . . " . MODERNA (CX-024414)] (S- COVID-19
EU-EC- 19 Professional Years - w)a Myalgla (n/a - Fatal - M): Nausea (n/a - Fatal - w), Neuralgla (n/a - immunisation - Not applicable - [n/a -1 {DF} - n/a])
10008704270 Fatal - Results in Death), Pruritus (n/a - Unknown - ), Visual impairment (n/a - Unknown - ) PP
Rlick or scal ' - 1021-05- Non 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9245 ; Healthcare ~ [Non EEA Male |- Other Medically Important Condition), Myocardial infarction (n/a - Not Recovered/Not Resolved - Other Medically . oo .
EU-EG- | m 19 Professional Years Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
10008704014 olessiona mportan °
oLl ] 1021-05- |Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
9246 EU-EC- 19 Professional EEA than 85 (Male |Interstitial lung disease (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a-[n/a-n/a-
10008703958 ' Years wa))
Elickor scal | 5021-05- Non 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
9247 EU-EC- 19 Healthcare EEA Vears Female |Influenza (n/a - Not Recovered/Not Resolved - ), Pneumonia (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10008703778 Professional immunisation - n/a - [n/a - 1{DF} - n/a])
E 2021-05- Non 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in Death), Confusional state (n/a - COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
9248 Healthcare EEA Female |Unknown - ), Contusion (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Hemiparesis
EU-EC- 19 : Years . L . - n/a - n/aJ)
Professional (n/a - Fatal - Results in Death), Pain in extremity (n/a - Unknown - )
10008703776
Elick or scal | =3 1 COVID-19 MRNA VACCINE MODERNA (CX-
4l |2021-05- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9249 EU-EC- 19 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008703410 applicable - [n/a - 1{DF} - Unknown])
More COVID-19 MRNA VACCINE MODERNA (CX-
9250 2021-05- Healthcare Non EEA  |than 85 |Male Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 19 Professional Vears Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008703372 applicable - [n/a - 1{DF} - Intramuscular])
Anticoagulant therapy (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a -
Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Hypercoagulation (n/a - Unknown - Life
or scail : Threatening, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Unknown - Life Threatening, COVID-19 VACCINE JANSSEN (AD26.COV2.5)
0251 21 |2021-05- |Healthcare Non EEA 18-64 Male |Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - Life Threatening, Caused/Prolonged [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 19 Professional Years Hospitalisation), Resuscitation (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Immunisation - Not applicable - [n/a - n/a -
10008703273 Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Transcutaneous pacing (n/a - Unknown - Life Threatening, [Unknown])
Caused/Prolonged Hospitalisation)
Rlick or cal |3 2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9252 : EEA Female [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 19 Professional Years
10008703126| 3 : wa)

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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008704323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008704270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008704014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008703958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008703778&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008703776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008703410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008703372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008703273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008703126&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 974 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
icorsal | o %, 2021-05-|Healtheare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
9253 : . EEA Female |Pancreatitis (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- | 19 Professional Years Tntramuscular])
10008703093
: COVID-19 MRNA VACCINE MODERNA (CX-
9254 21| 2021-05- | Healthcare Non EEA 65-85 Female Asthenia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |¥ 19 Professional Years Unknown - ), Headache (n/a - Unknown - ), Hypertension (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008702658 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
41 (2021-05- [Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9255 BU-EC- 19 Professional Non EEA Vears Female [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008702649 applicable - [n/a - 1{DF} - Unknown])
or scail i Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results COVID-19 A VA MODERNA (CX-
9256 2021-05- Healtheare |y gy 16585 hypi i Death, Other Medically Important Condition), Dysarthria (n/a - Fatal - Results in Death), Gait inability (n/a - Fatal - | 2+14) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 19 Professional Years Results i’n Death 4 i (CX-024414)] (S- COVID-19 immunisation - Not
10008702399 Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
klickor scal L 024414) [COVID-19 MRNA VACCINE MODERNA
9257 |  EUEC 0; %021_05_ Hea]thqare Non EEA 65-85 Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
npgl 9 Professional Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008702388 ICSR])
; COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
9258 =1 |2021-05- | Healthcare Non EEA 65-85 Female |CausedProlonged Hospitalisation), Multipl dysfincti drome (n/a - Unkn Caused Proloneed Hospitalisati 024414) [COVID-19 MRNA VACCINE MODERNA
BU-EC- 19 Professional | O Years | o€ Othm:rdMg;ié’a‘]lgeI O(S)‘r’t‘ ;1‘1 fgﬁ‘&t’ion) Ipie organ dystunction syndrome (1/a - Lnknown - Lauseditrolonged Hospitalisation, | oy 0»4414)] (S- COVID-19 immunisation - Not
10008702218/ = v imp applicable - [n/a - 1{DF} - Intramuscular])
[eick or scal COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-05- |Healthcare 18-64 . ) . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9259 EU-EC- : 119 Professional Non EEA Vears Male  [Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008702049 ; applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-05-|Healthcare 65-85 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
9260 EU-EC- 19 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008702000 applicable - [n/a - 1{DF} - Unknown])
COVID-19 MRNA VACCINE MODERNA (CX-
9261 2021-05- Healthcare Non EEA 18-64 Male Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in Death, |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 19 Professional Years Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008701933 applicable - [n/a - 1{DF} - Intramuscular])
m b Condition aggravated (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in COVID-19 A VA MODERNA (CX-
h sod/P italisati dicall Giti . 024414) [COVID-19 MRNA VACCINE MODERNA
9262 2021-05-|Healt care Non EEA 65-85 Male Death, Ca rolonged Hospital isation, Other Mex cal ly Important Con thn), Dementia (n/a - Not Recovered/Not ) (CX-024414)] (S - COVID-19 immunisation - Not
EU-EC- 19 Professional Years Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), General physical health deterioration applicable - [n/a - 1{DF} - Intramuscular - More in
10008701703 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) II()SpR])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
e : 9021-05- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
: : L . ) ) . ! L . ) . L . S . .
9263 EUEC |5 19 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death), Vaccination site reaction (n/a - Recovering/Resolving - ) El?lil;\DOXl NCOV-19)] (S-n/a-n/a- [n/a- 1{DF}
10008701609| 4 &
:
9264 1 [2021-05-|Healthcare EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Transient ischaemic | COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional Years attack (n/a - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008701292
m E A Non COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOXI
= (2021-05- 18-64 PRTIT . . SR . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9265 Healthcare Non EEA Male  [Death, Caused/Prolonged Hospitalisation), Febrile convulsion (n/a - Unknown - ), Injection site pain (n/a - Unknown - ), CHADO . .
EUEC- | 19 Professional Years Irritability (n/a - Unknown - ), Somnolence (n/a - Unknown - ) ( X1 NCOV-19)] (S- COVID-19 immunisation
10008700893 y g - Not applicable - [n/a - n/a - Intramuscular])
: 2112021-05- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (8 - COVID-19
9266 o . EEA Male  |Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 19 Professional Years Int ul
10008700697 ntramuscular])
Rlickor scal | ; Non More . .
41 (2021-05- Condition aggravated (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Eczema (n/a - Unknown - ), Respiratory |COMIRNATY [TOZINAMERAN] (S - COVID-19
9267 Healthcare EEA than 85 |Female | . - . N .
EU-EC- 19 Professional Vears disorder (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008700696
:
1 (2021-05-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
9268 EU-EC- 19 Professional EEA Vears Male  |Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10008700687
[fick or scal More COVID-19 MRNA VACCINE MODERNA (CX-
i [2021-05-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9269 EU-EC- 19 Professional Non EEA 2](1:;55 Male | Death (1d- Fatal - Results in Death, Other Medically Important Condiition) (CX-024414)] (S- COVID-19 immunisation - Not
10008700509 applicable - [n/a - 1{DF} - Intramuscular])
Non Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important ME
9270 2021-05- | ealthcare  |EEA 0585 g male Condition), Pulmonary embolism (29d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, COMIRNATY [TOZINAMERAN] (8 - COVID-19 -
EUEC |2 19 Professional Years Other Medically Important Condition) wa - [n/a - n/a - Intramuscular])
10008700501 Y
ickorsad 2021-05-[NOn More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
9271 EU-EC- 19 Healthcare EEA than 85 [Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) - n/a- n/al)
10008700198 Professional Years
Elick or scal X7
972 i [2021-05-|Healthcare EEA 65-85 Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), z/CHAIEC\)/)%[lAI\I[%\\IiI 113—)59(8\/_ AnC/gan;:ali;S[rl;/%iI\iECA
EU-EC- 19 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death)
10008700154 wal)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Elickorscad | ¥ : COVID-19 MRNA VACCINE MODERNA (CX-
9273 = A} (2021-05-|Healthcare  |Nop EEA 1864 |Male ) ) . . . 024414) [COVID-19 MRNA VACCINE MODERNA
BU-EC- i |19 Professional Years Cardiovascular disorder (1d - Fatal - Results in Death), Hypertension (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008699873 applicable - [n/a - 1{DF} - Intramuscular])
Klick or scad | ; e Non
9274 2021-05- Healthcare Non EEA Not Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 19 . Specified Medically Important Condition), SARS-CoV-2 test positive (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1n/a - n/a - n/a])
Professional
10008699817
Oomputerlsedto.mogram thorax abnormal (n/a - thal - Results in Death Caused/Prolonged Hospltallsatlon), Death (n/a - COVID-19 VACCINE JANSSEN (AD26.COV2.5)
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged
=i (2021-05- Healthcare 18-64 Niror . . ? PRI . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9275 . Non EEA Female |Hospitalisation), Endotracheal intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - o .
EU-EC- | 45 (19 Professional Years Fatal . d/Proloneed Hospitalisation). Platelet disorder (n/a - Fatal . Immunisation - Not applicable - [n/a - n/a -
10008699803 atal - Results in Dea_th,‘Calllse rolonge osplta_lsatlon), atelet disorder (n/a - Fatal - Results in Death o Intramuscular])
Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
gk or scal | ¢ : More COVID-19 MRNA VACCINE MODERNA (CX-
i i 2021-05- | Healthcare . . .\ 024414) [COVID-19 MRNA VACCINE MODERNA
9276 EUEC |2 o 3| |o Professional Non EEA %1{1:;585 Male  [Haemorrhage (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008699711 applicable - [n/a - 1{DF} - Intramuscular])
- i (2021-05- Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - )
9277 EU-EC- | o Professional EEA Vears Male  |Ischaemic stroke (n/a - Fatal - Results in Death) Not applicable - [n/a - n/a - Intramuscular])
10008699706
E i 2021-05- | Healthcare 65-85 COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (3d - Fatal - Results |[COMIRNATY [TOZINAMERAN] (S - COVID-19
9278 . EEA Male |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (3d - Fatal - Results in Death, Caused/Prolonged  |immunisation - Not applicable - [n/a - .3mL -
EU-EC- 19 Professional Years TR ination fail 1 R ) o
10008699683 Hospitalisation), Vaccination failure (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
73
e (2021-05- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), SARS-CoV-2 test (DMIRNATY [TOZINMRAN] (8- COVID-19
9279 X : EEA Female .- N immunisation - Not applicable - [n/a - .3mL -
EU-EC- x (19 Professional Years positive (n/a - Fatal - Results in Death) Intramuscular])
10008699561 ;
Elick or scaf | ; More COVID-19 MRNA VACCINE MODERNA (CX-
t (2021-05-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9280 EU-EC- 19 Professional Non EEA 2}(1:;585 Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008699283 applicable - [n/a - 1{DF} - Unknown])
Ak [2021-05- |Healthcare Not . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
) 7 . R R , R R ; AV '
9281 pipc | M i P Professional Non EEA Specified Male  |Drugineffective (n/a - Fatal - Results in Death), Suspected COVID-19 (1/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
10008698803 :
s COVID-19 VACCINE ASTRAZENECA (CHADOX1
9282 a: |2021-05- |Healthcare Non EEA 65-85 Male Cough (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (19 Professional Years Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008698770 n/a - Intramuscular])
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
Activated partial thromboplastin time prolonged (n/a - Not Recovered/Not Resolved - ), Cardiac arrest (n/a - Fatal - Results
in Death, Othq Med1cally Important Condition), Cardiac failure (n/a - Not Recovered/Not Resolved - Other N_[e‘dlcally (COVID-19 VACCINE ASTRAZENECA (CHADOXI
Important Condition), Cardiomyopathy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
. " A - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Congestive cardiomyopathy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cough (n/a - Not ;
[elick or scal | ’ (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [1d
Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Haemorrhage (n/a - Not Recovered/Not
=i (2021-05- [Healthcare 18-64 . . . - n/a - n/a]), ENTRESTO [VALSART AN,
9283 . Non EEA Female |Resolved - Other Medically Important Condition), Heart rate increased (n/a - Not Recovered/Not Resolved - ), Left .
EU-EC- 3119 Professional Years icul finction (n/a - N AN Ived N infection (n/a - Ni AN SACUBITRIL] (S- n/a - Not applicable - [n/a - n/a -
10008698298 ventricular dys ction (n/a - Not Recovere: /Not Resol ved - ), Lower respiratory tract infection (n/a - Not Recove_r ot |, inknown]), RIVAROXABAN [RIVAROXABAN] (S -
Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - ), Peripheral swelling (n/a - Left ventric, ar dysfunction - Not applicable - [n/a -
Not Recovered/Not Resolved - ), Pleural effusion (n/a - Not Recovered/Not Resolved - ), Toxicity to various agents (n/a - Not na - Unknown]) PP
Recovered/Not Resolved - ), Ventricular tachycardia (n/a - Not Recovered/Not Resolved - Other Medically Important
Condition)
2021-05- |Healthcare Not . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . - - R - - . i .
9284 EU-EC- 19 Professional Non EEA Specified Male [COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - Unknown])
10008697878
Acute kidney injury (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Acute respiratory distress
syndrome (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in
Elick or scal | : > Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), Concomitant disease ageravated (n/a - Not RecoveredNot |COVID-19 VACCINE ASTRAZENECA (CHADOX1
9285 3 24 (2021-05-|Healthcare EEA 65-85 Male Resolved - Other Medically Important Condition), Conjunctivitis (n/a - Unknown - ), Haemodynamic instability (n/a- Not ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3 19 Professional Years Recovered/Not Resolved - ), Hypercapnia (n/a - Not Recovered/Not Resolved - ), Hypoxia (n/a - Not Recovered/Not Resolved |[(CHADOX1 NCOV-19)] (S- COMD-19 immunisation
10008697858 -), Inflammatory marker increased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (n/a |- n/a - [n/a - n/a - Intramuscular])
- Unknown - ), Respiratory failure (n/a - Not Recovered/Not Resolved - ), Skin lesion (n/a - Unknown - ), Tachycardia (n/a -
Not Recovered/Not Resolved - ), Tongue coated (n/a - Unknown - )
. 2021.05. Non 18-64 Cardiogenic shock (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - ﬁéﬁmﬁ(g{%];ﬁmé%\%ﬁ
9286 Healthcare EEA Male  [Results in Death), Ventricular arrhythmia (n/a - Fatal - Results in Death), Ventricular tachycardia (n/a - Fatal - Results |. L .
EU-EC- R (19 Professional Years in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008696500 ; ofessio An ealh Intramuscular])
Elickcor scal - 2021-05- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
9287 LIy . EEA Female |Gaze palsy (2d - Fatal - Results in Death), Seizure (2d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 3 19 Professional Years immunisation - n/a - [n/a - n/a - Intramuscular])
10008696494
:
Non . . . . . SPIKEVAX [COVID-19 MRNA VACCINE
x -05- X - -), - R , - R
9288 2021-05 Healthcare EEA 65-85 Female Malaise (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
EU-EC 3|18 Professional Years Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008695607 PP
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Critical illness (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Death (1d - Fatal - Results in Death), Food intolerance (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
9289 2021-05- |Healthcare Non EEA 65-85 Female Unknown - Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Unknown - Life Threatening, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 118 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myalgia (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008695547 Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation), Terminal state (n/a - Unknown - Life applicable - [n/a - 1{DF} - Intramuscular])
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
: I Fall (n/a - Unknown - ), Subdural haematoma (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other COVID-19 A VA MODERNA (CX-
i (2021-05-|Healthcare 65-85 N . . .. . o 024414) [COVID-19 MRNA VACCINE MODERNA
9290 . Non EEA Female |Medically Important Condition), Unresponsive to stimuli (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, . L
EU-EC |2 |18 Professional Years Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008695450 Y 1mp applicable - [1/a - 1 {DF} - Intramuscular])
Efick or scad | B o Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-05- 18-64 A . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9291 EU-EC- 1 WP Eﬂ;l;:iirga] Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008695306 ; 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008698298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008697878&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008697858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008696500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008696494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008695607&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008695450&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008695306&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 978 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# Ej [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp! Qualification or Group ex Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S- COVID-19
: it immunisation - Drug withdrawn - [1d - 1{DF} -
i 2021-05- Non 18-64 Intramuscular]), SUTENT [SUNITINIB, SUNITINIB
9292 EU-EC- 18 Healthcare ~ |[EEA Years Male  |Hepatic haemorrhage (10d - Fatal - Results in Death), Post vaccination syndrome (3d - Recovered/Resolved - ) MALATE] (S- Gastrointestinal stromal tumour - Not
10008695221/ ; Mt Professional applicable - [n/a - 60mg - Oral]), [BEMIPARIN
SODIUM] (S - Mesenteric artery thrombosis - Dose
not changed - [n/a - 1{DF} - Subcutaneous])
Elickcor scal 2021-05- [Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9293| RUEC 1P Professional |EEA Vears |Female Cerebral haemorrhage (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
10008695196 Intramuscular])
Elick or scal 73 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9294 EU-EC- 18 Professional EEA than 85 [Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
10008695103 : Years Intramuscular])
More
= (2021-05- Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; Sudden - - ) . S .
9295 EU-EC- 3118 Professional EEA g?a“ 85 Female death (1d - Fatal - Results in Death immunisation - Not applicable - [1d - 1{DF} - n/a])
10008694838 cans
Aphasia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
Elick or scad b LoF 1schaenna (n/a - Fatal - Result§ in Death, Llfe Threatepmg, Caused/Prolonged Hos_pltghsgtlon, Dlsablmg), Cerebrovascular COMIRNATY [TOZINAMERAN] (S- COVID-19
9296 : (2021-05- (Healthcare EEA 65-85 Male accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Dyspnoea (n/a - immunisation - Not applicable - [n/a - 1 {DF} -
EU-EC- | &5 118 Professional Years Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), General physical health Intramuscular]) PP
10008694670 deterioration (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Hemiparesis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Pain (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Pneumonia (n/a - Unknown -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Depressed level of
consciousness (7min - Recovered/Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
ko || 3 [ Dyspnoea (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a -
5 2 |5001-05- | Healthcare 65-85 Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Livedo reticularis (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
9297 |  pUEC 18 Professional EEA Vears Male  [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pain (n/a - Unknown - Results in Death, Life immunisation - Not applicable - [n/a - 1{DF} -
10008694510 Threatening, Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Unknown - Results in Death, Life Threatening, |Intramuscular])
Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)
,
9208 2021-05- |Healthcare Non EEA 18-64 Male Cardio-respiratory arrest (n/a - Unknown - Other Medically Important Condition), Sudden death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- o (18 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008693720 ;
Elickor sca | i More COMIRNATY [TOZINAMERAN] (S - COVID-19
9299 i At 2021-05- Healthcare EEA than 85 |Female Cerebellar stroke (19d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Deep vein immunisation - Not applicable - [1d - n/a - n/a - More
EU-EC- e (18 Professional thrombosis (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) . PP
10008693307 ; Years in ICSR])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
b More SPIKEVAX [COVID-19 MRNA VACCINE
" [2021-05-|Healthcare . . . MODERNA (CX-024414)] (S- COVID-19
9300 pupc B |18 Professional | o7 FEA gl{‘a; 85 [Male  (Death (1d - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
10008692776 ; cars Intramuscular])
click or scarl : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9301 1 (2021-05- Healthcare EEA 18-64 Male Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | 5 118 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008692632 - n/a - Intramuscular])
Elick or scad | = : COVID-19 MRNA VACCINE MODERNA (CX-
9302 2021-05- |Healthcare Non EEA 18-64 Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008692486 applicable - [n/a - 1{DF} - Intramuscular])
Elick or sead b 2021-05-Non 65-85 Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Recovering/Resolving - ), Haematochezia (n/a - COMIRNATY [TOZINAMERAN] (S- Immunisation -
9303 Healthcare  |EEA Female |Recovering/Resolving - ), Malaise (n/a - Recovering/Resolving - ), Somnolence (n/a - Recovering/Resolving - )
EU-EC- 18 : Years n/a- [n/a - n/a - n/aJ)
Professional
10008692481
Klick or scal | : Non
9304 al (2021-05- Healthcare EEA 18-64 Male Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Not RecoveredNot ~ |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 18 . Years Resolved - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death) n/a- [n/a - n/a - n/aJ)
1 : Professional
10008692479
& 2021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9305 EU-EC- ; : 18 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008692478] 5 - Professional - n/a - n/aJ)
Kick or scal B '_ 2021-05- Non 65-85 Haemorrhagic diathesis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary haemorrhage (n/a COMIRNATY [TOZINAMERAN] (S- Immunisation -
9306 h Healthcare EEA Male |- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death), Vaccination site
EU-EC- 118 : Years n/a- [n/a - n/a - n/aj)
Professional abscess (n/a - Not Recovered/Not Resolved - )
10008692476
i Non
9307 w1 12021-05- Healthcare EEA 18-64 Male Back pain (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death), Neck pain (n/a- |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- | ¢ *1, (18 Professional Years Not Recovered/Not Resolved - ), Seizure (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/a])
10008692474 rolessiona
AL | ) g5 [Non More COMIRNATY [TOZINAMERAN] (S- Immunisation -
9308 EU-EC- » 18 Healthcare EEA than 85 [Female |Chest pain (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008692473 - Professional Years
: 2021-05-Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -
9309 FUEC | M 18 Healthcare EEA than 85 Female |Death (n/a - Fatal - Results in Death), Pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) Wa- [n/a- n/a - n/al)
10008692471 Professional Years
5
9310 2021-05-|Healthcare EEA 65-85 Male Atrial flutter (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Right ventricular failure (17d - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 18 Professional Years Results in Death, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
10008692117
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; . N
2 (2021-05-Non 65-85 - . N
o11| mupC g O heare [EEA | yle |Thrombosis (/- Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
: immunisation - Not applicable - [1d - n/a - n/a])
10008692055 Professional
[elick or scal | i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
 (2021-05- 18-64 . . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9312 EU-EC- 13 E:ji‘te};:iirgal Non EEA Vears Female |Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008691417 n/a - Intramuscular])
i 02105 IHealthoare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9313 : EEA Male  |Cough (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
EU-EC- ; wor (18 Professional Years Intramuscular])
10008690800 :
Hikorsal 2021-05-[NOn More COMIRNATY [TOZINAMERAN] (S - COVID-19
9314 Healthcare EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Vomiting (n/a - Recovered/Resolved - ) . S
EU-EC- |18 Professional v, immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008690792 rofessional ears
lick or scal ; 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9315 . EEA than 85 [Male  |Coma (n/a - Fatal - Results in Death), Respiratory acidosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |18 Professional Vears Tntramuscular])
10008690739
3 5021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9316 ! B : EEA than 85 [Female |Vaccination failure (30d - Fatal - Results in Death) immunisation - Not applicable - [22d - n/a -
EU-EC- = w18 Professional Y. Int dar])
10008690723 ; cans nlramuseuiar
ik or cal | "  5021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9317 EU-EC- o, 18 Healthcare ~ |[EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Vascular graft thrombosis (3d - Recovered/Resolved With Sequelae - ) ((CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008690657 Professional - Not applicable - [1d - 1{DF} - Intramuscular])
gir? Non Cerebral infarction (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - Other Medically Important ME
9318 | Lupc 0, %221_05_ Healthcare ~ |[EEA ?(Se ﬁ: Male  |Condition), Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Nausea (n/a - Not ICOMI]?TS;TQZ;K [Illrc)otzalmlicablz{\?r]x]/f_lgx ?nl/:])
10008690237 Professional Recovered/Not Resolved - Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death) PP
Elickcor scal Ef: Non Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemoglobin decreased (n/a - Fatal - Results in
9319 it 2021-05- Healthcare Non EEA 65-85 Female Death, Caused/Prolonged Hospitalisation), Lymphoedema (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 118 . Years Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown - ), Swelling (n/a - Unknown - Other Medically immunisation - Not applicable - [1n/a - n/a - n/a])
Professional .
10008690110 Important Condition)
= More
9320 30 2021-05- Healthgare EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- o |18 Professional Vears - n/a - n/a])
10008690056 ;
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; ;
! (2021-05- |Healthcare 65-85 Acute kidney injury (n/a - Fatal - Results in Death), Blood pressure decreased (n/a - Fatal - Results in Death), Heart rate SPIKEVAX [COVID-19 MRNA VACCI.NE.
9321 . EEA Female . MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 18 Professional Years decreased (n/a - Fatal - Results in Death) [a - n/a - Intramuscular])
10008689675 s
Asthenia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results COVID-19 VACCINE JANSSEN (AD26.COV2.9)
9322 2021-05- |Healthcare |y ppa 0585 g 1o lin D th), Dyspnoea (n/a - Fatal - Results in Death), Hiccups (n/a - Fatal - Results in Death), Myocardial infarction (n/a [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 18 Professional Years {I;?atzla N R’ ]ip in Death esuils In Death), P esults In Death), V! Immunisation - Not applicable - [n/a - n/a -
10008689580 Results in Death) Unknown])
Klick-or scad | ;
2021-05- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
9323 EU-EC- 18 Professional EEA Years Female Thrombosis (2d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008689564 ]
or scail 1 Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intensive care (n/a - Fatal - Results in Death, |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9324 2021-05- |Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),|[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |1 18 Professional Years Resuscitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Stent placement (n/a - Fatal - Results in  [Immunisation - Not applicable - [n/a - n/a -
10008689559 Death, Caused/Prolonged Hospitalisation) Intramuscular])
Elick or scad | s COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9325 - |2021-05-|Healthcare Non EEA 65-85 Female Coronary angioplasty (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspepsia (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- x (18 Professional Years Results in Death), Intracardiac thrombus (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008689514 Unknown])
pak |2021-05- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
it 4 R -
9326 EU-EC- i P Professional EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) na - [n/a - a - n/a])
10008688827 ;
Rlick or sca F i 2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9327 EU-EC- s Professional EEA Vears Female [Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) }ll?trrnmisatliﬂon]-) Not applicable - [n/a - .3mL -
10008688564| 2 ; amusciar
& (2021-05-|Healthcare 65-85 Diarrhoea (1d - Fatal - Results in Death), Dyspnoea (1h - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - VAXZEVRIA [COVID-19 VACCINE ASTRAZENE.CA
9328 ) A EEA Male . - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 18 Professional Years Results in Death), Pyrexia (12h - Fatal - Results in Death) - Unknown - [n/a - .SmL - Intramuscular])
10008688093 ’
- Cough (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in COVID-19 VA AST NECA ( Xl
9329 2021-05- Healthcare g gy 1864 e | Death), Malaise (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death), SARSCoV-2 test | G0 V-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 18 Professional Years ositive’ (n/a - Fatal - Results in Death > g (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008687780 P Results in Death) n/a - Intramuscular])
Eikorsad || ,
2021-05- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; Sudden - - ) .
9330 EU-EC- > (18 Professional EEA Years Male death (0d - Fatal - Results in Death applicable - [n/a - .3mL - Intramuscular])
10008687735
i
4 2021-05- Healthcare 65-85 ) . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
8 R -
9331 EUEC |5 18 Professional EEA Years Female |Cardiac arrest (n/a - Fatal - Results in Death) - n/a- n/a])
10008687647 o a:
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
21 2021-05- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Subar: - - . S .
9332 EU-EC- 13 Professional Non EEA Vears Female achnoid haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008686216
lick or scal : 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9333 L . EEA Male  [COVID-19 (24d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-ECG- | 28 18 Professional Years Intramuscular])
10008685235
lickcor scal ; 5 2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9334 : EEA Male  [COVID-19 (5d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 18 Professional Years Not anplicable - [/a - .5mL - Int "
10008685110 - Not applicable - [n/a - . - Intramuscular])
— 23 105, /Non 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9335 Healthcare EEA Male  [Aneurysm ruptured (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- g |18 Professional Years -n/a- [n/a- 1{DF} - Intramuscular])
10008684973 ;
2 17021-05- | Healthcare 65-85 Asthenia (0d - Fatal - Results in Death), Confusional state (0d - Fatal - Results in Death), Fatigue (0d - Fatal - Results in|-OMINATY [TOZINAMERAN] (S- COVID-19
9336 ) : EEA Male immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 18 Professional Years Death) Int Jar])
10008684932/ & niramuscurar
- COMIRNATY COVID-19 MRNA VACCINE
;
B 12021-05- | Healtheare More COVID-19 (11d- Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (11d - Fatal - (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
9337 : EEA than 85 |Female . n - DISPERSION FOR INJECTION [TOZINAMERAN] (S|
EU-EC- 18 Professional Results in Death, Other Medically Important Condition) - .
Years - Immunisation - Not applicable - [n/a - .3mL -
10008684796
Intramuscular])
: COMIRNATY COVID-19 MRNA VACCINE
; . o . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
9338| EULC |} ) 12021-05- Healthc'are EEA 65-85 Female CDV!D—IP (4@- Fatal - Results in De at.h Caused/Prolonged Hospltahsathn, cher Medically Important Condition), N DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008684391 18 Professional Years Vaccination failure (4d - Fatal - Results in Death, Caused’Prolonged Hospitalisation, Other Medically Important Condition) |_ 1 mmication - Not applicable - [n/a - .3mL -
Intramuscular])
Efickor scal |; Acute myocardial infarction (n/a - Fatal - Results in Death), Arrhythmia (n/a - Fatal - Results in Death), Brain injury (n/a{COVID-19 VACCINE ASTRAZENECA (CHADOX1
9339 412021-05- |Healthcare EEA 65-85 Male || Fatal - Results in Death), Chest pain (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - ), Myoclonus (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | . 18 Professional Years Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008684355 Postresuscitation encephalopathy (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - ) -n/a- [n/a- 1{DF} - Intramuscular])
lickcor scal |3 o 2001-05- | Healtheare More COVID-19 (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (7d - Fatal - Results |\ nonurs [TOZINAMERAN] (S- COMD-19
9340 . EEA than 85 |Female |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (7d - Fatal - Results in Death, Caused/Prolonged | o .
EU-EC- o (18 Professional T immunisation - Not applicable - [n/a - .3mL - n/a])
J Years Hospitalisation)
10008684276
Wi 5021-05- Non 65-85 Cardio-respiratory arrest (n/a - Fatal - Results in Death), Coronary artery discase (n/a - Fatal - Results in Death), Heart |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9341 : Healthcare Non EEA Male |rate increased (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Tachycardia (n/a - Fatal - Results |immunisation - Not applicable - [n/a - n/a -
EU-EC- 18 . Years .
10008684240 = Professional in Death) Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-05-|Healthcare 18-64 Sudd . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
342 purc 18 Professional | M FEA Iyars  [Male death (w/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008684184
Non More
9343 112021-05- Healthcare Non EEA  |than 85 |Female Arterial thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | 3 18 : Hospitalisation), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
2, Professional Years
10008684160 :
9344 7 2021-05-|Healthcare Non EEA 1\}/1[2;68 5 |Fomale Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- “ {18 Professional in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008683952 Years
3 12021.05. [Healthare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9345 0 . EEA Male |Cardiac failure chronic (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- For (18 Professional Years Intramuscular])
10008683642 ;
m ; g Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Fatigue (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S- COVID-19
& |2021-05- |Healthcare 65-85 Resolved - ), Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically |. v .
9346 ) : EEA Female - - L . B . immunisation - Not applicable - [27d - .6mL -
EU-EC- wrx (18 Professional Years Important Condition), Pneumonia aspiration (n/a - Fatal - Results in Death), Vaccination site pain (3d - Intr: Jar])
10008683526 ; Recovered/Resolved - ) amuscular
% Embolism (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - ME
9347 2021-05- |Healthcare EEA 65-85 Female Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), mﬂﬁgﬁ [I;Ircft)ZaINlicable i [1] d(_SI;/S_)WI)Ig
EU-EC- x 18 Professional Years Pneumonitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Intramuscular - MoreI;rIl) ICSR])
10008683455 Hospitalisation)
- Confusional state (n/a - Fatal - Results in Death), Diabetes mellitus (n/a - Fatal - Results in Death), Disorientation (n/a - CCINE RAZE CHADO
Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Influenza COVID-19 VA AST NECA ( X1
it (2021-05-Healthcare 65-85 o . - . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9348 i X : Non EEA Male |like illness (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal -
EU-EC- | & |18 Professional Years . h . L . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
F J Results in Death), Pain (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Somnolence
10008683272 . n/a - Intramuscular])
(n/a - Fatal - Results in Death)
Brain stem infarction (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved|
- Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haemorrhage
[=13 [ intracranial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), WID-19 VACCINE ASTRAZENECA (CHADOXI
lick or sca) ; ! Headache (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nervous system «© o Vi ST CA(
2021-05- | Healthcare 18-64 . T ; o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9349 . Non EEA Male  |disorder (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain (n/a - Unknown - . o
EU-EC- 18 Professional Years P . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008683235/ & Caused/Prolonged Hospitalisation, Other Medically Important Condition), Platelet count decreased (n/a - Unknown - - Not applicable - [1d- n/a - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Superior sagittal sinus thrombosis (n/a - Not Recovered/Not Resolved
- Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
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s More
9350 2021-05- |Healthcare |\ pra  |ihan 85 |Female  |Cercbral infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- o |18 Professional Vear immunisation - Not applicable - [1d - n/a - n/a])
10008683023 ; s
m 3 ‘Non More
412021-05- | Health than 85 Aphasia (20d - Fatal - Results in Death), Behaviour disorder (20d - Fatal - Results in Death), Muscle rigidity (20d - Fatal - G)MIRNATY [TOZINAMERAN] (8- COVID-19
9351 ; care EEA an o> |Female N p . prophylaxis - Not applicable - [n/a - n/a -
EU-EC- =18 Professional Years Results in Death), Neurological symptom (20d - Fatal - Results in Death) I
ntramuscular])
10008682727
: More SPIKEVAX [COVID-19 MRNA VACCINE
9352 2021-05- |Healthcare EEA than 85 [Male COVID-19 pneumonia (11d - Fatal - Results in Death), Pleural effusion (11d - Fatal - Results in Death), Respiratory MODERNA (CX-024414)] (S- COVID-19
EU-EC- | & 18 Professional Vears failure (11d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL -
10008682575 & Intramuscular])
Eickorsad | :
i (2021-05- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) s
9353 EU-EC- 18 Professional EEA Vears Male  [Sudden death (0d - Fatal - Results in Death) immunisation - 1/a - [n/a - 1/a - n/a])
10008682559
Rlickcor scal % |2021-05- | Healthcare 18-64 Haemoperitoneum (3d - Fatal - Results in Death), Ischaemia (3d - Fatal - Results in Death), Multiple organ dysfunction |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9354 BU-EC- 18 Professional EEA Years Male  [syndrome (3d - Fatal - Results in Death), Portosplenomesenteric venous thrombosis (3d - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008682548 233 Splenomegaly (3d - Fatal - Results in Death), Thrombocytopenia (3d - Fatal - Results in Death) - Not applicable - [n/a - .5mL - Intramuscular])
= More
9355 2021-05- |Healthcare EEA than 85 |Female Asthenia (3d - Fatal - Results in Death), Condition aggravated (3d - Fatal - Results in Death), Dyspnoea (3d - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 18 Professional Results in Death), Polyuria (3d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
Years
10008682395
Rlick or scal | ety Non
9356 =1 (2021-05- Healthcare EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 18 . Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Professional
10008682210
2021-05- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
9357 . EEA than 85 |Female |Sudden death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC |18 Professional Years immunisation - n/a - [n/a - .5mL - Intramuscular])
10008682161 i .
kol || :
9358 ; 2021-05- Healthcare EEA 18-64 Female Purpura (2d - Fatal - Results in Death), Sepsis (2d - Fatal - Results in Death), Thrombocytopenia (2d - Fatal - Results in | COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 18 Professional Years Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008682149
K More SPIKEVAX [COVID-19 MRNA VACCINE
&% [2021-05-|Healthcare . MODERNA (CX-024414)] (S- COVID-19
X . - - Results in Death) . A ;
9359 EU-EC- = (18 Professional EEA 21{1:;:5 Male | Suddon death 0d - Fatal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10008680620 ; 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
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MRN, CCINE
£ More Confusional state (30d - Fatal - Results in Death), Drop attacks (30d - Fatal - Results in Death), Hypoaesthesia oral (30d SPIKEVAX [COVID-19 A VA
fr | 2021-05- | Healthcare A - - ) : MODERNA (CX-024414)] (S- COVID-19
9360 | EU-EC- . EEA than 85 (Male |- Fatal - Results in Death), Tongue paralysis (30d - Fatal - Results in Death), Transient ischaemic attack (30d - Fatal - |. L .
18 Professional N immunisation - Not applicable - [n/a - .5mL -
10008680180 Years Results in Death) Tntramuscular])
: 2021-05-|Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
9361 : : EEA than 85 |Male  |Diarrhoea (Od - Fatal - Results in Death), Vomiting (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EG- | g5 18 Professional v . sati Wa - [/a-n/a- Int ar])
10008679883 ‘ears immunisation - n/a - [n/a - n/a - Intramuscular
click or scarl ME
2021-05- |Healthcare More Confusional state (15d - Fatal - Results in Death), Partial seizures (15d - Fatal - Results in Death), Psychomotor COMIRNATY [TOZIN . ] (S- COVID-19
9362 : EEA than 85 |Female L s immunisation - Not applicable - [1d- .3mL -
EU-ECG- | 3 17 Professional Vears hyperactivity (15d - Fatal - Results in Death) Intramuscular])
10008681339
Elick or scad | =1 ; Non COVID-19 MRNA VACCINE MODERNA (CX-
t: 2021-05- 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9363 EU-EC- 17 II;Ireg:‘te};scizl:al Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008681274 applicable - [n/a - 1{DF} - Intramuscular])
or scai s
9364 & |2021-05- |Healthcare EEA 65-85 Male Axillary vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subclavian vein thrombosis (n/a| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- o (17 Professional Years - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008681061 ;
Rlickcor scal | oAb 2 502105 Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9365 : EEA than 85 |Female |Pulmonary embolism (7d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- e |17 Professional Years Unknown])
10008681046 ;
L 2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9366 EU-EC- 17 Professional EEA than 85 [Female |Mesenteric vein thrombosis (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .3mL -
10008681035 Years Intramuscular])
Mikorsad 5 12021205 [Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9367 : EEA Female |Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 17 Professional Years Intramuscular])
10008681030
Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Y7E (CINE ASTRAZENE
9368 2021-05- |Healthcare EEA 65-85 Female Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, ?]CHAD(\)/)?]AI\I[&?\\/{I 1%)1]9(:_ ACDV[D—?S?munisatiSﬁ
EU-EC- | 35 17 Professional Years Disabling), Immune thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, .
10008680754 : Disabling) - Not applicable - [1d - n/a - n/a])
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ot
2021-05- Healthcare 18-64 .. . COMIRNATY [TOZINAMERAN] (S - COVID-19
; ; - - . Nl .
9369 | EU.EC- e (1 Professional Non EEA Vears Female |Completed suicide (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008680337,
¥ |2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9370 EU.EC. |4 : 17 Healthcare ~ |[EEA Vears Male  |Cerebrovascular accident (4d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10008680203 & % Professional Parenteral])
gk or scal ; o Bell's palsy (n/a - Fatal - Results in Death, Other Medically Important Condition), Facial paralysis (n/a - Unknown - Other |COVID-19 VACCINE ASTRAZENECA (CHADOX1
9371 A |2021-05- |Healthcare Non EEA 18-64 Male Medically Important Condition), Facial paresis (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |3 (17 Professional Years Unknown - ), Headache (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Taste disorder (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008679781 Unknown - Other Medically Important Condition) n/a - Intramuscular])
] COVID-19 VACCINE ASTRAZENECA (CHADOX1
= % 2021-05- [Healthcare 65-85 Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not RecoveredNot  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9372 EU-EC- 17 Professional Non EEA Vears Male  [Resolved - Caused/Prolonged Hospitalisation), Myocardial ischaecmia (n/a - Fatal - Results in Death), Respiratory distress  |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
5T ’y (n/a - Unknown - Caused/Prolonged Hospitalisation) - n/a - Intramuscular]), [INFLUENZA VACCINE] (S-
10008679777 i
n/a - Not applicable - [n/a - n/a - n/a])
_ COVID-19 VACCINE ASTRAZENECA (CHADOX1
- — i 2021-05- | Healthcare More Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9373 BU-EC- 17 Professional Non EEA  [than 85 [Male  |Condition), Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Unknown - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
; Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) n/a - Intramuscular]), XARELTO [RIVAROXABAN]
10008679709
(S- n/a - Unknown - [n/a - n/a - n/a])
click or sca 8% |5021.05. | Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9374 . : EEA Female |Intracardiac thrombus (n/a - Fatal - Results in Death, Life Threatening) immunisation - Unknown - [n/a - 1{DF} -
EU-EC- | 25 17 Professional Years Int lar])
10008679674 nlramuseuar
Elick or scal |: L Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9375 2 2021-05- Healthcare Non EEA Not Female Exposure during pregnancy (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death, Other Medically |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |, 17 Professional Specified Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
10008679635 olessiona [Va - n/a - Intramuscular])
Bradycardia (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other
Medically Important Condition), Diarrhoea (n/a - Unknown - ), Fall (n/a - Unknown - ), Malaise (n/a - Unknown - ), COVID-19 MRNA VACCINE MODERNA (CX-
- ek [2021-05- Healthcare Non EEA 65-85 Mal Mydriasis (n/a - Unknown - ), Myocardial necrosis marker increased (n/a - Unknown - Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (17 Professional on Years € |Pulse absent (n/a - Unknown - ), Pupil fixed (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008679574 2 Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important applicable - [n/a - 1{DF} - Intramuscular])
Condition), Vomiting (n/a - Unknown - )
COVID-19 (2mo - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Unknown - Caused/Prolonged
ik or scad | ; 5 More Hospitalisation, Other Medically Important Condition), Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation, |COVID-19 MRNA VACCINE MODERNA (CX-
9377 e | 2021-05- | Healthcare Non FEA  |than 85 |Male Other Medically Important Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- | % (17 Professional Vears Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonitis (n/a - Unknown - Caused/Prolonged  |(CX-024414)] (S- COVID-19 immunisation - Not
10008679461 Hospitalisation), Renal failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),  |applicable - [n/a - 1{DF} - Intramuscular])
Respiratory failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
2 2021-05-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9378 . EA Male  |Cardiac failure (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- & R (17 Professional Years Not anplicable - [/a - .5mL - Int "
10008679458 P - Not applicable - [n/a - . - Intramuscular])
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ik orscad | 3 g Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important  |COVID-19 VACCINE ASTRAZENECA (CHADOXI
9379 Ak 1 2021-05- | Healthcare Non EEA  |65-85 |Male |Condition), Bradycardia (n/a - Unknown - ), Corneal lesion (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), Fibrin D dimer [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- By (17 Professional Years increased (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Unknown - ), Hypotension (n/a - Unknown - ), Platelet (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008679229 disorder (n/a - Unknown - ), Sinus arrest (n/a - Unknown - ), Vision blurred (n/a - Unknown - ), Vomiting (n/a - Unknown - ) |- n/a - Intramuscular])
[elick or scal | st ’ COVID-19 MRNA VACCINE MODERNA (CX-
- i (2021-05- Healthcare 65-85 . T . . 024414) [COVID-19 MRNA VACCINE MODERNA
9380 EU-EC- B (17 Professional Non EEA Years Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically fmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008679064 y applicable - [n/a - 1{DF} - Intramuscular])
: 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. 1 - - i . . . .
9381 EU-EG- | % 17 Professional Non EEA gl:;rfs Female |Sepsis (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008678787
: ME
9382 e - [2021-05- |Healthcare EEA 65-85 Female Body temperature increased (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal mﬂﬁgﬁ %rgzelmlicablw/;% _1 %)P};[ ?19
EU-EC- o (17 Professional Years - Results in Death), Fatigue (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) PP
Intramuscular])
10008678371
Klick or scal | ;
2021-05- | Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results |0V IRNATY [TOZINAMERAN] (S- COVID-19
9383 . EEA Female |, TS immunisation - Not applicable - [n/a - .3mL -
EU-EC- 17 Professional Years in Death, Caused/Prolonged Hospitalisation) Intramuscular])
10008678368 ]
s More COVID-19 MRNA VACCINE MODERNA (CX-
9384 a: |2021-05- |Healthcare Non EEA  |than 85 |Female Adverse event (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- > |17 Professional Vears Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008678341 applicable - [n/a - 1{DF} - Unknown])
Eikorsad || :
9385 ka1 2021-05- Healthcare Non EEA 65-85 Male Cough (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Pneumonitis (n/a - Unknown - Other Medically Important| TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- |17 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008678226
=
9386 &+ [2021-05-|Healthcare Non EEA 65-85 Male Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Peripheral swelling (n/a - Fatal -~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- o (17 Professional Years Results in Death), Tachycardia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008678217
BlickCor scal
9387 Ef [2021-05- |Healthcare Non EEA 65-85 Male Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Pulmonary oedema (n/a - Fatal TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EG- 17 Professional Years - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008678211

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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% COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Multiple organ dysfinction syndrome ME
9388 ¥ (2021-05-|Healthcare EEA 65-85 Female (n/a - Fatal - Results in Death, Other Medically Important Condition), Sepsis syndrome (n/a - Fatal - Results in Death, mﬂﬁiﬁ [I:IrcgzaINlicable -0 1] d(_Sr;/;ZF)VIDN
EU-EC- e (17 Professional Years Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in Death, Other Medically Important Tntramuscular]) PP
10008677332 Condition) s
9389 r3¥ (2021-05-|Healthcare Non EEA 65-85 Male Concomitant disease aggravated (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a- [COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG- % e (17 Professional Years Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008677313
m [ Cardiac failure (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in
_"j__ 5021-05- Non More Death, Other Medically Important Condition), Decreased appetite (n/a - Unknown - Results in Death, Other Medically ?C)O\QIIDI;-I? 9\&%]%%(%6%\%%] (s-
9390 : Healthcare Non EEA  [than 85 [Female |Important Condition), Pericardial effusion (n/a - Unknown - Results in Death, Other Medically Important Condition), o k : ’
EU-EC- 17 Professional v, Pul Wa - Unkn . her Medically I diti | impai W Immunisation - Not applicable - [n/a - .5mL -
10008677259 rofessional ‘ears monary oedema (n/a - Unknown —w, Other Medically Important Condition), Renal impairment (n/a - Tntramuscular])
Unknown - Results in Death, Other Medically Important Condition)
or scaij : . . .
COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically ME ME
9391 5 [2021-05- Healthare o ppy (0585 g Important Condition), Drug ineffective (n/a - Unknown - Other Medically Tmportant Condition), Pneumonitis (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 17 Professional Years . o immunisation - Not applicable - [1d - n/a - n/a])
Recovered/Not Resolved - Other Medically Important Condition)
10008677206
Efick or scan |4 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-05-{Non Not [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9392 EU-EC- F (17 Hea]thqare Non EEA  [SpecifiedMale | Thrombosis (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008676934 Professional Unknown])
2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9393 . EEA Male |Influenza like illness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 17 Professional Years nal)
10008676779
o ||
k! 2021-05- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ - R
9394 EU-EC- (17 Professional EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) - n/a- n/a])
10008676684
- Circulatory collapse (n/a - Fatal - Results in Death), Cyanosis central (n/a - Fatal - Results in Death, Other Medically CCINE RAZENE CHADO
: Non Important Condition), Dyspnoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Other COVID-19 VA AST CA( XI
e 2021-05- 18-64 ) e L . - .. |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9395 Healthcare EEA Female [Medically Important Condition), Hypersensitivity (n/a - Fatal - Results in Death), Incorrect route of product administration .
EU-EC- 17 Professional Years a - Unkn Loss of . a - Fatal " Sin discol ion (n/a - Fatal ; (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008676651 rofession: (n/a- U own - ), Loss of consciousness (n/a - Fatal - Results in Death), scolouration (n/a - Fatal - Results in - /a - Intramuscular])
Death), Vomiting (n/a - Fatal - Results in Death)
Brain death (n/a - Unknown - Other Medically Important Condition), Brain injury (n/a - Unknown - Caused/Prolonged
o |! Hospitaliesgltiolrll, Other Medicallydllmportant Oondition);]/Brain olfndema (n/a- Unknol\m - Caused/Prlolonged Ho}fpitalisgltiorll,
: Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically MERAN ME
9396 | Lupc ; %321_05_ Eﬁ;ﬁfg o |[Non EEA ?{Seﬁs Female |Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypotension (n/a - msation . NOEEOZlIii\;ble i d—]ng: %\)/[D_lg
10008676625 o ] Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia aspiration (n/a - Unknown -, PP
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary oedema (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
:
23 (2021-05- [Healthcare 65-85 . . e TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9397 EU-EC- 17 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008676623 ]
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; More
9398 # 2021-05- | Healthcare Non EEA  |than 85 |Female Brain injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Not Recovered/Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 17 Professional v Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
ears
10008676550
2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9399 . EEA than 85 |Female |General physical health deterioration (11d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |3 i (17 Professional v Int dar])
10008675929 cans nlramuseuiar
Blick-or scal | 2
2021-05-|Healthcare 18-64 Pulmonary embolism (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death), VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
9400 . EEA Male .. " (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 17 Professional Years Thrombophlebitis (n/a - Fatal - Results in Death) Not applicable - [1d- 1 {DF} - Int u
10008675928 1 - Not applicable - [1d - - Intramuscular])
or scail ¥
! COMIRNATY [TOZINAMERAN] (S- COVID-19
9401 _ §: |2021-05- |Healthcare o0 18-64 |\ fale |Sudden death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d- 1 {DF} -
EU-ECG- | % o (17 Professional Years Intramuscular])
10008675921
Elick or scal | ; 2 02105 Heatheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9402 : EEA than 85 [Male  |COVID-19 (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- e |17 Professional v, Intr: Jar])
10008675870 cans amusciar
; :
= (2021-05- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
9403 EU-ECG- | 5 17 Professional EEA Years Female |0OVID-19 (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008675869 ]
o || 3 [ Acute respiratory distress syndrome (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a
] 1 |5021-05- [Healthcare 65-85 - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (9d - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
9404 EU-EC- g 0 17 Professional EEA Vears Female |Caused/Prolonged Hospitalisation), Depressed level of consciousness (9d - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - 1{DF} -
10008675841 - ' Hospitalisation), Hypoxia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (9d - Fatal - |Intramuscular])
Results in Death, Caused/Prolonged Hospitalisation), Pyelonephritis acute (9d - Fatal - Results in Death)
- : ; Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
k 2021-05- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
X B - - Results in Death) o .
9405 BU-EC- 17 Ereai‘thciar; | Non EEA Specified Female |Death (n/a - Fatal - Results in Death Trmmunisation - Not applicable - [n/a - /a -
10008675542 oressiond Unknown])
0406 3 2021-05- Healtheare | 6585 |\, |Cardio-respiratory arrest (1d- Fatal - Results in Death), Chest pain (1d- Fatal - Results in Death), Dyspnoca (1d - Fatal -[COMIR AT Y ggﬁmﬁ‘?ﬁi’ﬁ] & {E%/[_D 19
EU-EC- o? 17 Professional Years Results in Death), Loss of consciousness (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death) PP
. Intramuscular])
10008675268
Eiccorscal | 24 ; SPIKEVAX [COVID-19 MRNA VACCINE
r3¥% |2021-05- | Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
X ; - - ) . o ;
9407 EU-EC- x| 17 Professional EEA Years Male |Sudden death (1d - Fatal - Results in Death immunisation - Not applicable - [1d - 1{DF} -
10008675208 Intramuscular])
More
% (2021-05-|Healthcare L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
X : - - . S
9408 EU-EC- 17 Professional EEA glan 85 |Female |Vaccination failure (16d - Fatal - Results in Death) immunisation - n/a - [1d- 1{DF} - Intramuscular])
10008675201 cars
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! 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9409 . EEA than 85 [Male  |Acute coronary syndrome (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- o |17 Professional v Int Jlar])
10008675119 s nramsear
lick or scal 3 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9410 0 . EEA Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - .3mL -
EU-ECG- |2 e (17 Professional Years Intramuscular])
10008675073
Elick or scad | B ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
A% (2021-05-|Healthcare 65-85 . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- B : - - > 2 - - H feats
9411 EUEC. | Y 17 Professional EEA Vears Male  |Cardiac failure (5d - Fatal - Results in Death), Cardio-respiratory arrest (5d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008675040 - Drug withdrawn - [1d - .5mL - Intramuscular])
oLl i 2021-05- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9412 : EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [22d - .6mL -
EU-EC- | 25 17 Professional v, Intramuscul
10008674993 12 cars ntramuscular])
Elickcor scal b 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9413 : EEA than 85 [Male  [Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 2{DF} -
EU-EC- | 35 17 Professional Y. Int Jar])
10008674960 ; cans nlramuseuiar
Arthralgia (n/a - Not Recovered/Not Resolved - ), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
- i 2021-05-|Healthcare More Hospitalisation, Other Medically Important Condition), Chills (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Unknown | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9414 EU-EC- : 17 Professional Non EEA  |than 85 [Female |- ), Headache (n/a - Recovered/Resolved - ), Myalgia (n/a - Recovering/Resolving - ), Nasopharyngitis (n/a - Not immunisation - Not applicable - [n/a - n/a -
i Years Recovered/Not Resolved - ), Pyrexia (n/a - Recovering/Resolving - ), Sneezing (n/a - Unknown - ), Vaccination site pain (n/a - |Intramuscular])
10008674404 =¥, . .
Recovering/Resolving - )
Acute kidney injury (n/a - Fatal - Results in Death), C-reactive protein increased (n/a - Fatal - Results in Death),
Eickorscad || [ Dyspnoea (n/a - Fatal - Results in Death), Embolism (n/a - Fatal - Results in Death), Escherichia sepsis (n/a - Fatal -
R |5 001-05- | Healtheare 65-85 Results in Death), Fibrin D dimer increased (n/a - Fatal - Results in Death), Gallbladder enlargement (n/a - Fatal - Results |SPTKEVAX [COVID-19 MRNA VACCINE
9415 EU-EC- 0, 17 Professional EEA Vears Male |in Death), General physical health deterioration (n/a - Fatal - Results in Death), Hyperuricaemia (n/a - Fatal - Results in |MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10008674258 Death), Left ventricular hypertrophy (n/a - Fatal - Results in Death), Leukopenia (n/a - Fatal - Results in Death), Liver |Intramuscular])
function test increased (n/a - Fatal - Results in Death), Liver injury (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal -
Results in Death), Renal cyst (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death)
Elick or scall | = : Non COVID-19 MRNA VACCINE MODERNA (CX-
112021-05- 65-85 . " - 024414) [COVID-19 MRNA VACCINE MODERNA
9416 EU-EC- 17 E:;]%};Sciirsal Non EEA Vears Female |Cerebral haemorrhage (67d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008674159 applicable - [n/a - 1{DF} - Intramuscular])
ik or scal | 4 2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9417 : EEA Male  |Death (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EG | gz 17 Professional Years Wa - n/al)
10008674115 B
Bikorsal | el s N - Corerovascuar accient (' - Unkow - Results in Death, Othr Medicaly Important Condiion), Dt (- Fatal - | (i |9 VACOINE JANSEN (DO COV2S)
9418 B Hea]thqare Non EEA .. [Male |Results in Death, Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown o . . :
EU-EC- 17 Professional Specified Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10008673459 - Results in Death, Other cally Important Condition Unknown])
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ckorseal ¥, 12021-05- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
9419 : EEA Male  |Arterial occlusive disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | 28 17 Professional Years Not applicable - [n/a - .5mL - n/a])
10008672785 - hot appheabie - [va - omt -
click or scarl More
3l 2021-05- | Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
9420 | g | 7 Professional | EEA ;}}aﬂ 85 |Female [Sudden death (n/a - Fatal - Results in Death) na - [n/a - /a - n/a])
10008672407 cars
Elicicor scal 5 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-05-|Healthcare 65-85 . . . L
9421 . EEA Male  [Mesenteric vascular occlusion (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- o |17 Professional Years - n/a-n/a)
10008672373 a-na
oL scail Y
2% (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - Not
) : Sudden - - ) .
9422 EU-EC- o (17 Professional EEA Years Male death (0d - Fatal - Results in Death applicable - [n/a - .3mL - Intramuscular])
10008672218
Elick or scal | 400 S
: & [2021-05-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
X ; - - R SARS-CoV- - - . ol .
9423 EU-EC- 17 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Exposure to CoV-2 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a])
10008672004
2021-05-|Healthcare Concomitant disease progression (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Peripheral swelling |COMIRNATY [TOZINAMERAN] (S- COVID-19
9424 . Non EEA  |than 85 |Female . . D .
EU-EC- | 5 17 Professional Vear (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008671931 cars
9425 2021-05- | Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- (17 Professional Years ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008671924
S 5 12021-05- |Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9426 X : EEA Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- k|17 Professional Years - Not applicable - [n/a - .SmL - Intr ar])
10008671040 ot apphicabie - [n/a - . amuscuar
Qr _scail -
& |2021-05- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - R - - . S .
9427 EU-EC- %17 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), Oedema peripheral (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008670794

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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008672785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008672407&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008672373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008672218&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008672004&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008671931&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008671924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008671040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008670794&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 992 of 1647

Primary
Ev Prima Source Patient . Suspect/interacting Drug List (Drug Char -
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Acute kidney injury (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Erythema (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Feeling hot (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Fluid overload (n/a - Not Recovered/Not Resolved - Life Threatening,
: More Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lung consolidation (n/a - Unknown - Life COVID-19 VACCINE ASTRAZENECA (CHADOX1
0428 1 (2021-05-|Healthcare EEA than 85 [Male Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Muscular weakness (n/a - Unknown - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG | 17 Professional Vears Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Peripheral swelling (n/a - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008670679 Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory distress |- Not applicable - [ 1d - n/a - Intramuscular])
(n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Sepsis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Urine output decreased (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
0429 R (2021-05-| Healthcare | 1864 [\ Death (n/a - Fatal - Results in Death), Fatigue (1/a - Fatal - Results in Death), Insomnia (n/a - Fatal - Results in Death),| (OMIRNATY [TOZINAMERAN] (S- /a - n/a - [22d
EU-ECG- 17 Professional Years ¢ |Thrombosis (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008669283
EhiE R Vore
2021-05- |Healthcare Breath sounds abnormal (n/a - Fatal - Results in Death), Cardiac death (n/a - Fatal - Results in Death), Dyspnoea (n/a- |COMIRNATY [TOZINAMERAN] (S-n/a-n/a-[1d-
9430 . EEA than 85 (Male .
EU-EC-  |% 17 Professional Vears Fatal - Results in Death) n/a - Intramuscular])
10008669019,
..
9431 EUEC | & %321 05 Eﬁ;ﬁfg al Non EEA IS\LOetciﬁ ed Male  |Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) mﬁﬁgﬁ ggigﬁgﬁ?éﬁ] d(-S H/S_)ﬁglg
10008668798
o Angiopathy (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a -
=, & Non Fatal - Results in Death), Coma (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
9432 2021-05- Healthcare EEA 65-85 Male Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), Gait disturbance (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 17 Professional Years Unknown - Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Unknown - Other Medically immunisation - Not applicable - [1d - n/a - n/a])
10008668797 Important Condition), Pleural effusion (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Respiratory failure (n/a - Fatal -
Results in Death), Speech disorder (n/a - Unknown - )
9433 F i |2021-05- | Healthcare Non EEA 65-85 Female Hypophagia (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | 25 17 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008668787,
Elick or sca | ; :
0434 4i (2021-05-|Healthcare EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
EU-EG- | 25 17 Professional Years Death), General physical health deterioration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) n/a - Intramuscular])
10008668404
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Anticoagulation drug level below therapeutic (9d - Fatal - Results in Death, Other Medically Important Condition), Atrial
fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition), Autoscopy (1/a - Fatal - Results in
Death, Other Medically Important Condition), Cerebral infarction (n/a - Unknown - Other Medically Important Condition),
Cerebral thrombosis (n/a - Unknown - Other Medically Important Condition), Cerebrovascular accident (4d - Fatal - Results
in Death, Other Medically Important Condition), Cognitive disorder (n/a - Fatal - Results in Death, Other Medically
Important Condition), Confusional state (n/a - Fatal - Results in Death, Other Medically Important Condition), Delirium
(n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhage (n/a - Fatal - Results in Death .
Klick or scal | ; Other Medically Important Condition), Headache (4d - Fatal - Results in Death, Other Medically Important Condition), | APTXABAN [APIXABAN] (S- n/a - Not applicable -
9435 2021-05-|Healthcare |y gy (0585 |\ oo |Hemiparesis (n/a - Fatal - Results in Death, Other Medically Tmportant Condition), Inappropriate schedule of product [n/a - n/a - w/a]), TOZINAMERAN. o
EU-EC- 17 Professional Years administration (n/a - Unknown - ), Off label use (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - Other [TOZINAMERAN] (S - COVID-19 immunisation -
10008668399 Medically Important Condition), Pain (n/a - Fatal - Results in Death, Other Medically Important Condition), Platelet count |Not applicable - [1d-n/a - n/a])
decreased (n/a - Not Recovered/Not Resolved - ), Pulmonary haemorrhage (n/a - Unknown - Other Medically Important
Condition), Pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), Renal impairment
(n/a - Fatal - Results in Death, Other Medically Important Condition), Somnolence (n/a - Unknown - Other Medically
Important Condition), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition), Transient ischacmic
attack (n/a - Unknown - Other Medically Important Condition), Vertebral artery stenosis (n/a - Unknown - Other Medically
Important Condition)
: 2021-05- [Healthcare More TOZINAMERAN [TOZINAMERAN] (S - COVID-19
9436 EU-EC- 17 Professional Non EEA gl(lan 85 |Male  |Dyspnoea (n/a - Unknown - ), Pneumonitis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
ears
10008668357
ol | ERE
2021-05- | Healthcare 65-85 . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . L .
9437 EU-EC- 3 17 Professional Non EEA Years Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008668342
COVID-19 VACCINE ASTRAZENECA (CHADOX1
. 5021-05- | Healthcare 65-85 Atrial flutter (4d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9438 EU-EC- 17 Professional Non EEA Vears Male |Fatigue (n/a - Unknown - ), Palpitations (n/a - Unknown - Caused/Prolonged Hospitalisation), Pericardial effusion (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008667965 7 Unknown - Caused/Prolonged Hospitalisation) n/a - Intramuscular]), [INFLUENZA VACCINE] (S-
n/a - Unknown - [n/a - n/a - n/a])
Rlick or scad | & More Asthenia (n/a - Unknown - ), General physical health deterioration (n/a - Fatal - Results in Death, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare - . . s . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9439 . Non EEA  |than 85 [Female |Important Condition), Hypotension (n/a - Unknown - ), Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - ;
EU-EC- 17 Professional . - I . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
Years Results in Death, Other Medically Important Condition), Nausea (n/a - Unknown - ), Retching (n/a - Unknown - )
10008667713 - n/a - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
A4 2021-05- | Healthcare 65-85 - . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9440 EU-EC- 17 Professional Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008667696| = n/a - Intramuscular])
Elickor scal | : : COVID-19 VACCINE ASTRAZENECA (CHADOX1
24 (2021-05- [Healthcare 65-85 L " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; R -
9441 EU-EC- 17 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008667694 n/a - Intramuscular])
;
% (2021-05-|Healthcare 65-85 . - . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
9442 EU-EC- 17 Professional EEA Years Female |Respiratory failure (47d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008667553
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: 3 2021-05- | Health 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
9443 | EUEC v 17 e Peaf care | |EEA - - Male  |Dyspnoea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (7/a-  |immunisation - Not applicable - [n/a - .3mL -
Pl rolessiona cars Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) Intramuscular])
10008667521
2021-05- |Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
9444 EU-EC- 16 Professional Non EEA Vears Female |Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
10008666784
[elick or scal | Deep vein thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - Other  [COVID-19 VACCINE ASTRAZENECA (CHADOX1
9445 2021-05-|Healthcare Non EEA 65-85 Female Medically Important Condition), Pain in extremity (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- |z 16 Professional Years Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008665980 Condition) n/a - Intramuscular])
m‘ ; F5 Non Flushing (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Influenza like illness (n/a - Not COVID-19 VACCINE ASTRAZENECA (CHADOXI
A [2021-05- 65-85 - ; NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9446 X Healthcare EEA Male  [Recovered/Not Resolved - ), Muscle spasms (n/a - Not Recovered/Not Resolved - ), Peripheral swelling (n/a - Not . .
EU-EC 15 Professional Years Recovered/Not Resolved - Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX.] NCOV-19)] (S - COVID-19 immunisation
10008665089 ’ - Not applicable - [n/a - 1{DF} - Intramuscular])
Acute kidney injury (n/a - Unknown - Results in Death), Anuria (n/a - Unknown - Results in Death), Aortic thrombosis
(6d - Fatal - Results in Death), Blister (n/a - Unknown - Results in Death), Bradycardia (n/a - Not Recovered/Not
Resolved - Results in Death), COVID-19 pneumonia (n/a - Not Recovered/Not Resolved - Results in Death), Cardiogenic
‘ - : . . Distributi - A
shock (n/'a Not Recovered/Not Rf;solved Results in Death). .DIStl‘lbuIlVe shock (n(a Not Recovered/Not Resolved COVID-19 VACCINE ASTRAZENECA (CHADOX]
Results in Death), Hyperkalaemia (n/a - Unknown - Results in Death), Hypotension (n/a - Not Recovered/Not Resolved -
' 12021-05- |Healthcare 65-85 " : . : . S NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9447 . Non EEA Male  [Results in Death), Iliac artery occlusion (n/a - Unknown - Results in Death), Livedo reticularis (n/a - Unknown - Results . o
EU-EC- 15 Professional Years " - . i (1 N Ived ! 1 . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008663530 in Death), Peripheral ischaemia (n/a - Not Recovered/Not Resolved - Results in Death), Rfena artery occlusion (n/a - - Not applicable - [n/a - /a - n/a])
Unknown - Results in Death), Renal atrophy (n/a - Unknown - Results in Death), Renal infarct (n/a - Not Recovered/Not
Resolved - Results in Death), Tension (n/a - Unknown - Results in Death), Thrombocytopenia (n/a - Unknown - Results
in Death), Thrombosis in device (n/a - Unknown - Results in Death), Vasoplegia syndrome (n/a - Unknown - Results in
Death)
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-05- 65-85 - . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , R - :
9448 EU-EC | 15 Eﬁg;scizrgal Non EEA Years Female [Pulmonary embolism (n/a - Unknown - Results in Death), Thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008663461/ &3 ] - n/a - n/a))
g COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 2021-05-|Healthcare 18-64 ) . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - - :
9449 EU-EC- 15 Professional Non EEA Vears Male |Circulatory collapse (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008663256 - 1{DF} - n/a])
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Primary
£V Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - }Durgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Quali Regulatory p
Purposes
Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Confusional state (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Dysarthria (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Extensor plantar response (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
o |: Hospitalisation), Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Headache (2wk - Not Recovered/Not Resolved - Results in Death, Life Threatening, ~ [COVID-19 VACCINE ASTRAZENECA (CHADOX1
0450| FUEC |2 b 2021-05- |Healthcare Non EEA 1864 |ype |CausedProlonged Hospitalisation), Hydrocephalus (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10008663217 15 Professional Years Caused/Prolonged Hospitalisation), Mydriasis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
Caused/Prolonged Hospitalisation), Photophobia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, |- Not applicable - [1d - 1{DF} - n/a])
Caused/Prolonged Hospitalisation), Sow speech (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Somnolence (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)
or scail : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9451 2021-05- Healthcare Non EEA 18-64 Female Deep vein thrombosis (4d - Fatal - Results in Death), Gout (n/a - Not Recovered/Not Resolved - Results in Death), Pain  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (15 Professional Years in extremity (n/a - Not Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008662875 - Not applicable - [n/a - n/a - n/a))
Elickcor scal | 222 o 2021-05.|Non 18-64 Aortic embolus (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved - Results in Death), Pain in S)(;)/I\I])-II; VACCINE ASTRAZENECA (CHADOX1
-05- - : ; " ~19) [COVID-19 VACCINE ASTRAZENECA
9452 EU-EC- 15 Healthcare Non EEA Vears Female |extremity (n/a - Not Recovered/Not Resolved - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - Results (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
F Professional in Death) -
10008661869 - Not applicable - [1d - 1{DF} - n/a])
! 2021-05- | Health 18-64 Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Peripheral swelling (n/a - Not Recovered/Not Resolved - EOCE)/I\I/D-II; \é)c\igli;\ %%%%ﬁ
9453 | LupC 15 - Peat 4  |Non EEA 3 Male  |Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Not Recovered/Not 191 :
-EC- rofessional Years Resolved - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008661866 Results i Death - n/a - n/aJ)
o || 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
9454 2021-05- Ezslthcare Non EEA 18-64 Female Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important ?IC(IHX/]S.?))(I[(;)C\S]\)/:II 99)]\/I(ASC_C&I\)”\EIIAD_S{§$ZHE En];:sgﬁon
EU-EC- 15 . Years Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) .
10008661864 Professional - Not applicable - [n/a - n/a - n/a])
Extremity necrosis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
o Other Medically Important Condition), Peripheral ischaemia (n/a - Unknown - Results in Death, Life Threatening,
Elick or scal = Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Retinal vein thrombosis (n/a - Unknown (COVID-19 VACCINE ASTRAZENECA (CHADOX1
9455 T (2021-05- |Healthcare Non EEA Not Female |- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Specified Thrombocytopenia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008661833 Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged |- Not applicable - [n/a - n/a - n/a])
Hospitalisation, Disabling, Other Medically Important Condition), Venous haemorrhage (n/a - Unknown - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9456 | EuEC 15 Professional | on EEA %‘a“ 85 Male  |Death (nva - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008661751 cars a - n/a])
Elick or scal | ¢ COVID-19 VACCINE ASTRAZENECA (CHADOX1
9457 F 2021-05- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Death (1d - Unknown - Other Medically Important  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008661378 n/a - n/a))
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
212021-05- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - Unknown - X - -
9458 EUEC | E 15 Professional Non EEA Vears Female |Dyspnoea (n/a own - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008661241 n/a - n/aJ)
Cardiomegaly (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Congestive cardiomyopathy (n/a -
Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (n/a - Unknown - Results in
. Death, Caused/Prolonged Hospitalisation), Feeding disorder (n/a - Unknown - Results in Death, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
9459 2021-05- Healthcare Non EEA 18-64 Male Hospitalisation), Flushing (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years Unknown - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008660911 Caused/Prolonged Hospitalisation), Retching (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Sepsis |- Not applicable - [1d - 1{DF} - n/a])
(n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Ventricular hypertrophy (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)
i or sca | 24 ] Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
t: (2021-05- 65-85 . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9460 EU-EC- 15 E:ﬁ;};sciir:a] Non EEA Vears Female |Arterial thrombosis (n/a - Unknown - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008660863 - Not applicable - [n/a - n/a - n/a])
Elickorscal | 548 ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
k (2021-05-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - :
%461 puEC 15 |Professional |NOMEEA lyeyg [Male |Death (n/a- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [1/a
10008660837 - n/a - n/aJ)
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
J: (2021-05-|Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9462 EU-EC- 15 Professional Non EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008660831 - Not applicable - [1d - n/a - n/a])
m . | Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Deep vein thrombosis (n/a - Fatal - Results in Death, COVID-19 VACCINE ASTRAZENECA (CHADOX1
9463 g [2021-05- Healtheare Non EEA 18-64 Male  [Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years Condition) > (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008660808 © n/a - Intramuscular])
FiE COVID-19 VACCINE ASTRAZENECA (CHADOX1
e (2021-05- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
9464 EU-EC- 15 Professional Non EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008660670 - Not applicable - [1d - 1{DF} - n/a])
Elick or scal | & Non Chest pain (n/a - Unknown - Results in Death), Chronic respiratory disease (n/a - Fatal - Results in Death), Dyspnoea CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2 (2021-05- 65-85 . - . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9465 o o Healthcare Non EEA Female |(n/a- Unknown - Results in Death), Feeling abnormal (n/a - Unknown - Results in Death), Loss of consciousness (n/a - :
EU-EC- | .23 15 . Years . . " (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
Professional Not Recovered/Not Resolved - Results in Death), Pain (n/a - Unknown - Results in Death)
10008660640 ;] - n/a - n/al)
Elickorscad | s Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
; : [2021-05- . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - - :
9466 EU-EC- 15 E:ji‘g;:iirgal Non EEA ?:;SS Female |Pneumonia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S - n/a - Not applicable - [1d
10008659771 - n/a - n/al)
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
Lot (2021-05- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9467|  pupc |15 Erea]lth?f NN EEA years Mele \Sidden death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [V
10008659759 ofessio - n/a-n/a])

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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008661241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660911&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660863&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008659771&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008659759&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 997 of 1647

Primary
£V Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - }Durgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Quali Regulatory p
Purposes
Abdominal discomfort (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Abdominal pain upper (n/a - Not Recovered/Not Resolved - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional state (n/a
- Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- Non Not Important Condition), Constipation (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9468 | EU.EC- 15 Healthcare ~ [Non EEA Specified Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Decreased appetite (n/a - Unknown - Results in  [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008659755 Professional Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Illness (n/a - Not - Not applicable - [1d - n/a - n/a])
Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Urinary tract infection (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Volvulus (8d - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Eiorscad || i Non COVID-19 VACCINE ASTRAZENECA (CHADOX
9469 2021-05- Healthcare Non EEA 18-64 Female Cerebral venous thrombosis (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Results in Death), Platelet count |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years decreased (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008659753 - Not applicable - [n/a - 1 {DF} - n/a])
COVID-19 VACCINE ASTRAZENECA (CHADOX]1
M0 Lipe o %221_05_ Eﬁ;ﬁfg . [NonEEA g{seﬁ: Female |Acute hepatic failure (n/a - Fatal - Results in Death), Hepatitis acute (n/a - Fatal - Results in Death) m))ﬂ[?c\ggll 99);/%(_13}:1::{353 ﬁ;ﬁfﬁcﬁl d
10008659752 - n/a - n/al)
or scaij : COVID-19 VACCINE ASTRAZENECA (CHADOX1
9471 i (2021-05- Healthcare Non EEA 18-64 Male Chest pain (n/a - Not Recovered/Not Resolved - Results in Death), Multiple organ dysfunction syndrome (1d - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L |15 Professional Years Results in Death), Myocardial infarction (1d - Recovered/Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008659720 i - n/a - n/aJ)
Blindness unilateral (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Cerebral haemorrhage (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Headache (8d - Recovered/Resolved - Results in Death, Life Threatening,
4 Caused/Prolonged Hospitalisation, Disabling), Hemiparesis (n/a - Unknown - Results in Death, Life Threatening, COVID-19 VACCINE ASTRAZENECA (CHADOX1
9472 3% [2021-05-|Healthcare Non EEA 18-64 Male Caused/Prolonged Hospitalisation, Disabling), Hydrocephalus (n/a - Unknown - Results in Death, Life Threatening, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (15 Professional Years Caused/Prolonged Hospitalisation, Disabling), Hypertension (n/a - Unknown - Results in Death, Life Threatening, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008659387 Caused/Prolonged Hospitalisation, Disabling), Pupil fixed (n/a - Not Recovered/Not Resolved - Results in Death, Life - Not applicable - [1d - n/a - n/a])
Threatening, Caused/Prolonged Hospitalisation, Disabling), Pupils unequal (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Vomiting (8d - Recovered/Resolved - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
Cerebral artery occlusion (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhagic
t}r{msfonnqtiorr:/ str({l;neléln/a - Not Recov?red/Not Resol;fse((jili’ Relesults 1}1{1 Dga;lh, C;aused/I Prg)longed Ho;pit;}isat]i\(]m), COVID-19 VACCINE ASTRAZENECA (CHADOX]
5021-05- | Healthcare 65-85 emiparesis (n/a - own - Resu.lts in Death, Ca rolonged lospit .1sat10n),' schaemic stroke ( fa - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9473 EU-EC- 15 Professional Non EEA Vears Female [Recovered/Not Resolved - Results in Death, Cgusgd/Prolonged Hospitalisation), Peripheral artery occlusion (n/a - Unknown (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008659364 ) - Results in Death, Caused/Proloqged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged - Not applicable - [1d- n/a - n/a])
Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation)
gk or scal | A COVID-19 VACCINE ASTRAZENECA (CHADOX1
0474 - [2021-05- |Healthcare Non EEA 18-64 Female Cerebral haemorrhage (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (1d - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008659310 @i '. - Not applicable - [0d - n/a - n/a])
; Apnoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
9475 : Loa¥ (2021-05-|Healthcare Non EEA 18-64 Female Death, Other Medically Important Condition), Pulse absent (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a- (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x (15 Professional Years Fatal - Results in Death, Other Medically Important Condition), Ventricular tachycardia (n/a - Fatal - Results in Death, |(CX-024414)] (S- COVID-19 immunisation - Not
10008657478 Other Medically Important Condition) 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
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Date Qualifica Regulatory p
Purposes
Brain oedema (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Cavernous sinus thrombosis (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cerebral artery thrombosis (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Cerebral mass effect (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Coma scale
abnormal (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Haemorrhagic transformation stroke (2d - Fatal - Results in Death, Life Threatening, COVID-19 VACCINE ASTRAZENECA (CHADOX1
9476 2021-05- |Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Recovering/Resolving - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | % 15 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008656742 Hemiparesis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other - Not applicable - [1d - 1{DF} - n/a])
Medically Important Condition), Ophthalmic vein thrombosis (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Portal vein thrombosis (n/a - Unknown -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Pupil fixed (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Thrombocytopenia (n/a - Recovering/Resolving - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Thrombosis (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition)
Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a -
oL scall Yy Unknown - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - Results in Death, Other |COVID-19 VACCINE ASTRAZENECA (CHADOX1
0477 2 |2021-05-|Healthcare Non EEA 18-64 Male | Medically Important Contion), Muscular weakness (n/a - Unknown - Results in Death, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC |4 i |15 Professional |0 Years ¢ |Condition), Speech disorder (n/a - Unknown - Results in Death, Other Medically Important Condition), Subarachnoid (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008656740 : haemorrhage (n/a - Unknown - Results in Death, Other Medically Important Condition), Thrombocytopenia (1d - Not - Not applicable - [n/a - n/a - n/a])
Recovered/Not Resolved - Results in Death, Other Medically Important Condition)
or scaij = Blindness (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOXI
9478 2021-05- | Healtheare |\ ppy 1864 1o 1 |Results in Death Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Results in Death, Caused/Prolonged NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years Hospitalisation) ? (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008656483 P - Not applicable - [n/a - n/a - n/a))
Rlick or scal i o Fatigue (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypoxia (n/a - Unknown - Results in COVID- 19 VACCINE ASTRAZENECA (CHADOX1

9479 2021-05- Healthare Non EEA 18-64 Male  [Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- 15 Professional Years ﬁ’ ¢ Condition) > - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008656475 mportan N - Not applicable - [1d - n/a - n/a])
5 More COVID-19 MRNA VACCINE MODERNA (CX-

9480 EU-EC- : ; %221_05_ Ere(z)‘g;;irr?al Non EEA glan 85 |Male  [Death (1d- Fatal - Results in Death, Other Medically Important Condition) ?é;‘é (1)2 iﬁ))ﬂg:lgg\%?gv m&f}g?iTA
10008656450 cars applicable - [n/a - 1 {DF} - Intramuscular])
[elick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1

9481 2021-05- |Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- 15 Professional Years Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008656435 n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1

9482 BU-EC- %(5)21-05- ?:(?i‘gs]sci?)rgal Non EEA 32-5: Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) ?ICCO“ VE- ng))(l[%)C\g]\)/:ll 99)]\/E\S(ECHI/I:]? Sgkrnlt)Avf‘lE-I\[]E/gé
10008656416, 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
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: 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
9483 - 2021-05- |Healthcare EEA 18-64 Male Cardiac failure (n/a - Fatal - Results in Death, Life Threatening), Loss of consciousness (n/a - Fatal - Results in Death,  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years Life Threatening), Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
10008656415 [n/a - n/a - Intramuscular])
Aortic arteriosclerosis (n/a - Fatal - Results in Death), Arteriosclerosis coronary artery (n/a - Fatal - Results in Death),
: Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral atrophy (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX]
9484 ¥ 2021-05- | Healthcare Non EEA 65-85 Male Results in Death), Dyspnoea (1d - Fatal - Results in Death), Lung neoplasm (n/a - Fatal - Results in Death), Platelet ~|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |55 e 15 Professional Years count abnormal (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a- |[(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008656232 "":_J_ Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - Results in Death, Other Medically [n/a - Intramuscular])
Important Condition)
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
9485 71 2021-05- Healthcare Non EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | =3 15 Professional Years Chest pain (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008656230 - n/a - Intramuscular])
ook 3 Blood fibrinogen increased (n/a - Fatal - Results in Death), Mesenteric artery thrombosis (n/a - Fatal - Results in Death COVID-19 VA AST ocn ]ENECAR( 7ENE Xl
9486 2021-05- | Healthcare |\ ppa 0585 g 1o |Other Medically Important Condition), Pulseless electrical activity (n/a - Fatal - Results in Death, Other Medicall INCOV-19) [COVID-19 VA AST CA
EU-EC- 15 Professional Years Tortant cOnfmﬁ) g y Y (CHADOX1 NCOV-19)] (S- /a - Unknown - [1/a -
10008656214 mp n/a - Intramuscular])
Rlick orscad £ More General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 (2021-05- [Healthcare o - o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9487 o . Non EEA  |than 85 [Female |Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial
EUFC: | g 15 Professional Years infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
10008656057 > n/a - Intramuscular])
Qr _scail
B (2021-05- | Healtheare 65-85 A A , VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
9488 EU-EC- : EEA Male  |Arterial thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
15 Professional Years .
10008655729 - Not applicable - [n/a - 1 {DF} - n/a])
5 Non
9489 2021-05- Healthcare EEA 65-85 Male Abdominal distension (0d - Fatal - Results in Death), Cardio-respiratory arrest (Od - Fatal - Results in Death), Dyschezia |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- x (15 : Years (0d - Fatal - Results in Death), Dysuria (Od - Fatal - Results in Death), Malaise (0d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
Professional
10008655717
AR )1 05 | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
: -05- ; _ _ i N i - - i . o . -
9490 EU-EC- 15 Professional EEA glan 85 |Female |Dyspnoea (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008655696 cas
: 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9491 . . EEA than 85 (Male  |Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- | 55 15 Professional Vears Intramuscular])
10008655618 a
Blckorscal |t 502105 [Healtheare s VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9492 : EEA Male  |Cardio-respiratory arrest (Od - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
EU-ECG- |3 15 Professional Years kn
10008655546| = Unknown - [n/a - .5mL - 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
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# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
LA
2021-05-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
9493 EU-EC- 15 Professional EEA Years Male  (Sudden death (Od - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10008655356
2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9494 . EEA Female [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 15 Professional Years na - [n/a- n/a - n/a])
10008655345 -a-ina-masna
= 5 2021-05- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
9495 { . EEA Female [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 15 Professional Years wa - n/a - 5mL - Intramuscal
10008653802 -n/a-[n/a- .Sml - Intramuscular])
or scail = 2021-05- | Healtheare 65-85 Asthenia (1d - Fatal - Results in Death), Chest pain (1d - Fatal - Results in Death), Myocardial infarction (1d- Fatal- ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
9496 . EEA Male  [Results in Death), Pain in extremity (1d - Fatal - Results in Death), Pallor (1d - Fatal - Results in Death), Vomiting (1d immunisation - Not applicable - [n/a - .3mL -
EU-EC- 15 Professional Years .
- Fatal - Results in Death) Intramuscular])
10008653288
3 B, 2021-05-|Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9497 : EEA Female |Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | g5 15 Professional Years - Not applicable - [n/a - .5mL - n/a])
10008653005 Ot appucable - lva- - a
corsal ¥ 12021-05- |Healtheare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
9498 : : EEA Male  [Myocardial infarction (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- | & 15 Professional Years applicable - [n/a - .SmL. - Intramuscular])
10008653000| A3hE PP :
i P4 12021-05- | Healthcare 65-85 Asthenia (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Hypertensive crisis (1d - Fatal -~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
9499 | EU-EC- i (15 Professional  |[EEA Years |Male  |Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008652962
: COVID-19 MRNA VACCINE MODERNA (CX-
4 12021-05- | Healthcare 65-85 o . o 024414) [COVID-19 MRNA VACCINE MODERNA
9500 EU-EC- 14 Professional Non EEA Vears Male  |Hospitalisation (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008654779 applicable - [n/a - 1{DF} - Intramuscular])
ik or sca | 5 i COVID-19 MRNA VACCINE MODERNA (CX-
h (2021-05-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
9501 EU-EC- 14 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008654676, applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | 3521 e More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-05-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
9502| pupc | & x (14 Professional | EEA %1:;:5 Male Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008654537 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
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- : COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-05- | Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
9503 : Non EEA  |than 85 |Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
EU-EC- | &5 14 Professional .
. Years Unknown - [n/a - 1{DF} - Intramuscular - More in
10008654528
ICSR])
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
9504 | LiEc 14 ?re(?tl‘i};:iirgal Non EEA Vears Male  |COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008654468 - Not applicable - [1d - n/a - Intramuscular])
Rlick orscad Erm T More COMIRNATY [TOZINAMERAN] (S - COVID-19
9505 3 412021-05- |Healthcare EEA than 85 |Female Fumbling (n/a - Fatal - Results in Death), Mental impairment (n/a - Fatal - Results in Death), Sudden death (1d - Fatal - irrmumisation - withdrawn - [1d - 1{DF} -
EU-EC- 14 Professional Results in Death), Vaccination complication (n/a - Fatal - Results in Death) s t
. Years Intramuscular])
10008654365
Lol i Non
= (2021-05- Not Not . . . COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
. . . - -
9506 EU-EC- 14 E}ﬁgsfif;a] EEA Specified Specified Cardio-respiratory arrest (n/a - Fatal - Results in Death) - [v/a- n/a- n/a])
10008654267
; & (2021-05- Non 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
- - i . . . .
9507 EU-EC- 14 ?eal‘thc'are | EEA Vears Male  [Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1 {DF} - n/a])
10008654158 rolessiona
E Non COVID-19 MRNA VACCINE MODERNA (CX-
& (2021-05- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
o . - - . . .
9508 BU-EC- 14 Ere;lctekslscizrsa] Non EEA Specified Male  |Unevaluable event (4d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008654076 applicable - [n/a - 1{DF} - Intramuscular])
lickorsea COMIRNATY [TOZINAMERAN] (S- COVID-19
& [2021-05-|Healthcare 65-85 . Lo -
9509 EU-EC- 14 Professional EEA Vears Female | Cerepral haemorrhage (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Unknown - [n/a - 1 {DF} - n/a))
10008653912,
ik orscal z 3 E COVID-19 MRNA VACCINE MODERNA (CX-
9510 ] 1 12021-05- | Healthcare Non EEA 18-64 Male Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (1d - Fatal - Results in Death, (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 Professional Years Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008653859 applicable - [n/a - 1{DF} - Intramuscular])
. COVID-19 MRNA VACCINE MODERNA (CX-
: 5021-05- | Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
9511 : . Non EEA  |than 85 [Female |Hospitalisation (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- (14 Professional . .
iy Years applicable - [n/a - 1 {DF} - Intramuscular - More in
10008653846/ :=4e:
ICSR])
o |! COVID-19 MRNA VACCINE MODERNA (CX-
A< : 2021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9512 : . Non EEA Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | & 14 Professional Years . .
= applicable - [n/a - 1{DF} - Intramuscular - More in
10008653844 ICSR])

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=10008654528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008654468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008654365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008654267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008654158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008654076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653859&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653846&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653844&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; : i COVID-19 MRNA VACCINE MODERNA (CX-
%12021-05- |Healthcare 18-64 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
9513 FUEC | M ;14 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008653638 applicable - [n/a - 1{DF} - Intramuscular])
2 COVID-19 MRNA VACCINE MODERNA (CX-
9514 2 12021-05- |Healthcare Non EEA Not Male Body temperature increased (1d - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, [024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 Professional Specified Other Medically Important Condition), Seizure (1d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008653631 applicable - [n/a - 1{DF} - Intramuscular])
ik orscad | A COVID-19 MRNA VACCINE MODERNA (CX-
th (2021-05-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
9515 EU-EC- |z 14 Professional Non EEA Years Female (Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008653614 applicable - [n/a - 1{DF} - Intramuscular])
or scaj A . COVID-19 MRNA VACCINE MODERNA (CX-
Lot 2021-05- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
a0 . - - . . .
9516|  pupc | ¥ (14 |Professional |VOMEEA |yeqrs [Male  [Death(1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008653597 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad |: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare S . T 024414) [COVID-19 MRNA VACCINE MODERNA
9517 EU-EC- 14 Professional Non EEA 21(1:; S85 Male  |Hospitalisation (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008653573 applicable - [n/a - 1{DF} - Intramuscular])
; ] COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
S8 pupc | B Professional |OMEEA  lyors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008653571 applicable - [n/a - 1{DF} - Intramuscular])
_ COVID-19 MRNA VACCINE MODERNA (CX-
" 65 024414) [COVID-19 MRNA VACCINE MODERNA
9519 - peatheare INonEEA (9 Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
EU-EC- Professional Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008653552 ICSR])
Elick or scall | =3 COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-05- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
0| pupc | 14 |Professional [NOMEEA lyey  [Male |Death (1d-Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008653539 applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
5021-05- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9521 . Non EEA Male  |Acute cardiac event (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | ¢ 14 Professional Years . .
4 applicable - [n/a - 1{DF} - Intramuscular - More in
10008653403
ICSR])
or sca B COVID-19 MRNA VACCINE MODERNA (CX-
 2021-05-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
9522 puEC 14 |Professional [NOMEEA lyeyy  |Female Death (na- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008652692 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | g More COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-05- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
- al . - - ) . . .
9523 EU-EC- 2 e e |14 Professional Non EEA gl:arifs Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008652680 Ok o] i 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653638&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653631&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653614&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653571&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653552&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008653403&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008652692&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008652680&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Date Qualification Regulatory Group Route])
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
94| puRc 14 Professional |O" EEA  |yeors  [Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008652464 applicable - [n/a - 1{DF} - Intramuscular])
lick or scal 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9525 . EEA than 85 [Female |COVID-19 (n/a - Unknown - ), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- i 14 Professional Vears Intramuscular])
10008651528
e B |00 1.05. Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
9526 : . EEA Male  [Death (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 14 Professional Years Intr: ular])
10008650859 amuseuar
or scail 3.
9527 f: (2021-05- |Healthcare Non EEA i\ﬁgrrleg 5 |Female Abdominal pain upper (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intestinal TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 14 Professional v perforation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
ears
10008650696
& (2021-05-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; R -
9528 EU-EC- 14 Professional EEA Vears Female [Pulmonary embolism (20d - Fatal - Results in Death) na - [n/a- /a - n/a])
10008650523
Elickorscad |; FLlg SPIKEVAX [COVID-19 MRNA VACCINE
13" 2021-05-|Healtheare 65-85 . . . . MODERNA (CX-024414)] (S- COVID-19
9529 | pUEC- ¥ (14 Professional EEA Years Female |Diarrhoea (0d - Fatal - Results n Death), Renal failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL -
10008650402 Intramuscular])
: e 12021-05- Healtheare 18-64 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
9530 . EEA Male  [COVID-19 pneumonia (n/a - Fatal - Results in Death), SARS-CoV-2 test negative (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 14 Professional Years - Not applicable - [n/a - .SmL - Intr ar])
10008650207 ot apphicabie - [n/a - . amuscuiar.
: S 12021205 [Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
9531 : EEA Female |Oesophageal varices haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 14 Professional Years Intramuscular])
10008650191
'VAXZEVRIA SUSPENSION FOR INJECTION
Oy COVID-19 VACCINE (CHADOXI-S
9532 - al (2021-05-|Healthcare EEA 65-85 Male Epistaxis (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (1d - [RECOMBINANT]) [COVID-19 VACCINE
EU-EC- | &8 14 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S-
10008650021 i Immunisation - Not applicable - [n/a - .5mL -
Intramuscular])
T b R 19021-05- Non 65-85 COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9533 Healthcare ~ [Non EEA Female |Death (n/a - Fatal - Results in Death), Hypopnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - . i .
EU-EC- | % 14 Professional Years nkn used Prol Hospitalisati immunisation - Not applicable - [1d - n/a - n/a])
10008649982/ & rofession: Unknown - Cai rolonged 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008650402&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008650207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008650191&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# Ej hl))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
- COVID-19 MRNA VACCINE MODERNA (CX-
i3 i 2021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9534 : Non EEA Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | ;5% 14 Professional Years . .
10008649709 applicable - [n/a - 1{DF} - Intramuscular - More in
: ICSR])
: Non
9535 5 |2021-05- Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Sudden death (1d - Fatal - Results in Death, Life TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | & 14 Professional Years Threatening) immunisation - Not applicable - [1d - n/a - n/a])
10008649691 rolessiona
Rlick or scal E i (5021-05- | Healthcare More COVID-19 (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (12d - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - COVID-19
9536 BU-EC- 14 Professional EEA than 85 (Male  |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (8d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
10008649585 i Years Hospitalisation), Vaccination failure (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
= 2021-05 Mon N N TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: U2~ Healthcare ot ot ; ; ; ; -
9537  EU-EC- (i 14 Professional [Non EEA Specified Specified COVID-19 (v - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008649580
; 9021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9538 BU-EC- __ 14 Professional EEA than 85 (Female |Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
10008649555 e Years Intramuscular])
Elickor scal | . More SPIKEVAX [COVID-19 MRNA VACCINE
9539 = |2021-05- | Healthcare EEA than 85 |Female Pneumonia (5d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically |MODERNA (CX-024414)] (S- COVID-19
EU-EC- 14 Professional Years Important Condition) immunisation - Not applicable - [2s - .5mL -
10008649537 Intramuscular])
;
% (2021-05-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudden - - ) . S .
9540 EU-EC- 14 Professional EEA Years Male cardiac death (/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008649283
o E COVID-19 MRNA VACCINE MODERNA (CX-
9541 e (2021-05-|Healthcare Non EEA 65-85 Male Acute kidney injury (11d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- |5 i 14 Professional Years Death), Urinary tract infection (24d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008648913 applicable - [n/a - 1{DF} - Intramuscular])
[ £ 2021-05-Non Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
9542 BU-EC- 14 Ereafvthciars | Non EEA Specified Male  [Pneumonia aspiration (n/a - Fatal - Results in Death) immunisation - Not applicable - [/a - n/a - n/al)
10008648659 olessiond
Non
4 (2021-05- Not - . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9543 FUEC | & 14 gocagslscizrgal Non EEA Specified Male  [Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
10008648652
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008649691&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008649537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008649283&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008648913&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008648659&_xpt=1&_xf=pdf
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Primary
£V Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - }Durgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Quali Regulatory p
Purposes
:
9544 i (2021-05- Healthcare Non EEA 18-64 Male Cerebrovascular accident (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 3 (14 Professional Years Hyperhidrosis (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008648650
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Autopsy (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest
X-ray abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a
Elick or scal | : 4 - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Fatal - Results in Death,  [COVID-19 VACCINE JANSSEN (AD26.COV2.5)
9545 E i (2021-05-|Healthcare Non EEA 18-64 Male Caused/Prolonged Hospitalisation), Feeling hot (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Impaired |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 14 Professional Years work ability (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Insomnia (n/a - Fatal - Results in Death, |Immunisation - Not applicable - [n/a - n/a -
10008648614 Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unknown])
Peripheral swelling (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Poor peripheral circulation (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-
CoV-2 test negative (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Clostridium difficile colitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Clostridium test positive (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Colitis ischaemic (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Deep vein
thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Fatal -
Rlick or scol A : 5021-05- | Health 65-85 Results in Death, Caused/Prolonged Hospitalisation), Hypoglycaemia (n/a - Fatal - Results in Death, Caused/Prolonged (gO\QADS?g\QCgIGNNEEJJAANN%(%é%%S) S
9546 | o ¥ -05-Healtheare g ppa 3 Female |Hospitalisation), Intensive care (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Jugular vein thrombosis [ o . ( ; S (8-
U-EC- 14 Professional Years . T . L . Immunisation - Not applicable - [n/a - n/a -
10008648611 (n/a - Fatal - Results in De ath C'aus?d/Prolonge(.i Hqspltahsatlon), Pulseless electrical activity (n/a - Fatal - Results in Unknown])
Death, Caused/Prolonged Hospitalisation), Resuscitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Subclavian vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombophlebitis superficial
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ultrasound Doppler abnormal (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
. Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
& [2021-05- Not - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9547 EU.EC- 3 o 14 Eﬁzzzfal Non EEA Specified Pk Hhembosts - T - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008648605 Unknown])
or scaij Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9548 2021-05- | ealthcare (Non EEA | 139 |Female |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.00V2.9)] (8-
EU-EC- 14 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008648535 Unknown])
Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Angioplasty (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Anticoagulant therapy (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest
pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Computerised tomogram head abnormal (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation), Coronary artery embolism (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Haemodialysis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
m 5021-05- | Heal Heparin-induced thrombocytopenia test (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Immunoglobulin COVID-19 VACCINE JANSSEN (AD26.COV2.9)
-05- thcare 65-85 . PURTIYE] . P .~ |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9549 EU-EC- 14 Professional Non EEA Vears Female |therapy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Fatal - Results in Immunisation - Not anplicable - A
TIY: . . . pplicable - [n/a - n/a
10008648359 Death, Caused/Prolongpd Hospltallsatlon), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death Unknown])
Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Platelet factor 4 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), SARS-CoV-2 test negative (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Thrombectomy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008648650&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008648614&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: ; 5 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
= [2021-05- |Healthcare 65-85 . . - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9550 EU-EC- % (14 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [V - n/a -
10008648342 Unknown])
Eicor s |! Back pain (7d - Fatal - Results in Death, Other Medically Important Condition), Nausea (7d - Fatal - Results in Death, &wéﬁéAg&%migquON
4 5 Non Other Medically Important Condition), Pulmonary embolism (7d - Fatal - Results in Death, Other Medically Important
= (2021-05- 65-85 . . . . ™ [RECOMBINANT]) [COVID-19 VACCINE
9551 B Healthcare EEA Female |Condition), Pyrexia (7d - Fatal - Results in Death, Other Medically Important Condition), Somnolence (7d - Fatal -
UEC | 4 |professional Years Results in Death, Other Medically Important Condition), Vi thrombosis (7d - Fatal - Results in Death, Other |/l RAZENECA (CHADOXI NCOV-19)] (S-
10008647817 rofession: esults in Dea er Medically Important Cony ion), Vena cava thrombosis (7d - Fatal - Results in Dea er Tmmunisation - Not applicable - [n/a - .SmL -
Medically Important Condition) Intramuscular])
Elickcor scal F ' % 5021-05- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9552 X : EEA Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- x (14 Professional Years -
10008647160 -n/a-naj)
EY: 2021-05-|Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9553 . EEA Male  [COVID-19 pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 14 Professional Years Wa - n/a])
10008647140 T
Elickcor scal 5 % 5021-05- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9554 . EEA Male [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- 14 Professional Years -
10008647085 -n/a-naj)
] - CCINE ASTRAZENE
i [2021-05- Healthcare More Not Malaise (3d - Fatal - Results in Death), Pyrexia (3d - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in VAXZEVRIA [COVID-19 VA ASF CA
9555 : EEA than 85 . (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 14 Professional Vears Specified Death) wa - n/a))
10008647056/ & B
lick or sca :
¥ [2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
9556 | puEC x| 14 Professional [TC Years |Vele  [Death (n/a- Fatal - Results in Death) n/a - [n/a- n/a - n/a))
10008647042
: ¥ 12021-05- | Healtheare 65-85 Acute kidhey injury (w/a - Fatal - Results in Death), Acute respiratory failue (n/a - Fatal - Results in Death), Cardiac | oy o Ty [TOZINAMERAN] (S Immunisation -
9557 ; : EEA Female |failure (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death), Tachypnoea (n/a - Fatal - Results in
EU-EC- | 35 14 Professional Years Death) n/a- [n/a - n/a - n/aJ)
10008647014| &2 —
— 2% 12021-05- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9558 { 0 ) . EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- | %% : |14 Professional Years - n/a - n/a])
10008647005
= 8 |2021-05- [Non 18-64 COMIRNATY [TOZINAMERAN] (S- Immunisation -
9559 EU-EC- 14 Healthqare EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008646987 Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008647085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008647056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008647042&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008647014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008647005&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non
% 2021-05- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- -
9560 EU-EC- 14 Eeallvthqare | EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) Wa - [n/a- /a - n/a])
10008646982 rotessiona
% 2021-05- Non 65-85 Headache (n/a - Not Recovered/th R'eso!ved - Caused/I"ro!onged.Hospltahsatlon), Limb discomfort (n/a - Not Recpvered/Not VAXZEVRIA [COVID-19 VACCINE AST RAZENECA
9561 X Healthcare EEA Male  [Resolved - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death), Tachycardia (n/a - Not |(CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- 14 : Years NS
i Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation) - n/a- n/a])
10008646979
Elickcor scal F 5021-05- Non More Ascites (n/a - Not Recovered/Not Resolved - ), Chills (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- Immunisation -
9562 EU-EC- 14 Healthcare EEA than 85 Female |Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Hot flush (n/a - Not Recovered/Not Resolved - ), Lymphoedema (n/a - na - [n/a- /a - n/al)
5 Professional Years Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - )
10008646970
o 5021-05- Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -
9563 EU-EC- '_: 14 Healthcare EEA than 85 (Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10008646967 i Professional Years specified)])
BlickCor scal | e Non
9564 ar 2021-05- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not RecoveredNot |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- |14 . Years Resolved - ), Injection site pain (n/a - Not Recovered/Not Resolved - ) n/a - [n/a-n/a-n/a])
Professional
10008646945
: on
9565 ; 202105 yealtheare |EEA 18-64 \ple  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EG- | % x (14 Professional Years - n/a-n/al)
10008646942 =
! on
9566 2021-05- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Injection site pain (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 14 . Years Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/a])
[ Professional
10008646941
m E 2 021-05- Non More Cardiac arrest (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Pulmonary embolism| COMIRNATY [TOZINAMERAN] (S- Immunisation -
9567 Healthcare EEA than 85 [Female |(n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Renal failure (n/a - Not Recovered/Not Resolved -
EU-EC- ;|14 Professional Years Caused/Prolonged Hospitalisation) a-[n/a-n/a-nfal)
10008646938
: MERAN]
9568 1 (2021-05- Healthcare EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death, mﬁﬁgﬁ g(gzelmlicable I n/ﬁ _1%));;[ l_)19
EU-EC- 14 Professional Years Caused/Prolonged Hospitalisation) Intramuscular]) PP
10008646890/ &
Rlickcor scad | 5021-05- Non 65-85 COVID-19 (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (0d - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
9569 BU-EC- ) : 14 Healthcare EEA Vears Male  |Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pain Wa - n/a])
10008646479 g Professional (n/a - Unknown - Caused/Prolonged Hospitalisation), Somnolence (n/a - Unknown - )
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Primary
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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; ke More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N

50| puEC (14 [Professional |NO"FEA - |than 85 Female: Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008646476 applicable - [n/a - 1{DF} - Intramuscular])
klick or scar i More Cerebral haemorrhage (4d - Fatal - Results in Death, Other Medically Important Condition), Hydrocephalus (4d - Fatal - ME

9571 g [2021-05- Healtheare | than 85 |Female |Results in Death, Other Medically Important Condition), Ischaemic stroke (4d - Fatal - Results in Death, Other COMIRNATY [TOZIN ) (S- COVID-19

EU-ECG- | 25 L3y |14 Professional Vears Medically Important Condition) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008646421 3 v imp
% |2021-05- |Healtheare 65-85 COVID-19 (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death), SARS-CoV-2 test positive |- VRAT Y [TOZINAMERAN] (S - COVID-19
9572 i . EEA Male . immunisation - Not applicable - [n/a - .3mL -
EU-EC- |3 x |14 Professional Years (n/a - Fatal - Results in Death) Intr Jlar])
10008646401 amuscuiar
oLl i 9021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9573 . EEA than 85 |Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-ECG- |5 x (14 Professional v Int lar])
10008646325 & cans nlramuseuiar
Elick or scad | B h COVID-19 MRNA VACCINE MODERNA (CX-
&% (2021-05-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
X ; - - . .

9574 EU-EC- 14 Professional Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008646322 applicable - [n/a - 1{DF} - Intramuscular])

ckorsal | % 12021-05- |Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19

9575 | i . EEA Female [Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -

EU-EC- : x |14 Professional Years Int ul
10008646184 ntramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
%2 12021-05- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
" . - - ) . . .

9576 | gu.EC 14 Professional Non EEA Years Female | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008646174 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | s _ Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)

2021-05- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - T .
9577 EU-EC- 14 Eﬁ;ﬁf& Non EEA Specified Female |Death (n/a - Fatal - Results in Death) Trrmmmisation - Not applicable - [n/ - 1/ -
10008646068 Unknown])
Non More
9578 2021-05- Healthcare Non EEA  |than 85 [Female |Death (n/a - Fatal - Results in Death, Life Threatening), Dementia (n/a - Not Recovered/Not Resolved - Life Threatening) TOZINAMERAN [TOZWAMERAM (3- COVID-19
EU-EC- 14 : immunisation - Not applicable - [n/a - n/a - n/a])
Professional Years
10008645903
Efick or sca | ¥ I COVID-19 MRNA VACCINE MODERNA (CX-
9579 ga 2021-05-|Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - Other Medically Important Condition), Malaise (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 Professional Years Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008645786 applicable - [n/a - 1{DF} - Intramuscular])
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)
F 12021-05- Healthcare 65-85 L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
9580 EUEC- | 14 Professional EEA Vears Female |Aspiration (n/a - Not Recovered/Not Resolved - ), Intraventricular haemorrhage (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008645671
o or el COVID-19 MRNA VACCINE MODERNA (CX-
- = 9021-05- [Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9581 h ; Non EEA Male  |Death (1d- Fatal - Results in Death), Headache (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- a 14 Professional Years . .
- applicable - [n/a - 1{DF} - Intramuscular - More in
10008645494
b ICSR])
Elick or scad | 1 ; COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-05- |Healthcare 18-64 . . o 024414) [COVID-19 MRNA VACCINE MODERNA
9582 puRC 514 Professional | oM EEA - [yars  [Male  |Cardiac arrest (5d - Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008645467 applicable - [n/a - 1{DF} - Intramuscular])
oL _scal ¥4
A (2021-05-|Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
9583 EU-EC- : % (14 Professional EEA Vears Female [Acute myocardial infarction (0d - Fatal - Results in Death, Other Medically Important Condition) immunisation - n/a - [1Va - 1 {DF} - Intramuscular])
10008645314
Elick or scall | = : COVID-19 MRNA VACCINE MODERNA (CX-
e Al (2021-05- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
9384 puEC 14 |Professional |NMEEA vy |Male Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008645025 i applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
9585 d12021-05- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hospitalisation (n/a - Unknown - Caused/Prolonged|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 25 14 Professional Years Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008644915 applicable - [n/a - 1{DF} - Intramuscular])
Non Not COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9586 | pU.EC. Hea]thc_are Non EEA Specified Male  [Death, Caused/Prolonged Hospitalisation), Infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), immunisation - Not applicable - [n/a - n/a - n/al])
10008644584 Professional Renal disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
w O [ Anuria (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in
; ort Death), Fatigue (n/a - Fatal - Results in Death), Gastrointestinal necrosis (n/a - Fatal - Results in Death),
9587 g %221-05- E:;lvg;;ir:a] EEA ?éﬁ: Female |Hyperlactacidaemia (n/a - Fatal - Results in Death), Intestinal ischaemia (n/a - Fatal - Results in Death), Mesenteric li«/;wi?ﬁgu;&g]))zmmm] (S-n/a-n/a-[ld-
10008644475 artery thrombosis (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Pumonary embolism
(n/a - Fatal - Results in Death), Right ventricular failure (n/a - Fatal - Results in Death)
: More
= 2021-05- | Healthcare Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Pyrexia (n/a |COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
9588 . EEA than 85 |Female .
EU-EC- 14 Professional v - Fatal - Results in Death) n/a - Intramuscular])
10008644255 cans
; 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
- - 7 _ _ . . . . )
9589 EU-EG- | 14 Professional EEA 21(12111 85 [Female |Death (na - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008643781 s
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9590 A 12021-05- |Healthcare EEA than 85 |[Female Blood pressure decreased (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- (14 Professional v, Unresponsive to stimuli (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
‘ears
10008643776
click or scarl : More SPIKEVAX [COVID-19 MRNA VACCINE
41 |2021-05- | Healthcare . . . MODERNA (CX-024414)] (S- COVID-19
; - - X - - . o ;
9591 EU-EC- 14 Professional EEA gljar;:%S Male  |Dyspnoea (7d - Fatal - Results in Death), Pain (7d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL -
10008642653 Intramuscular])
r 2 (2021-05- Non 65-85 Cardiac arrest (98d - Fatal - Results in Death), Ischaemic stroke (98d - Fatal - Results in Death), Pyrexia (98d- Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
9592 Healthcare EEA Female . ) S
EU-EC- x |14 Professional Years Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008642550 oressiond
oLl More
9593 2021-05-|Healthcare EEA than 85 |Female Death (1d - Fatal - Results in Death), Hyperpyrexia (1d - Fatal - Results in Death), Hypotension (1d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 14 Professional v Death), Nausea (1d - Fatal - Results in Death), Sopor (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
: ears
10008642164
Aortic valve sclerosis (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Atrial fibrillation (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coronary artery disease (n/a - Unknown - ),
Diarrhoea (n/a - Unknown - ), Drug ineffective (n/a - Unknown - ), Dysphonia (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea exertional (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fatigue (n/a - Unknown - ), Headache (n/a -
Unknown - ), Hyperdynamic left ventricle (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other COVID-19 MRNA VACCINE MODERNA (CX-
Medically Important Condition), Immune-mediated lung disease (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
2021-05- Non 65-85 Hospitalisation, Other Medically Important Condition), Intentional product use issue (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
9594 | pupc | & 13 Healthcare  Non EEA |, = [Male | Caised/Prolonged Hospitalisation, Other Medically Important Condition), Interstitial lung disease (n/a - Fatal - Results in applicable - [/a - 1 {DF} - Unknown]), FIRDAPSE
10008641993 Professional Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - ), Mitral valve || AMIFAMPRIDINE] (S - Myasthenic syndrome -
incompetence (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dose not changed - [154d - 30mg - Oral])
Muscular weakness (n/a - Unknown - ), Nausea (n/a - Unknown - ), Pneumonia (n/a - Unknown - ), Pulmonary fibrosis (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary oedema (n/a
- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Right atrial dilatation
(n/a - Unknown - ), Right ventricular failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Therapeutic product effect incomplete (n/a - Unknown - ), Tricuspid valve incompetence
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Unevaluable event
(n/a - Unknown - ), Vomiting (n/a - Unknown - )
. Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9595 At 2021-05- Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - ), Death (n/a |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- A 13 : Years - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - ), Pain (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional
10008641382 n/a - Intramuscular])
Blood glucose increased (1d - Not Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal - MRN, CCINE
or scai 3 Results in Death), Dyspnoea (1d - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (1d - Not COVID-19 A VA MODERNA (CX-
=1 (2021-05- [Healthcare 18-64 . o . 024414) [COVID-19 MRNA VACCINE MODERNA
9596 . Non EEA Male  [Recovered/Not Resolved - Other Medically Important Condition), Pruritus (1d - Not Recovered/Not Resolved - Other . e
EU-EC- | &5 13 Professional Years . . . Lo . (CX-024414)] (S- COVID-19 immunisation - Not
r Medically Important Condition), Unresponsive to stimuli (1d - Not Recovered/Not Resolved - Other Medically Important .
10008641263 Condition) applicable - [n/a - 1{DF} - Intramuscular])
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SRR B | 0105 Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9597 : EEA than 85 |Female |Vaccination failure (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [21d - .3mL -
EU-EC- 13 Professional v, Int ul
10008641202 ars ntramuscular])
o 24 12021-05-|Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9598 . EEA Male  |Diarrhoea (2d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- 13 Professional Years Int ar - More in ICSR]
10008641090 ntramuscular - More in [CSR])
T o [ Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (n/a
- == B 19021-05- | Healtheare 65-85 - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Musculoskeletal pain |[COMIRNATY [TOZINAMERAN] (S- COVID-19
9599 EU-EC- 5 13 Professional EEA Vears Male  |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - immunisation - Not applicable - [1d - 1{DF} -
10008640970 2 Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sheezing (n/a - Fatal - |Intramuscular])
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
9600 2021-05- |Healthcare EEA 65-85 Male Acute myocardial infarction (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (1d - mﬂﬁgi [Tozvﬁﬁﬁwl EIS_—ng)_VIDW
EU-EC- 13 Professional Years Recovered/Resolved - Caused/Prolonged Hospitalisation) s
% Intramuscular])
10008640957
oLl 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9601 . EEA than 85 (Male Dizziness (2d - Fatal - Results in Death), Hypertension (2d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- |4 13 Professional v, Intramuscul
10008640930 ; cars ntramuscular])
Elick or scal | : 1 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 12021-05- 65-85 . o o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9602 EU-EC- B 13 ?:jl‘g;sciirgal Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Injection site pain (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008640855/ 3 applicable - [n/a - n/a - Intramuscular])
] Cold sweat (1d- Not Recovered/Not Resolved - Other Medically Important Condition), Confusional state (1d - Not
Klick or scal i ; Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Fall (1d- Not COVID-19 MRNA VACCINE MODERNA (CX-
9603 i i (2021-05- | Healthcare Non EEA 65-85 Male Recovered/Not Resolved - Other Medically Important Condition), Head injury (1d - Not Recovered/Not Resolved - Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 2 (13 Professional Years Medically Important Condition), Loss of consciousness (1d - Not Recovered/Not Resolved - Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
10008640803 Condition), Pulseless electrical activity (1d - Fatal - Results in Death), kin abrasion (1d - Not RecoveredNot Resolved - ), [2pplicable - [n/a - 1{DF} - Intramuscular])
Ventricular fibrillation (1d - Fatal - Results in Death)
= Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9604 2021-05- Healthcare Non EEA 18-64 Male Anaemia (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (13 Professional Years - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008640531 - Not applicable - [n/a - n/a - Intramuscular])
Elick or scal | 1? . COVID-19 MRNA VACCINE MODERNA (CX-
; d: (2021-05- |Healthcare Not . . L 024414) [COVID-19 MRNA VACCINE MODERNA
; . - - X - - . L
9605 BU-EC- 13 Professional Non EEA Specified Male  |Completed suicide (n/a - Fatal - Results in Death), Tinnitus (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008640497 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008641202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008641090&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640970&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640957&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640531&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640497&_xpt=1&_xf=pdf
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Number Receipt . . |for Sex
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Purposes
o : Non Arthralgia (n/a - Unknown - ), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2112021-05- 65-85 ; - ST . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9606 X Healthcare EEA Female |Unknown - ), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Traumatic haemorrhage (n/a -
EUEC |42 13 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
10008640220 - n/a - Intramuscular])
click or scarl More Back pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Contusion (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
9607 2021-05- | Healthcare Non EEA  |than 85 |Male Hospitalisation), Death (n/a - Fatal - Results in Death), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 13 Professional Vears Hyperglycaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008640197 Hospitalisation), Petechiae (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
klick or scal
9608 2021-05- Healthcare Non EEA 65-85 Male Asthenia (n/a - Unknown - ), Lower respiratory tract infection (n/a - Not Recovered/Not Resolved - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | g 13 Professional Years Important Condition), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008639590
or scaij 3 More SPIKEVAX [COVID-19 MRNA VACCINE
9609 F; [2021-05- |Healthare |\ pea |0 85 |Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- ok |13 Professional Vears immunisation - Not applicable - [n/a - 1{DF} -
10008639572 ; Intramuscular])
Elickcor scad | Non Cardiac failure (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death, Other COVID-19 VA AST CA( X1
2021-05- 18-64 . e - . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9610 Healthcare Non EEA Female |Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death), Respiratory rate increased (n/a - Fatal - CHADO
EU-EC 3|13 Professional Years Results in Death), Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) ( X1 NCOV-19)] (8- n/a - Unknown - [n/a -
10008639128 i ’ —— n/a - Intramuscular])
More
9611 2021-05- Healtheare —pp o than 85 |Male  |Circulatory collapse (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - n/a - n/a - [n/a
EU-ECG- | &3 13 Professional v, - n/a - n/aJ)
10008639116 cars
o || COVID-19 MRNA VACCINE MODERNA (CX-
B 2021-05- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
9612 . Non EEA Male  |Death (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-ECG- | 25 13 Professional Years . .
i 2 applicable - [n/a - 1{DF} - Intramuscular - More in
10008638925
ICSR])
: i More COVID-19 MRNA VACCINE MODERNA (CX-
=i | 2021-05- | Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
9613 EUEC | & 2. i Professional Non EEA glea; s85 Female [Body temperature increased (n/a - Unknown - ), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008638896 a applicable - [n/a - 1{DF} - Intramuscular])
i b Dizziness (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important COVID-19 A VA MODERNA (CX-
2021-05-|Healthcare 18-64 . . Iy . . |024414) [COVID-19 MRNA VACCINE MODERNA
9614 . Non EEA Male  |Condition), Nausea (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in . L
EU-EC- 13 Professional Years Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008638819 > y Imp: applicable - [n/a - 1{DF} - Unknown])
klick or scal | 322 : Non
9615 i (2021-05- Healthcare Non EEA Not Not Hyperhidrosis (n/a - Not Recovered/Not Resolved - ), Liver contusion (n/a - Fatal - Results in Death), Renal failure (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 13 . Specified Specified Fatal - Results in Death), Vaccination site erythema (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - n/a - n/a])
10008638690 Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640220&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008640197&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008639590&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008639572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008639128&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008639116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008638925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008638896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008638819&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008638690&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
[elick or scal 3 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
¥ (2021-05-|Non 18-64 [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9616 | EU-EC- |13 Healthcare  |Non EEA  |Years (Male  [Death (n/a- Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008638329 Professional Unknown])
or scaij i COVID-19 MRNA VACCINE MODERNA (CX-
9617 a: |2021-05- |Healthcare Non EEA 65-85 Male Bedridden (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Myocardial infarction (1290min - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (13 Professional Years Death), Pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008638304 ; applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | 355 Chest pain (9d - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), Dizziness (20d - COVID-19 MRNA VACCINE MODERNA (CX-
9618 2021-05- | Healthcare Non EEA 65-85 Male Unknown - Caused/Prolonged Hospitalisation), Fatigue (20d - Unknown - Caused/Prolonged Hospitalisation), Feeling abnormal|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | % 13 Professional Years (20d - Unknown - Caused/Prolonged Hospitalisation), Malaise (20d - Unknown - Caused/Prolonged Hospitalisation), (CX-024414)] (S- COVID-19 immunisation - Not
10008637936 Somnolence (20d - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results
[ in Death, Caused/Prolonged Hospitalisation), Computerised tomogram head abnormal (n/a - Fatal - Results in Death
Elickcor scad | 75 More Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dizziness (n/a - COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2021-05- | Healthcare . N or X [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9619 : Non EEA  |than 85 |Female |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged o .
EU-EC- | z5 13 Professional v, Hospitalisation). H . /a - Fatal K used/Prol ‘Hospitalisation). Malai Fatal Immunisation - Not applicable - [n/a - n/a -
10008637914/ =33 ‘ears ospitalisation), Heart rate increased (n/a - atal - Results in Death Can ed/Pro longed Hospitalisation), Malaise (n/a - Fatal Unknown])
- Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation)
: Non COVID-19 MRNA VACCINE MODERNA (CX-
9620 21 2021-05- Healthcare Non EEA 65-85 Male Gait disturbance (n/a - Unknown - ), Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | a5 13 Professional Years Condition), Pain (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008637885 applicable - [n/a - 1{DF} - Intramuscular])
m b T Acute respiratory distress syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Acute respiratory failure (n/a - Fatal |(COVID-19 MRNA VACCINE MODERNA (CX-
9621 21 (2021-05- Healthcare Non EEA 65-85 Female |- Results in Death, Caused’Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 13 Professional Years Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation), Vasculitis (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008637814 Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Bedridden (2d - Recovered/Resolved - ), Blood pressure increased (1d - Recovered/Resolved - ), Chest pain (n/a - Unknown -
m = Non Life Threatening, Other Medically Important Condition), Coronary artery thrombosis (1d - Fatal - Results in Death, Life |COVID-19 MRNA VACCINE MODERNA (CX-
9622 2021-05- Healthcare Non EEA 18-64 Female Threatening, Other Medically Important Condition), Dizziness (1d - Recovered/Resolved - ), Fatigue (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | 23 13 Professional Years Recovering/Resolving - ), Gastrooesophageal reflux disease (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Influenza  |(CX-024414)] (S- COVID-19 immunisation - Not
10008637789 like illness (n/a - Recovering/Resolving - ), Malaise (n/a - Recovering/Resolving - ), Myocardial infarction (n/a - Fatal - applicable - [n/a - 1{DF} - Intramuscular])
Results in Death, Life Threatening, Other Medically Important Condition)
Elick or scal : More SPIKEVAX [COVID-19 MRNA VACCINE
9623 g [2021-05- |Healtheare ko ppa - |ihan 85 |Female |Death (0d - Fatal - Results in Death), Seizure (n/a - Unknown - Other Medically Important Condition) MODERNA (CX-024414)] (8- COVID-19
EU-EC- 13 Professional Vears immunisation - Not applicable - [n/a - 1{DF} -
10008637278 Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008638304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008637936&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008637914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008637885&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
Activated partial thromboplastin time prolonged (n/a - Unknown - ), Balance disorder (n/a - Unknown - Caused/Prolonged
Hospitalisation), Blood fibrinogen decreased (n/a - Unknown - ), Brain death (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coagulopathy (n/a - Fatal - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Unknown - ), Haematemesis (n/a - Fatal - Results in
9624 2021-05- | Healthcare Non EEA 65-85 Male Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haematuria (n/a - Fatal - mﬁwoggoﬁgﬂw S/Sa—_COV[D-l9
EU-EC- | 5 13 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Head injury (n/a - Unknown - Other Medically Intramuscular]) PP
10008637192, Important Condition), Heart injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown -
Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Traumatic haemorrhage (n/a - Unknown - Other
Medically Important Condition), White blood cell count increased (n/a - Unknown - )
Eicoa || |
2 (2021-05- Healthcare 18-64 . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
A - - ) . o .
9625 EU-EC- | =5 13 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008637083 &
: COVID-19 MRNA VACCINE MODERNA (CX-
31 |2021-05- | Healthcare 65-85 . . . L . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
9626 EU-EC- 13 Professional Non EEA Vears Male  |Cardiac arrest (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008637014 applicable - [n/a - 1{DF} - Intramuscular])
Feeding disorder (2d - Not Recovered/Not Resolved - Other Medically Important Condition), Fluid intake reduced (2d- Not ~ |COVID-19 MRNA VACCINE MODERNA (CX-
5021-05- | Healthcare 65-85 Recovered/Not Resolved - Other Medically Important Condition), Hyperhidrosis (2d - Not Recovered/Not Resolved - Other  |024414) [COVID-19 MRNA VACCINE MODERNA
9627 | EU-EC- 3 Professional Non EEA Vears Male  [Medically Important Condition), Malaise (2d - Not Recovered/Not Resolved - Other Medically Important Condition), (CX-024414)] (S- COVID-19 immunisation - Not
10008636744 Pulmonary embolism (1d - Fatal - Results in Death, Life Threatening), Tremor (2d - Not Recovered/Not Resolved - Other |applicable - [n/a - 1{DF} - Intramuscular])
Medically Important Condition), Vomiting (2d - Not Recovered/Not Resolved - Other Medically Important Condition)
Elickcor sead | 5021-05- Non 18-64 Bone pain (n/a - Unknown - ), Fall (n/a - Fatal - Results in Death), Influenza like illness (n/a - Unknown - ), Malaise (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
9628 Healthcare EEA Male  |Unknown - ), Malaise (n/a - Unknown - Other Medically Important Condition), Myalgia (n/a - Unknown - ), Pain (n/a - . P .
EU-EC- 13 : Years L ) immunisation - Not applicable - [1d - n/a - n/a])
Professional Unknown - ), Pain in extremity (n/a - Unknown - )
10008636475
3 Acute left ventricular failure (24d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Acute pulmonary MRN, CCINE
Elickcor scal i oedema (24d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Acute respiratory failure (24d - Not COVID-19 A VA MODERNA (CX-
2021-05- | Healthcare 65-85 S - . 024414) [COVID-19 MRNA VACCINE MODERNA
9629 I . Non EEA Male  [Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Sepsis (24d - Fatal - Results in Death, Caused/Prolonged . L
EU-EC- | % 13 Professional Years I . RTIINE b (CX-024414)] (S- COVID-19 immunisation - Not
10008636459 Hospltahsatlon), Troponin increased (24d - Not Recovered/Not Resolvefi - _Caused/_ Prolonged Hospitalisation), Vitamin B12 applicable - [n/a - 1{DF} - Intramuscular])
deficiency (24d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9630 228 2021-05- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 13 . Years Caused/Prolonged Hospitalisation), Sepsis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
Professional .
10008636448 applicable - [n/a - n/a - Intramuscular])
’ 2 2021-05- Non 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
it - - i . . . .
9631 BU-EC- 3 Eﬁgslscizrgal Non EEA Years Male  |Pulmonary thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
10008636329
Eikorscad |: COVID-19 MRNA VACCINE MODERNA (CX-
] 2021-05- [Healthcare 18-64 Brain injury (10d - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (10d - Fatal - Results in [024414) [COVID-19 MRNA VACCINE MODERNA
9632 pupc 13 Professional | NO" EFEA Iyears  [Ma€ |peath, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008636305 applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008637192&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008636459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008636448&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
a* [2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
) : - - ) . S .
9633 EU-EC- o (13 Professional EEA Years Female | Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - .3mL - n/a])
10008636300 ;
Blood pressure increased (10d - Not Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
9634 e 12021-05- | Healthcare Non EEA 65-85 Male Results in Death), Hyperhidrosis (10d - Not Recovered/Not Resolved - Other Medically Important Condition), Pain (10d- {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | ¢ e (13 Professional Years Not Recovered/Not Resolved - Other Medically Important Condition), Tachypnoea (10d - Not Recovered/Not Resolved - (CX-024414)] (S- COVID-19 immunisation - Not
10008636156 ; Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ¢ COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-05- |Healthcare 65-85 . Lo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9635 BU-EC- 3 Professional EEA Years Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008636150 - Not applicable - [n/a - .5mL - n/a])
or scail ¥
% 2021-05- |Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- n/a - Not
: Oeso - - .
9636 EU-EC- 13 Professional EEA Vears Female phageal varices haemorrhage (1d - Fatal - Results in Death) applicable - [/a - 3mL - Intramuscular])
10008636039
B or s |! Hypqxg (n/g - Unknown - _Cause_d/P_rolonged Hospltallsatlon),.Pnewnoma (n/a- Unknowp - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results in Death), Sinus tachycardia (n/a - Unknown -
2021-05- |Healthcare 18-64 o ) - IS 024414) [COVID-19 MRNA VACCINE MODERNA
9637 : Non EEA Male  |Caused/Prolonged Hospitalisation), Supraventricular tachycardia (n/a - Unknown - Caused/Prolonged Hospitalisation), . L
EU-EC- 13 Professional Years . e o ! (CX-024414)] (S- COVID-19 immunisation - Not
Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged .
10008635995 SRR applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation)
;
4k |2021-05-|Healthcare 65-85 . Lo COMIRNATY [TOZINAMERAN] (S- COVID-19
9638 BU-EC- TS Professional EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1/a - .3mL - n/a])
10008635942 ;
i or sca | =22 = Non More COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9639 ' 2021-05-|yoalthcare  [Non EEA  |than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 13 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008635630 Unknown])
- I COVID-19 MRNA VACCINE MODERNA (CX-
1 % 5021-05- | Healthcare 65-85 Cardiopulmonary failure (4d - Fatal - Results in Death), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
9640 i . Non EEA Male  [Secretion discharge (n/a - Unknown - Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | rgs 13 Professional Years SR . ;
Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular - More in
10008635333
ICSR])
o ™ Death (1d - Fatal - Results in Death), Headache (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
9641 4 12021-05- | Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - ), Nausea (n/a - Unknown|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 13 Professional Years -), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Speech disorder (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
10008634353 Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
o | | Cardiac disorder (4d - Fatal - Results in Death), Cardiac failure (4d - Fatal - Results in Death), Fatigue (4d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
; . . - . . N 024414) [COMID-19 MRNA VACCINE MODERNA
9642 2021-05- Healthcare Non EEA 65-85 Male Results in Death), Fluid retention (4d - Fatal - Results in Death), Intensive care (4d - Fatal - Results in Death), (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 13 Professional Years Peripheral swelling (4d - Fatal - Results in Death), Pulmonary oedema (4d - Fatal - Results in Death), Shoring (4d - Fatal applicable - [n/a - 1{DF} - Intramuscular - More in
10008634343 - Results in Death), Swelling (4d - Fatal - Results in Death), Urinary retention (4d - Fatal - Results in Death) IEIS)R])

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=10008636039&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008635995&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008635942&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008635630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008635333&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
0643 i, [2021-05-|Healthcare Non EEA 65-85 Female |COVID-19 pneumonia (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- t13 Professional Years Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Immune | immunisation - Not applicable - [1d - n/a - n/a])
10008634042 system disorder (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
e
9644 Az (2021-05- |Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypertensive heart disease (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- x (13 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008634035
click or scarl g COVID-19 VACCINE ASTRAZENECA (CHADOX1
9645 & |2021-05- |Healthcare Non EEA 65-85 Female Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Pulmonary oedema (n/a NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e (13 Professional Years - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008633302 ; n/a - Intramuscular])
9646 3 £ 12021-05- | Healthcare Non EEA Not Male COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Drug TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 0 x (13 Professional Specified ineffective (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008633148
Elickcor scad | ; 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9647 . EEA than 85 [Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 13 Professional Vears Tntramuscular])
10008633114
Rlickcor scal | 7 A Cardiac arrest (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Unknown - COVID-19 A VA MODERNA (CX-
21 |2021-05- | Healthcare 65-85 N - e . Lo 024414) [COVID-19 MRNA VACCINE MODERNA
9648 o . Non EEA Female |Caused/Prolonged Hospitalisation), Snoring (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a . .
EU-EC- 13 Professional Years - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008633048 geatiosp applicable - [n/a - 1{DF} - Intramuscular])
& 5021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9649 EU-EC- : : 13 Healthcare EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008632885 = Professional - n/a - Intramuscular])
m E 2021-05- Non 65-85 COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Unknown - ), Neutropenia (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9650 Healthcare Non EEA Female |Hospitalisation, Other Medically Important Condition), Neutropenic sepsis (n/a - Unknown - Caused/Prolonged . el .
EU-EC- 13 : Years NI . .. immunisation - Not applicable - [1d - n/a - n/a])
i Professional Hospitalisation, Other Medically Important Condition)
10008632599
[ COMIRNATY [TOZIN?MERAN] (S- COVID-19
%, 021-05- | Healthcare 18-64 immunisation - Not applicable - [n/a - .3mL -
9651 : EEA Male  [Sudden death (0d - Fatal - Results in Death) Intramuscular]), COMIRNATY [TOZINAMERAN] (S
EU-EC- 13 Professional Years . L
- COVID-19 immunisation - n/a - [n/a - .3mL -
10008632083
Intramuscular])
[elick or scal | SPIKEVAX [COVID-19 MRNA VACCINE
2021-05-|Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
: - - ) . o ;
9652 EU-EC- | by 13 Professional EEA Years Female |Cercbrovascular accident (2d - Fatal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10008631978 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008633148&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008633114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008633048&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008632885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008632599&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008632083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008631978&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1017 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# g} L(l))cal ICSR Form l(z;ate?’vs:y Source gountry Age Is’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
wmber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
bt 5021-05- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
9653 EU-EC- b 13 Professional EEA than 85 |Female |Sudden death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10008631696 Years immunisation - n/a - [n/a - 1{DF} - Intraocular])
. . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
9654 A (2021-05- Hea]thc_are EEA 65-85 Female Chest pain (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), Pulmonary embolism (2d - Fatal - immunisation - [Not applicable - [ n/é - 1{DF} -
EU-EC- 13 Professional Years Results in Death) Int ]
10008631693 : ntramuscular])
O | COVID-19 MRNA VACCINE MODERNA (CX-
T3 2021-05- | Healthcare 18-64 Incorrect route of product administration (n/a - Recovered/Resolved - ), Ruptured cerebral aneurysm (n/a - Fatal - Results in 024414) [COVID-19 A YA . MODERNA
9655 . Non EEA Female . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- (13 Professional Years Death, Caused/Prolonged Hospitalisation) licab .
10008631556 applicable - [n/a - 1{DF} - Subcutaneous - More in
ICSR])
[lick or scall | =g i COVID-19 MRNA VACCINE MODERNA (CX-
- 2l (2021-05- Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
9656 EuRC 13 Professional | "M EEA  |yrors  [Male  |Cardiac arrest (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008631468 ] applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | 3 More COVID-19 MRNA VACCINE MODERNA (CX-
9657 2021-05- |Healthcare Non EEA  |than 85 [Male Cardiac failure congestive (1d - Fatal - Results in Death), Condition aggravated (1d - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | ;5 13 Professional Years Respiratory arrest (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008631466/ = i applicable - [n/a - 1{DF} - Intramuscular])
s COVID-19 MRNA VACCINE MODERNA (CX-
Lt (2021-05- |Healthcare 18-64 . ) .. 024414) [COVID-19 MRNA VACCINE MODERNA
9658 EU-EC- b |13 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Overdose (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008631409 applicable - [n/a - 1{DF} - Intramuscular])
B 2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
- - i . . . .
9659 EU-EC- 13 Eﬁ;}slsciirg Al EEA Years Male  |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008629771
- 8 5 021.05. | Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9660 EU-FC- X 13 Professional EEA Vears Male  |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008629609 A - Not applicable - [n/a - 1{DF} - Intramuscular])
Efick or scad | Bl FmipEs! COVID-19 MRNA VACCINE MODERNA (CX-
A" [2021-05-|Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - ) . L
9661 EU-EC- o |12 Professional Non EEA Years Male  |Faemorrhagic stroke (4d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008631320 ; applicable - [n/a - 1{DF} - Unknown])
Rlick or scal F 2021-05- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
9662 EU-EC 12 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
I~ ~ ]
10008630382 Intramuscular])
o 2021-05-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
9663 EU-EC- 12 Professional EEA Vears Male  [Chest pain (1d - Fatal - Results in Death), Cyanosis (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008630113 - Not applicable - [1d - n/a - n/a])

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=10008631320&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
5 2 |2021-05-[Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9664 : EEA Male  |Sudden death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 12 Professional Years Not applicable - [1d- n/a - n/a])
10008630051 - ot appiicable - LA
; 2021-05- |Healthcare 65-85 Cerebral haemorrhage (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (5d - Fatal - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9665 0 . EEA Male . PRI (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- ) 12 Professional Years Results in Death, Caused/Prolonged Hospitalisation) .
; - Drug withdrawn - [1d - n/a - Intramuscular])
10008629493
ke 502105 | Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
9666 . EEA Female |Death (n/a - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
EUEC 12 [Professional Years immunisation - Not applicable - [/a - 1 {DF} - n/al])
10008628990 PP
P Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g [2021-05- 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -), - - LR
9667 EU-EC- 12 ll;l:(?ll“gslsciirga] Non EEA Vears Male  [Back pain (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- Immunisation - Not
10008628451 applicable - [n/a - n/a - Intramuscular])
[ Cholestasis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coagulopathy (n/a - Fatal -
] Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Life
Elickorscal Threatening, Caused/Prolonged Hospitalisation), Hyperbilirubinaemia (n/a - Fatal - Results in Death, Life Threatening,
Fe 5021-05- | Healthcare 18-64 Caused/Prolonged Hospitalisation), Jaundice (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9668 | EU-EC- * 12 Professional Non EEA Vears Female [Hospitalisation), Microangiopathic haemolytic anaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged |immunisation - Not applicable - [n/a - n/a -
10008628166 Hospitalisation), Nausea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intramuscular])
Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombotic
microangiopathy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
&= |2021-05- Healthcare 65-85 . . . s TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9669 EU-EC- AP Professional Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008628148
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 12021-05- 18-64 . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9670 EU-EC- : 2 Ereafcthciar;a] EEA Vears Male  |Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008627856] ofessio 1/a - Intramuscular])
Kick or scal 5 5 5021-05- Non 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - [Cé?o\f/[%_l 19 9@%1%@%6%%] (s-
9671 0 Healthcare Non EEA Female |Unknown - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Results in Death, . . . ’
EU-EC- g |12 Professional Years CausedProlonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008627363 Unknown])
- Aphasia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blindness (n/a - Fatal - Results in Death,
; Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2021-05- |Healthcare 18-64 AT - . o [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9672 : Non EEA Female |Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal s .
EU-EC- 12 Professional Years R d/Proloneed Hospitalisati hacia (n/a - Fatal . dProlonged Immunisation - Not applicable - [n/a - n/a -
10008627140 - Results in Death, Cause rolonged Hospitalisation), Dysphagia (n/a - Fatal - Results in Death, Caused/Prolonge Unknown])
Hospitalisation), Hemiplegia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
or scail COVID-19 VACCINE JANSSEN (AD26.COV2.S)
973 2021-05- |Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-ECG- | 5 12 Professional Years Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008627135 & Unknown])
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Purposes
- Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening), Computerised tomogram head abnormal (n/a -
Elick or sca | ; _ Fatal - Results in Death, Life Threatening), Dizziness (n/a - Fatal - Results in Death, Life Threatening), Drooling (n/a- [COVID-19 VACCINE JANSSEN (AD26.COV2.5)
9674 2021-05- Healthcare Non EEA 65-85 Male Fatal - Results in Death, Life Threatening), Headache (n/a - Fatal - Results in Death, Life Threatening), Hemiparesis (n/a |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- e (12 Professional Years - Fatal - Results in Death, Life Threatening), Magnetic resonance imaging head abnormal (n/a - Fatal - Results in Death, |Immunisation - Not applicable - [n/a - n/a -
10008627102 ; Life Threatening), Nausea (n/a - Fatal - Results in Death, Life Threatening), Reduction of increased intracranial pressure  |Intramuscular])
(n/a - Fatal - Results in Death, Life Threatening)
Rlickcor scad | e More Abdominal mass (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Decreased COVID-19 MRNA VACCINE MODERNA (CX-
9675 2021-05- Healthcare Non EEA  [than 85 |Female |appetite (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypophagia (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Vears H‘;p italisation) ged Hosp » Hypophagi (CX-024414)] (S - COVID-19 immunisation - Not
10008626974 = P applicable - [n/a - 1{DF} - Unknown])
- COVID-19 MRNA VACCINE MODERNA (CX-
;
% 12021-05-|Healtheare 65-85 Aspiration (n/a - Fatal - Results in Death), Cardiac arrest (1d- Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results |y 1) [COVID-19 MRINA VACCINE MODERNA
9676 X : Non EEA Male |, . X (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- o |12 Professional Years in Death), Respiratory arrest (1d - Fatal - Results in Death) . :
; applicable - [n/a - 1{DF} - Intramuscular - More in
10008626973
ICSR])
Abdominal exploration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Abdominal pain upper (n/a - Fatal
or scaij : - Results in Death, Caused/Prolonged Hospitalisation), Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9677 o 2021-05-|Healthcare Non EEA 65-85 Male Hospitalisation), Back pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 12 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008626890 Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a |Unknown])
- Fatal - Results in Death, Caused/Prolonged Hospitalisation)
: COVID-19 VACCINE JANSSEN (AD26.COV2.S)
512021-05- | Healthcare 18-64 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - R - - o .
9678 | tupc | : 12 Professional Non EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008626887 Unknown])
Agitation (n/a - Not Recovered/Not Resolved - ), Apathy (n/a - Not Recovered/Not Resolved - ), Asthenia (n/a - Not
Recovered/Not Resolved - ), Concomitant disease aggravated (n/a - Not Recovered/Not Resolved - ), Confusional state (n/a -
9679  [2021-05-|Healthcare EEA 18-64 Female Not Recovered/Not Resolved - ), Decreased appetite (n/a - Not Recovered/Not Resolved - ), Dysphagia (n/a - Unknown - ﬁéﬁ%‘éﬁ&gﬁ?&?ﬁé&%ﬁ
EU-EC- 12 Professional Years Other Medically Important Condition), Fall (n/a - Unknown - ), Haematoma (n/a - Unknown - ), Head titubation (n/a - Not immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008626732 Recovered/Not Resolved - ), Memory impairment (n/a - Not Recovered/Not Resolved - ), Pneumonia (n/a - Fatal - Results in
Death), Tremor (n/a - Not Recovered/Not Resolved - ), Urinary incontinence (n/a - Not Recovered/Not Resolved - )
= COVID-19 MRNA VACCINE MODERNA (CX-
9680 2021-05- | Healthcare Non EEA 65-85 Male Incomplete course of vaccination (1d - Fatal - Results in Death), Syncope (12d - Fatal - Results in Death), Urinary tract |(024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x (12 Professional Years infection (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008626331 applicable - [n/a - 1{DF} - Intramuscular])
ot 3 2 | 105 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9681 : EEA than 85 |Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 12 Professional V. Int Jlar])
10008625889 cars ramuserar
o |2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9682 . EEA than 85 |\ fale  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 12 Professional Years Tntramuscular])
10008625852,
; More
Lok 2021-05- Healthcare . . . T COMIRNATY [TOZINAMERAN] (S - COVID-19
9683 EU-FC- AP Professional EEA than 85 (Male Jrug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - 1/a - [22d - 2{DF} - Intramuscular])
10008625850 Years
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: More
9684 31 (2021-05-|Healthcare EEA than 85 |Female Asthenia (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional v in Death) immunisation - n/a - [22d - 2{DF} - Intramuscular])
10008625839 s
click or scarl = M
9685 1+ 12021-05- | Healthcare EEA th;);eg 5 [Male Atrioventricular block (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional Psychomotor skills impaired (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Years
10008625838
Rlick or scad | 228 7 021-05- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9686 { | : EEA than 85 [Male  [Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
EU-EC- | %% R (12 Professional v, Inir Jlar])
10008625807 : cars amuseuar
or scaij i More COMIRNATY [TOZINAMERAN] (S- COVID-19
2 (2021-05- Healthcare . immunisation - Not applicable - [1d - .3mL -
: - - .

9687 EU-EC- I Professional EEA %?:;SSS Female [Sudden death (1d- Fatal - Results in Death) Intramuscular]), [MIRT AZAPINE] (S- Major
10008625803 depression - Not applicable - [5d - 15mg - Oral])
Elick or scal | ¢ Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1

9688 2021-05- |Healthcare EEA 65-85 Male Unknown - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- | ; 12 Professional Years Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008625798 Pulmonary oedema (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) n/a - n/al)
S 2021-05- Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19

9689 . EEA Male  [Vaccination failure (13d - Fatal - Results in Death) immunisation - Not applicable - [50d - 1 {DF} -

EU-EC- 12 Professional Years Intramuscular])
10008625713 s
A% & 1021-05- |Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
1 . 1 i 1 - - i . . .

9690 EU-EC- AP Professional EEA $$55 Male  |Vaccination failure (12d - Fatal - Results in Death) immunisation - n/a - [16d - 2 {DF} - Intramuscular])
10008625704 :

o 2021-05-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19

9691 |  EUEC t1o Professional EEA Vears Male  |Ischaemic stroke (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) imtmmisatlij)n - Not applicable - [1d - 1{DF} -
10008625703 ntramuscular])

T
9692 ragr (2021-05- |Healthcare EEA 65-85 Male Acute coronary syndrome (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o |12 Professional Years Ventricular tachycardia (n/a - Fatal - Results in Death) immunisation - n/a - [1d - .3mL - Intramuscular])
10008625702 ;
SS——— o 12021205 [Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9693 X . EEA than 85 |[Male  |Cardiac failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 12 Professional
10008625699 Years Intramuscular])
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: B More COMIRNATY [TOZINAMERAN] (S- n/a - Not
A 2021-05- Healthcare . . applicable - [1d - 1{DF} - Intramuscular]), ZIRABEV
" B _ ) S ,
9694 EU-EC- 12 Professional EEA ?:;SS Male  |Subarachnoid haemorrhage (6d - Fatal - Results in Death [BEVACIZUMARB] (S - Adenocarcinoma of colon -
10008625698 Not applicable - [190d - Smg/kg - Intravenous drip])
;
r3® 2021-05- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
) : - - Results in Death)
9695 EUEC. | B i, Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death na - [n/a - /a - n/a])
10008624901 ;
o 2 102105 [Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisati
9696 30, """ |Healthcare  [EEA ’ Male  |Myocardial infarction (n/a - Fatal - Results in Death) - mmumsation. -
EU-EC- o |12 Professional Years n/a - [n/a - n/a - n/a])
10008624761 ; rofessiona
Qr_scal b=
&= |2021-05- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in SPIKEVAX [COVID-19 MRNA VACCINE
9697 X : EEA Male . : S - . MODERNA (CX-024414)] (S- COVID-19
EU-EC- ok (12 Professional Years Death), Pneumonia (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) . o .
: immunisation - Not applicable - [n/a - n/a - n/a])
10008624462
2 2021-05- Healthcare Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
;i ; . Sudden - - ) . ol .
9698 EU-EC- - 12 Professional EEA Specified Male death (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008624461 '
9699 2021-05- Healthcare g o 65-85 kermale  |Intracardiac thrombus (14d - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (- Immunisation -
EU-EG- | 28 12 Professional Years n/a- [n/a-n/a-n/a])
10008624316/ =}
Efick or scad | =2 = COVID-19 MRNA VACCINE MODERNA (CX-
9700 &+ [2021-05- Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Peripheral coldness (1d - Unknown - ), Pulse absent (1d - Unknown - ), Respiratory {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i x (12 Professional Years arrest (1d - Unknown - ), Trismus (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008624050/ & applicable - [n/a - 1{DF} - Intramuscular])
MRN, CCINE RNA (CX-
LT Cough (1d - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Dizziness (1d - COVID-19 A VA MODE (X
9701 C BeotE) | 2021-05-|Healthcare Non EEA 65-85 Female |Unknown - Other Medically Important Condition), Muscular weakness (1d - Unknown - Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Years Condition) d (CX-024414)] (S- COVID-19 immunisation - Not
10008623966 applicable - [n/a - 1 {DF} - n/a])
" Non More
9702 21 (2021-05- Healthcare EEA than 85 [Male Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral infarction (n/a - Unknown - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 12 . ), Head discomfort (n/a - Unknown - ), Monoparesis (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10008623831
ik or sca | s COVID-19 MRNA VACCINE MODERNA (CX-
9703 J 112021-05- |Healthcare Non EEA 65-85 Male Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination complication (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008623775 applicable - [n/a - n/a - n/a])
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2 More
9704 i [2021-05- Healthcare o o than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 12 Professional v - .3mL - Intramuscular])
10008623509 s
lick or scal : 2021-05- |Healthcare 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9705 h . Non EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 3 (12 Professional Years Intramuscular])
10008623405
Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiac
o arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Procedural pneumothorax (n/a -
w ; o Not Recovered/Not Resolved - Other Medically Important Condition), Pulmonary embolism (0d - Fatal - Results in Death, {COVID-19 VACCINE ASTRAZENECA (CHADOX1
9706 2021-05- |Healthcare EEA 18-64 Male Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Fatal - Results in Death, Life Threatening, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (12 Professional Years Caused/Prolonged Hospitalisation), Pulseless electrical activity (n/a - Fatal - Results in Death, Life Threatening, (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008623254 Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - Not Recovered/Not Resolved - ), Venous thrombosis limb (11d |- n/a - n/a)])
- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ventricular fibrillation (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
o707 ; % 2021-05- Healtheare | Ore & Inaje | Cardiae feilure (20d - Fatal - Results in Death), Cough (20 - Fatal - Results in Death), Epistaxis (20d - Fatal - Results ?/CHADON%AI\I[%&B)?(SV_A}CGMIE Sz:tsignmz_ o _JE[IS/‘:
EU-EC- | 5 12 Professional in Death), Lung infiltration (20d - Fatal - Results in Death), Nasopharyngitis (20d - Fatal - Results in Death)
Years - n/a- n/a])
10008623252
T
9708 212021-05- |Healthcare EEA 18-64 Female Gastrointestinal haemorrhage (n/a - Fatal - Results in Death), Haematoma (n/a - Fatal - Results in Death), Intracardiac |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 12 Professional Years thrombus (n/a - Fatal - Results in Death), Petechiae (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008623248
Blick-or scad :
9709 ¥ [2021-05- Healthcare EEA 65-85 Male Cough (11d - Fatal - Results in Death), Dyspnoea (11d - Fatal - Results in Death), Pulmonary embolism (11d - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- oA 12 Professional Years Results in Death), Somnolence (11d - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
10008623240,
;
1 (2021-05- |Healthcare 65-85 . . .. . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - - , - -
9710 EU-EC- AP Professional EEA Vears Female |Asthenia (1d- Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) na - [n/a- v/a - n/a])
10008623080
Elick or scal | : 5021-05- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9711 h : EEA Male  |Guillain-Barre syndrome (3wk - Fatal - Results in Death), Pulmonary embolism (3wk - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- | ;3 12 Professional Years -
10008623077 -n/a-naj)
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-05- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - :
M2 pupc 12 Eﬁ;ﬁfg " Years [Mble [Hiness(wa- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008622978 - n/a - Intramuscular])
Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Brain injury (n/a - Unknown - Other
: Non Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition),
9713 21 12021-05- Healthcare Non EEA 65-85 Female Dizziness (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Hypoxic-ischaemic |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 1 |12 Professional Years encephalopathy (n/a - Fatal - Results in Death, Other Medically Important Condition), Lip discolouration (n/a - immunisation - Not applicable - [1d - n/a - n/a])
10008622660 i Recovered/Resolved - ), Pulse abnormal (n/a - Unknown - ), Respiratory arrest (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
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umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
: : COVID-19 MRNA VACCINE MODERNA (CX-
9714 1 (2021-05- Healthcare Non EEA 18-64 Female Back pain (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Influenza like illness (n/a - Unknown - ), Pain in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Years extremity (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008622612 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl Non COMIRNATY [TOZINAMERAN] (S - COVID-19
e (2021-05- 65-85 . immunisation - Not applicable - [n/a - n/a - n/a]),
- - . !
9715 EUEc. | % AP E:jg;sciirga] EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) [NOT AVAILABLE] (S- Carotid artery stenosis - Not
10008622406 ; applicable - [n/a - n/a - n/a])
klick or scal ooy ¥ 12021-05- | Healtheare 65-85 Arterial occlusive disease (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9716 BU-EC- 12 Professional EEA Vears Female |Caused/Prolonged Hospitalisation), Sudden cardiac death (n/a - Fatal - Results in Death), Visual impairment (n/a - Unknown [(CHADOXI1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008621888 - Caused/Prolonged Hospitalisation) - n/a - n/a])
2Ll b 2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
9717 EU-EC- '_: 2 Healthcare EEA Vears Male  [Pulmonary thrombosis (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10008621864 : Professional specified)])
i3 2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VA AST A
9718 EU-EC- z 12 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008621863 EE -n/a-n/a)
2% |2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
] / R -
9719 EU-EC- i PP Professional EEA Vears Female |Death (3d - Fatal - Results in Death) na - [n/a- /a - n/a])
10008621777 ;
Klick or sca | ;
2021-05- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; Sudder - - ) . Nl .
9720 EU-EC- | z5 3 (12 Professional EEA Years Male n cardiac death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008621581/ &
-
2021-05- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
9721 EUEC |3 12 Professional EEA Vears Male  [Malaise (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008621539
SR | 05 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9722 EU-EC- 1 Professional EEA Vears Male |Cardiac failure (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008621165 g - Not applicable - [n/a - .5mL - Intramuscular])
[ Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), Feeling abnormal MRN, CCINE RNA a
Bk or ol 9021-05- |Healthcare 65-85 (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Multiple gxﬁ)l[gmvﬂﬁ IX?\M A \X?C)II?\IE M(()CI;)IEZRN A
9723 EU-EC- 12 Professional Non EEA Vears Male  |organ dysfunction syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Unknown - (CX-024414)] (S - COVID-19 immumisation - Not
10008620940 Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [/a - 1{DF} - Intramuscular])
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Primary
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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wmber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S - COVID-19
m b Non immunisation - Not applicable - [n/a - 1{DF} - n/a)),
2021-05- 65-85 . . . . [OXYCODONE HYDROCHLORIDE] (S - Arthralgia -
- - , - - A
9724 EU-EC- 2 12 E:jg;sciirga] EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death) Dose increased - [/a - /a - n/a]), [OXYCODONE
10008620575 HYDROCHLORIDE] (S - Arthralgia - Drug withdrawn
- [n/a - n/a - n/a])
ko i 12021-05- Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - Not
9725 . EEA than 85 (Female |Death (0d- Fatal - Results in Death) .
EU-EC- 12 Professional Vears applicable - [n/a - .3mL - Intramuscular])
10008620033
- A COVID-19 MRNA VACCINE MODERNA (CX-
i e 5021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9726 BU-EC- A0 12 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008619308 applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
3 COVID-19 MRNA VACCINE MODERNA (CX-
E: 2 . L . . 024414) [COVID-19 MRNA VACCINE MODERNA
2021-05- | Healthcare 65-85 Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intracranial aneurysm (n/a - Fatal - Results in . L
9727 i a0 . Non EEA Female PRI . . PTINE (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | % x |12 Professional Years Death, Caused/Prolonged Hospitalisation), Life support (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) licable - /2 - 1 DF! - T dar - More i
10008619705 ; applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
m 5 i More Cognitive disorder (n/a - Unknown - ), Death (1d - Fatal - Results in Death), General physical health deterioration (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare L : . 024414) [COVID-19 MRNA VACCINE MODERNA
9728 . Non EEA  |than 85 Male  |Unknown - ), Hallucination (n/a - Unknown - ), Headache (n/a - Unknown - ), Monoparesis (n/a - Unknown - ), Neck pain . L
EU-EC- 12 Professional Years (n/a - Unknown - ), Somnolence (n/a - Unknown - ), Swelling (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008619584 > > 2 applicable - [n/a - 1{DF} - Intramuscular])
[=1: : Cardiac arrest (15d - Fatal - Results in Death), Carotid pulse abnormal (n/a - Unknown - Other Medically Important MR!
Elickcor scal : Condition), Dysarthria (15d - Recovered/Resolved - Other Medically Important Condition), Facial paralysis (15d - COVID-19 /A VACCINE MODERNA (CX-
=i (2021-05- [Healthcare 65-85 : - ] . 024414) [COVID-19 MRNA VACCINE MODERNA
9729 : Non EEA Female |Recovered/Resolved - Other Medically Important Condition), Pupil fixed (n/a - Unknown - Other Medically Important . D
EU-EC- (12 Professional Years o . : . . P (CX-024414)] (S- COVID-19 immunisation - Not
10008619214 Condition), Respiratory arrest (n/a - Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - applicable - [n/a - 1{DF} - Intramuscular])
Unknown - Other Medically Important Condition) PP ’
Elick or scal | ; COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 18-64 . o 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
9730 EU-EC |5 1) Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008618940 applicable - [n/a - 1{DF} - Intramuscular])
T More
9731|  pipc 1o %221_05_ Eﬁ;};sciirg a1 |[EEA gl(lan 85 |Female |Apnoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) ﬁ%%&&ﬁ?NMRAN] (8-n/a-n/a-[ld-
10008618802 ' cans
Abdominal pain (n/a - Unknown - ), Cardiac disorder (n/a - Unknown - ), Cerebral haemorrhage (n/a - Unknown - Life
: Threatening, Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Embolism (n/a - Unknown - XZE CCINE ASTRAZENEC.
9732 i (2021-05-|Healthcare EEA Not Female Life Threatening, Caused/Prolonged Hospitalisation), Haemorrhage (n/a - Unknown - Life Threatening, Caused/Prolonged ?]CHAD(\)/)I?IAI\J[%\\E 11)9—)1]9(8\/_ Al wa-U nl/?nsgm - [/a- A
EU-EC- 3 i |12 Professional Specified Hospitalisation), Intracranial pressure increased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), na - Intramuscular])
10008618627/ & i Malaise (n/a - Unknown - ), SARS-CoV-2 test positive (n/a - Unknown - ), Thrombosis (n/a - Unknown - Other Medically
Important Condition)
Choking (n/a - Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Dizziness (n/a
- Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Dyspnoea (n/a - Fatal -
i Non Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Eating disorder (n/a - Fatal - Results
2021-05- 18-64 in Death, Life Threatening, Disabling, Other Medically Important Condition), Insomnia (n/a - Fatal - Results in Death, | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9733 Healthcare Non EEA Male
EU-EC- |12 Professional Years Life Threatening, Disabling, Other Medically Important Condition), Myalgia (n/a - Fatal - Results in Death, Life immunisation - Not applicable - [1d - n/a - n/a])
10008618526 ; Threatening, Disabling, Other Medically Important Condition), Salivary hypersecretion (n/a - Fatal - Results in Death, Life
Threatening, Disabling, Other Medically Important Condition), Secretion discharge (n/a - Fatal - Results in Death, Life
Threatening, Disabling, Other Medically Important Condition)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008620575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008620033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008619808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008619705&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008619584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008619214&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618802&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618627&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618526&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Cyanosis (n/a' Fatal Reslults in Dea'th Caused/Prolonged Hospltallsat{on) Headache (n/a Fa'tal n/Resultsl in Death . TOZINAMERAN [TOZINAMERAN] (- COVID-19
9734 &= 12021-05- Healthqa.re Non EEA 65-85 Female Hypoglycaemia (n/a - Fatal - Rgsu'lts in Death' Camed/?rolqnged Hospitalisation), Hypothermia (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a -
EU-EC- 12 Professional Years Death, Caused/Prolonged Hospitalisation), Respiratory acidosis (n/a - Fatal - Results in Death, Caused/Prolonged Tntramuscular])
10008618517 Hospitalisation), Syncope (n/a - Fatal - Results in Death)
click or scarl X COVID-19 VACCINE ASTRAZENECA (CHADOX1
9735 i |2021-05- Healthcare Non EEA 18-64 Male Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening), COVID-19 (n/a - Fatal - Results in Death, INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 112 Professional Years Life Threatening), Hypoaesthesia (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008618418 n/a - Intramuscular])
Elickor scal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
9736 2021-05-|Healthcare Non EEA 18-64 Female Anaphylactic reaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3112 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008618356 - n/a - Intramuscular])
: ? i COVID-19 MRNA VACCINE MODERNA (CX-
9737 4= |2021-05- |Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |12 Professional Years Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008618222 | ; applicable - [n/a - 1 {DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
1 or 5 H 5021-05- | Healthcare 65-85 Asthenia (n/a - Unknown - Other Medically Important Condition), Chills (n/a - Unknown - Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
9738 |  LUEC 5 |12 Professional |V EEA | o [Female |Condition), Death (1d - Fatal - Results in Death), Pain (n/a - Unknown - Other Medically Important Condition), Pyrexia (CX-024414)] (S- COVID-19 immunisation - Not
; (n/a - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
10008617204 ICR])
o More COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-05- | Healthcare - . 024414) [COVID-19 MRNA VACCINE MODERNA
9739 BU-EC- 12 Professional Non EEA 21{1:;1IS85 Female |Chest pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ) (CX-024414)] (S - COVID-19 immunisation - Not
10008617199 applicable - [n/a - 1{DF} - Unknown])
Chest pain (n/a - Unknown - Other Medically Important Condition), Cyanosis (n/a - Unknown - Other Medically Important
Condition), Death (1d - Fatal - Results in Death), Feeling abnormal (n/a - Unknown - Other Medically Important
Elickor scad | Condition), Foaming at mouth (n/a - Unknown - Other Medically Important Condition), Gaze palsy (n/a - Unknown - Other |COVID-19 MRNA VACCINE MODERNA (CX-
9740 2 (2021-05-|Healthcare Non EEA 65-85 Female Medically Important Condition), Posture abnormal (n/a - Unknown - Other Medically Important Condition), Respiratory 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- | g5 |11 Professional Years arrest (n/a - Unknown - Other Medically Important Condition), Seizure like phenomena (n/a - Unknown - Other Medically  [(CX-024414)] (S- COVID-19 immunisation - Not
10008617181 |21 Important Condition), Tremor (n/a - Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - applicable - [n/a - 1{DF} - Intramuscular])
Unknown - Other Medically Important Condition), Visual impairment (n/a - Unknown - Other Medically Important
Condition)
Acute myocardial infarction (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Back pain (13d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure congestive (13d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Cardiogenic shock (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
e Chronic kidney disease (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (13d - Fatal| COVID-19 MRNA VACCINE MODERNA (CX-
i 12021-05- | Healthcare More - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (13d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
9741 EU-EC- 1 Professional Non EEA  |than 85 [Male  |Caused/Prolonged Hospitalisation), Dyspnoea (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue ~ [(CX-024414)] (S- COVID-19 immunisation - Not
10008617176 Years (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Interstitial lung disease (13d - Fatal - Results in Death, |applicable - [n/a - 1 {DF} - Intramuscular - More in
Caused/Prolonged Hospitalisation), Pain (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (13d- |ICSR])
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal failure (13d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Ventricular tachycardia (13d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
ickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 65-85 . N . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
9742 BU-EC- 11 Professional Non EEA Years Female |Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008617122 i 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618517&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618418&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618222&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008617204&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008617199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008617181&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008617176&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008617122&_xpt=1&_xf=pdf
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Primary
BV Prima Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourc(:y Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) lndilZation PT- Act%on ta%(en - ?Durgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
b Brain herniation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Meningioma 8204\;[ 3 lml\;w\x%ﬁéggm A
2021-05- |Healthcare 65-85 benign (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thalamic infarction (1mo ! . .
9743 EU-EC- 1 Professional Non EEA Vears Female |- Fatal - Results in Death. Ca 1 Hospitalisati g - _ i (CX-024414)] (S- COVID-19 immunisation - Not
] esults in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged applicable - [n/a - 1{DF} - Intramuscular - More in
10008617109 Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - ) Il()SpR])
Acute interstitial pneumonitis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Bronchiectasis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown - Life
Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Life Threatening, Caused/Prolonged
i Hospitalisation), Dyspnoea exertional (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a-  |COVID-19 MRNA VACCINE MODERNA (CX-
3% (2021-05-|Healthcare 65-85 Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Hypoxia (24d - Fatal - Results in Death, Life 024414) [COVID-19 MRNA VACCINE MODERNA
9744 EU-EC- 111 Professional Non EEA Years Female Threatening, Caused/Prolonged Hospitalisation), Interstitial lung disease (n/a - Fatal - Results in Death, Life Threatening, |(CX-024414)] (S- COVID-19 immunisation - Not
10008617062, ; Caused/Prolonged Hospitalisation), Lung infiltration (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),  |applicable - [n/a - 1 {DF} - Intramuscular])
Lung opacity (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Nodule (n/a - Unknown - Life
Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation)
- More COVID-19 MRNA VACCINE MODERNA (CX-
9745 2 (2021-05-|Healthcare Non EEA  |than 85 |Male Chronic obstructive pulmonary disease (1d - Unknown - Other Medically Important Condition), Condition aggravated (1d-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC |. |11 Professional Vears Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008617029; i applicable - [n/a - 1{DF} - Unknown])
= H COVID-19 VACCINE ASTRAZENECA (CHADOXI1
9746 ¥ (2021-05- |Healthcare Non EEA 18-64 Male Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Haemorrhage intracranial (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (11 Professional Years Death), Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008616817 - Not applicable - [n/a - n/a - Intramuscular])
2 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
9747 A 2021-05- Healthcare Non EEA 18-64 Female Subarachnoid haemorrhage (n/a - Fatal - Results in Death), Superior sagittal sinus thrombosis (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- g |11 Professional Years Death), Thrombocytopenia (n/a - Fatal - Results in Death), Transverse sinus thrombosis (n/a - Fatal - Results in Death) [(CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008616800 - Not applicable - [n/a - n/a - Intramuscular])
Efickor scal o= : Cerebellar haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
9748 2021-05-|Healthcare |\ (' w0 [18-64 | |Intraventricular haemorrhage (n/a - Fatal - Results in Death), Subarachnoid haemorrhage (1/a - Fatal - Results in Death), [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 11 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008616798 - Not applicable - [n/a - n/a - Intramuscular])
Rlickcor scal 5 % Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
9749 2021-05- Healthcare o ppa 1864 e 1o Ho italisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 11 Professional Years HOSpi talistion) y ged Hosp d S ¢ |(CHADOX1 NCOV-19)] (S- Immunisation - Not
10008616791 | P applicable - [n/a - n/a - Intramuscular])
L Cerebrovascular accident (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (1d - Fatal COVID-19 MRNA VACCINE MODERNA (CX-
9750 2021-05-|Healthcare Non EEA 65-85 Male |- Results in Death, Caused/Prolonged Hospitalisation), Fall (1d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 1 Professional Years Hospitaliation) ged Hosp g Lesulls In Dealh, e (CX-024414)] (S- COVID-19 immunisation -
10008616748 P Unknown - [n/a - 1{DF} - Unknown])
m_ L COVID-19 MRNA VACCINE MODERNA (CX-
9751 2021-05- |Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - Other Medically Important (024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | 25 11 Professional Years Condition), Injection site erythema (n/a - Unknown - ), Injection site pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008616707 applicable - [n/a - 1{DF} - Intramuscular])
; Asthenia (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
9752 g [2021-05- Healtheare 1 gy 16585 lypie Iimportant Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Speech disorder (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (11 Professional Years Othor Mdically Irmertint Conit ¥ D : (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008616699 er cally Important Condition) applicable - [n/a - n/a - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616798&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616791&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616707&_xpt=1&_xf=pdf
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Primary
£V Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - ?Durgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Quali Regulatory p
Purposes
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal -
2 Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown - Caused/Prolonged
Elick or scad |; Hospitalisation, Other Medically Important Condition), Dyspepsia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other [COVID-19 VACCINE ASTRAZENECA (CHADOX1
9753 * 2021-05-|Healthcare Non EEA 18-64 Female Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (11 Professional Years Condition), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Palpitations |(CHADOX1 NCOV-19)] (S - Immunisation - Not
10008616665 ; (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - applicable - [n/a - n/a - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Rash (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
COVID-19 MRNA VACCINE MODERNA (CX-
9754 2021-05- |Healthcare Non EEA 18-64 Male Asthenia (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Dizziness (n/a- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |11 Professional Years Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008616573 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal More Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal - Results in Death, [COVID-19 MRNA VACCINE MODERNA (CX-
9755 2021-05- |Healthcare Non EEA  |than 85 |Female Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG |55 11 Professional Vears Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008616569: Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
m ; i Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cough (n/a
9756 ¥ (2021-05-|Healthcare Non EEA ?ﬁg;eg s [hvae |- Unknown - ), Dyspnoea (n/a - Unknown - ), Hypertensive heart disease (n/a - Fatal - Results in Death), Myocardial mmRﬁOEgoﬁﬂm (3S1;—]LC%)V[D—19
EU-EC- 11 Professional Vears ischaemia (n/a - Fatal - Results in Death), Speech disorder (n/a - Unknown - ), Syncope (n/a - Unknown - Other Medically Tntramuscular]) PP .
10008616518 Important Condition), Vaccination site pain (n/a - Unknown - )
COVID-19 MRNA VACCINE MODERNA (CX-
5021-05- | Healthcare 65-85 Death (n/a - Fatal - Results in Death), Pneumocystis jirovecii pneumonia (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
9757 : Non EEA Female [Hospitalisation, Other Medically Important Condition), Pulmonary embolism (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 11 Professional Years PR . - . .
10008616483 Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
ik orscad | ; i COVID-19 MRNA VACCINE MODERNA (CX-
9758 EUEC. |4 o, %(1)21 05 E:(?:'S;;iirrfal Non EEA 32232 Female |Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ?(2;: (;2 4{%}11(2:1&)1\\4/1[{]1)\{?9\/ i?nmmisatl\i/(l)?:-)];:\llgt\m
10008616394 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
9759 2021-05- |Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Hypotension (n/a - Unknown - Other Medically Important Condition), Hypoxia (n/a (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG | 5 |11 Professional Years - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008616371 applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal F o, 2021-05-|Healthcare 65-85 Headache (n/a - Fatal - Results in Death CaLsed{Pro]ongeq Hospitalisation), Subarachnoid haemorrhage (14d - Fatal - COMIRNATY [TOZTNAMERAN] (S- COVID-19
9760 EU-EC- 1 Professional EEA Vears Male  [Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Drug withdrawn - [1d - n/a -
Hospitalisation) Intramuscular])
10008616290
502105 [ Eealth 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9761 | L ;) 1 e Pea care - IEEA g Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
-EC- ] rofessional Years Tntramuscular])
10008616239
Elickcor scal -‘_- & 5021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9762 h : EEA than 85 [Male  [Sudden death (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | .4 |11 Professional
10008616014 3 Years 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616518&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616483&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616394&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616290&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616239&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9763 : . EEA than 85 |Female |Respiratory arrest (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | =3 11 Professional v Int lar])
10008616008 cans niramisouar
2% (02 1-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9764 Y : EEA Male  |Cachexia (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- (11 Professional Years Intr: Jar])
10008616006 ' amuscuiar
click or scar ; 021.05. Fiatth 5.5 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9765 e theare EEA - Male : CHADOX1 NCOV-19)] (S- COVID-19 immunisation
BUEG 1 Professional Voars COVID-19 (14d - Fatal - Results in Death) o oohcable L )15 COVID19 o
10008616004
Elick or scall | i COVID-19 MRNA VACCINE MODERNA (CX-
lic 2021-05- |Healthcare 65-85 . ) - 024414) [COVID-19 MRNA VACCINE MODERNA
9766 EUEC- | K 3% Professional Non EEA Vears Male  |Lethargy (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008615999 applicable - [n/a - 1{DF} - Unknown])
g 2021-05-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9767 ; EEA Female |Cachexia (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL -
EU-EC- |11 Professional Years Intramuscdl
10008615996 ntramuscular)
% 1021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9768 : EEA Male  [COVID-19 (22d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- |5 11 Professional Years Int dar])
10008615969 nlramuserar
gk or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
9769 2021-05-|Healthcare Non EEA 18-64 Male Back pain (n/a - Unknown - ), Cerebral haemorrhage (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other|{024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |11 Professional Years Medically Important Condition), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008615953 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
* (2021-05- |Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
9770 EUEC. | 11 Professional Non EEA Vears Female |Injury (1d- Fatal - Results in Death), Road traffic accident (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008615266 applicable - [n/a - 1{DF} - Intramuscular])
ElickCor scap | :
9771 42021-05- | Healthcare EEA 65-85 Female Breath sounds abnormal (n/a - Fatal - Results in Death), Hypotonic-hyporesponsive episode (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 2|11 Professional Years Death), Myocardial infarction (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008614782
: COVID-19 MRNA VACCINE MODERNA (CX-
9172 il 12021-05- | Healthcare Non EEA 65-85 Female Asphyxia (1d - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Dysphagia (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |11 Professional Years Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - n/a -
10008614531 [n/a - 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
2 o
9773 ¥: 2021-05 |ealthcare  |EEA 65-85 I\ fale  |Death (n/a - Fatal - Resullts in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- o (11 Professional Years n/a - [n/a - n/a - n/aJ)
10008613966 ; rofession
click or scarl N
2021-05-| " 65-85 Body temperature increased (n/a - Fatal - Results in Death), Dysphonia (n/a - Fatal - Results in Death), Malaise (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
9774 Healthcare EEA Male R . .
EU-EC- | 253 3|11 Professional Years Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008613795| &
m = x Dizziness (n/a - Fatal - Results in Death), Haemorrhagic disorder (n/a - Fatal - Results in Death), Livedo reticularis (/a - |10zINAMERAN [TOZINAMERAN] (S- COVID-19
9775 | 2021-05- Healthcare |\ pr s [65-85 | . |Fatal - Results in Death), Nausea (1/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death), i nication - Not applicable - [n/a - n/a -
EU-EG- |2 11 Professional Years Syncope (1/a - Fatal - Results in Death) Intramuscular])
10008613748
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal - Results in Death,
gk or scal | & Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a
o776 5 2021-05- | Healtheare | oo [18:64 |\ |-Fatal - Results in Death, CasedProlonged Hospitalisation), Fatigue (na - Fatal - Results in Death, CausedProlonged | O/ AMERAT [TOZIAME E’;N]rg COVID-19
EU-EC- | 25 2|11 Professional Years Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results Intramuscular]) PP
10008613743 | b in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
m 3 Aphasia (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically
; - Non More Important Condition), Decreased appetite (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Unknown - MERAN MERAN]
9777 BU-EC- X %(1)21_05_ Healthcare Non EEA  |than 85 |Female |Other Medically Important Condition), Gait inability (n/a - Unknown - Other Medically Important Condition), Hypersomnia msation . NoETaOZlg;ble -[1d- ns:: S/(;]\)/[D_lg
LAy Professional Years (n/a - Unknown - Other Medically Important Condition), Incontinence (n/a - Not Recovered/Not Resolved - Other Medically PP
10008613741 "
Important Condition)
ElickCor scap |3 g Non Cough (46d - Fatal - Results in Death), Dementia (n/a - Recovered/Resolved - Other Medically Important Condition),
9778 i, [2021-05- Healthcare Non EEA Not < IMale Fatigue (n/a - Recovered/Resolved - ), Headache (n/a - Recovered/Resolved - ), Influenza (n/a - Recovered/Resolved - ), Lower TOZINAMERAN [TOZI,NAMERAN] (S- COVID-19
EU-EC- % |11 8 Specified respiratory tract infection (n/a - Recovered/Resolved - Other Medically Important Condition), Pain in extremity (n/a - immunisation - Not applicable - [1d - n/a - n/a])
10008613730 : Professional Recovered/Resolved - )
[ Non
 (2021-05- Not . . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - . ol .
9779 EU-EC- A I[;Ire(?fl'gslsiirga] EEA Specified Female |Pyrexia (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - 1 {DF} - n/a])
10008613375
Elickcor scal b % |5021-05- | Healthcare More Blood lactic acid increased (n/a - Fatal - Results in Death), C-reactive protein increased (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
9780 . EEA than 85 Female |Diarrhoea (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death),
EU-EC- 11 Professional - L . - n/a - n/a])
- Years Somnolence (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
10008613085
1 |2021-05- [ Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9781 . EEA than 85 |Female |COVID-19 (9d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 11 Professional Vears Tntramuscular])
10008613030
Elickcor scal L 5021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9782 ! ] : EEA than 85 (Male  |COVID-19 (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- c x (11 Professional
10008613027 ; Years 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008613741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008613730&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008613375&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008613085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008613030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008613027&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Y 2021-05-|Healthcare Not Death neonatal (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Recovered/Resolved - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9783 EU-EC- 11 Professional Non EEA Specified Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Premature baby (0d - Recovered/Resolved - immunisation - Not applicable - [1d - .3mL -
10008612921 & 5 ¥ Caused/Prolonged Hospitalisation, Other Medically Important Condition) Transplacental])
; COVID-19 MRNA VACCINE MODERNA (CX-
Ll (2021-05- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
oK J : - - Results in Death) . L
9784 EU-EC- | 3h 11 Professional Non EEA Years Male |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008612890 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl Acute myocardial infarction (1d - Fatal - Results in Death), Agonal rhythm (1d - Fatal - Results in Death), Cardiac arrest [COVID-19 MRNA VACCINE MODERNA (CX-
9785 irxdh | 2021-05- |Healthcare  |Non EEA [65-85  [Male  |(1d- Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death), Hypotension (1d - Fatal - Results in Death), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- XH |11 Professional Years Pulse absent (1d - Fatal - Results in Death), Sinus bradycardia (1d - Fatal - Results in Death), Syncope (1d - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10008612706 Results in Death), Therapeutic hypothermia (1d - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
: k- |5021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9786 : EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- |11 Professional Years Intr: Jlar])
10008612465 ; amuscuiar
Cerebral haemorrhage (15d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chills (n/a -
m ] Unknown - Caused/Prolonged Hospitalisation), Disorientation (n/a - Unknown - Caused/Prolonged Hospitalisation), Fall (n/a - |COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-05- [ Healthcare 65-85 Unknown - Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Unknown - Caused/Prolonged Hospitalisation), Initial ~ (024414) [COVID-19 MRNA VACCINE MODERNA
9787 EU-EC- 1 Professional Non EEA Vears Male  |insomnia (n/a - Unknown - Caused/Prolonged Hospitalisation), Mobility decreased (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008611744] § Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Sleep disorder (n/a - Unknown - applicable - [n/a - 1{DF} - Intramuscular - More in
Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation), Weight bearing difficulty |ICSR])
(n/a - Unknown - Caused/Prolonged Hospitalisation)
52 % 12021-0s- Non More COMIRNATY [TOZINAMERAN] (S - Immunisation
9788 ¥ " |Healthcare ~ [EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) - fmmumsation -
EU-EC- |11 Professional Years /- [n/a - n/a - n/al)
10008611685
pe i Non
9789 ! ] 202105 yealthcare |EEA 6585 | pemale |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- |34 x (11 Professional Years n/a- [n/a-n/a-n/a])
10008611639 oressiond
9790 2021-05- Healthcare EEA than 85 |Female Cardiac discomfort (n/a - Unknown - ), Cough (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Dizziness (n/a- |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 11 . Unknown - ), Dyspnoea (n/a - Unknown - ), Performance status decreased (n/a - Unknown - ), Somnolence (n/a - Unknown - )|n/a - [n/a - n/a - n/a])
o Professional Years
10008611638
et 2021-05-Non 18-64 COMIRNATY [TOZINAMERAN] (S- Immunisation -
9791 % Healthcare  [EEA Male  |Death (n/a - Fatal - Results in Death)
EU-EC . |11 Professional Years n/a - [n/a - n/a - n/a])
10008611632 olessiond
i 2021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9792 EU-EC- . 1 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008611631 2 ’ Professional - n/a-n/a])

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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2 o
9793 §|2021-05- | ealthcare |EEA 0585 pemale [COVID-19 (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 11 Professional Years n/a- [n/a-n/a-n/a])
10008611629 & olessio
lick or scal 5021-05- Non 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9794 EU-EC- 1 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008611587 Professional - n/a-n/a])
S 2 00105, /Non 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9795 BU-EC- Y Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008611563 ; Professional - n/a - n/aJ)
2Ll Non ME
9796 2021-05- | althcare  |EEA 0585 hple  |mflenza (n/a - Not Recovered/Not Resolved - ), Right ventricular failure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-ECG- | .3 3|11 Professional Years n/a - [n/a - n/a - n/a])
10008611562 ]
3z 2021-05-Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
9797 Healthcare EEA Female |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - )
EU-EC- | =3 Ly |11 Professional Years n/a - [n/a - n/a - n/a])
10008611561 ; rolessiona
S A 2021-05- | Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9798 jo | . EEA Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 11 Professional Years nal)
10008611316 &
ol | ! L Non COVID-19 VACCINE JANSSEN (AD26.C0V2.9)
9799 s X 2021-05- | ealthcare Non EEA | 139 |Female |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) [COVID-19 VACCINE JANSSEN (AD26.00V2.9)] (8-
EU-EC- | % x (11 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008611306 : Unknown])
: i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
= (2021-05- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
9800 EU-EC- 3t Erea:‘thciars | Non EEA Specified Female |Death (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008611294 olessiona Unknown])
A% [2021-05-|Healthcare 65-85 ) . COMIRNATY [TOZINAMERAN] (S- n/a - Not
) . - - ) .
9801 EU-EC- |11 Professional EEA Years Male  |Circulatory collapse (0d - Fatal - Results in Death applicable - [n/a - .3mL - Intramuscular])
10008611201 ;
lick or s : More . , " , , COMIRNATY [TOZINAMERAN] (S- COVID-19
9802 EULEC. i) 2021-05- Healthc_are EEA than 85 |Female Pyrexia (n/a - Not Recovered/Not cholved - Other Medlcal_ly Important Condition), Rcsp]ratoljy distress (n/a - Not immunisation - Not applicable - [1d - 1{DF} -
511 Professional Recovered/Not Resolved - Other Medically Important Condition), Shock (n/a - Fatal - Results in Death) Intramuscular])
10008611120 Years
Rlick or scal i 2021-05- | Healthare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9803 : EA than 85 [Male  |Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- & 11 Professional
10008611117| £ Years Intramuscular])
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EV . Source . . . .
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COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
i ; - - . S
%041 pupe | 11 |Professional [FPA  |yeas |Male |Sudendeath (1d- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008611097 - n/a- [n/a - 1{DF} - Intramuscular])
Elickorscall | == : COVID-19 MRNA VACCINE MODERNA (CX-
5 =l (2021-05- Healthcare 65-85 . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . A
9805 BU-EC- 1 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death), Injection site pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008611060 ] applicable - [n/a - 1{DF} - Unknown])
QoL scal ¥
9806 2% [2021-05-|Healthcare EEA i\}/f;);eg 5 |Female Cerebrovascular accident (n/a - Fatal - Results in Death), Transient ischaemic attack (n/a - Not Recovered/Not Resolved- |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- (11 Professional Vears Other Medically Important Condition) n/a - [n/a - n/a - Intramuscular])
10008611002 :
Elickcor scal | 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9807 E : EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
EU-EG | 11 Professional v, Int ul
10008610997 cars ntramuscular])
; 3 E More COVID-19 MRNA VACCINE MODERNA (CX-
A [2021-05- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
Y ? - - . D
%8| puEC £(11  |Profussional |NC"FEA [than 85 fFemale Death (1d-Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008610905 : applicable - [n/a - 1{DF} - Intramuscular])
Rlickcor scad | 7 2021-05- Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9809 X : EEA than 85 |[Male  |Vaccination failure (14d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 11 Professional v Int ar])
10008610874 cars niramuseuar
Fostamdg | o Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9810 BU-EC- 1 Healthcare EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Eye haemorrhage (n/a - Unknown - ) immunisation - Not applicable - [30d - 2{DF} -
10008610864 L4 Professional Intramuscular])
% |5021-05- | Healthcare 65-85 Confusional statfe (1d- Fatal - Results in Death, Caqsed{Prolonged Hospitalisation), Depressed lev.el of consciousness (1d - COMIRNATY [TOZINAMERAN] (S - Immunisation -
9811 . EEA Male |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Muscle spasms (1d - Fatal - Results in Death
EU-EC- 11 Professional Years Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10008610837 y ged Hosp
i 2021-05-Non 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
9812 EU-EC- 2] 1 Healthgare EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
: Professional
10008610330
e o
9813 2021-05- Healthcare Non EEA Not Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | § o (11 : Specified Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008610172 : Professional
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Apnoeic attack (n/a - Fatal - Results in Death), Arthralgia (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal -
il Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death),
= 2 5021-05- | Healthcare 18-64 Diarrhoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
9814 BU-EC- 1 Professional Non EEA Years Male  |Results in Death), Myalgia (n/a - Fatal - Results in Death), Obstructive airways disorder (n/a - Fatal - Results in Death), |immunisation - Not applicable - [1d- n/a -
10008610166 LTt Oxygen saturation decreased (n/a - Fatal - Results in Death), Pulse absent (n/a - Fatal - Results in Death), Pyrexia (n/a- |Intramuscular])
Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death), Rhinorrhoea (n/a - Fatal - Results in
Death)
Hikorsal | & 2021-05-[Non Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
. 1 i - - i . . . .
9815 EU-EC- 1 Healthc'are Non EEA Specified Male  |Autism spectrum disorder (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
: Professional
10008610162
%
& (2021-05- |Healthcare 65-85 Haemolysis (1d - Fatal - Results in Death), Jaundice (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZE.NE.CA
9816 . EEA Male " - " (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 11 Professional Years Death), Nausea (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) .
- Not applicable - [n/a - .5mL - Intramuscular])
10008610058
lick or scal | : 2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9817 . . EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a- .5mL -
EU-EC- | 35 11 Professional Years Int lar])
10008609871 niramusciar
Non More
0818 % (2021-05- Healthcare EEA than 85 |Female Malaise (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- n/a- n/a - [n/a
EU-EC- 11 . in Death, Life Threatening, Caused/Prolonged Hospitalisation) - n/a - n/aJ)
Professional Years
10008609831
Elick or scal | Faaddas s Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
9819 e (2021-05- |Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (11 Professional Years Therapeutic hypothermia (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008609751 Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
2 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
Elick or scad | ; A (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
9820 2021-05- |Healthcare EEA 18-64 Female Haemorrhage intracranial (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other -n/a- [n/a- 1{DF} - Intramuscular]),
EU-EC- 11 Professional Years Medically Important Condition) [ACETYLSALICYLIC ACID, ACETYLSALICYLIC
10008609639 ACID PH. EUR] (S- Antiphospholipid syndrome - n/af
- [n/a - 100mg - Oral])
Elick or scad | 357 i COVID-19 MRNA VACCINE MODERNA (CX-
9821 e (2021-05- |Healthcare Non EEA 65-85 Male Acute coronary syndrome (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiogenic shock (2d - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (11 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008609604 : applicable - [n/a - 1{DF} - Intramuscular])
2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
9822 EU-EC- 1 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008609549
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: : Non More
9823 | Lupc %?21-05- Healthcare  [EEA than 85 |Female |Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Tmportant Condition) S;IE/I[ISI:I_A‘E/Z_[I%Z)INAWRAN] (8- COVID-19 -
10008609429 Professional Years
COVID-19 MRNA VACCINE MODERNA (CX-
9824 2021-05- | Healthcare Non EEA 18-64 Female Death (1d - Fatal - Results in Death), Malaise (1d - Unknown - Other Medically Important Condition), Pyrexia (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 11 Professional Years Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008609118 applicable - [n/a - 1{DF} - Intramuscular])
Blick-or scad Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), General physical (COVID-19 MRNA VACCINE MODERNA (CX-
982 2021-05- Healthc'are Non EEA 65-85 Male health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung infiltration (n/a - Unknown - 024414) [COVID-19 MRNA V_ACCINE MODERNA
S| BUECG 5|11 Professional Years Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia ~ |(CX-024414)] (S- COVID-19 immunisation - Not
10008608922 (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Eickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-05- |Healthcare 18-64 . . - - 024414) [COVID-19 MRNA VACCINE MODERNA
9826 EU-EC- 1 Professional Non EEA Vears Male  |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008608509 applicable - [n/a - 1{DF} - Intramuscular])
— i 2021-05- Non 18-64 Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - [C(?O\Q/IDS? ;@\CCFNEJ?ENﬂI\I(%écg)%S%)] (s-
9827 : Healthcare Non EEA Female |Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Suspected COVID-19 (n/a - Unknown - o . y ’
EU-EC- 1 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008608404 Unknown])
Elick or scal |: Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
9828 2021-05- | ealthcare (NonEEA | 13°%% INale [ Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.00V2.§)] (8-
EU-EC- 1 (11 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008608306 rofessiona Unknown])
:
=i |2021-05- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
' R -
9829 EU-EC- 1 Professional EEA Vears Male  [Pulmonary embolism (0d - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008608250
Elickcor scal W : 2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9830 L . EEA Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-ECG- | 2B 11 Professional Years Wa - n/a])
10008608239 -a-na
k- |5021-05- | Healthcare 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9831 L : EEA Female |Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intraventricular haemorrhage (n/a - Fatal -  |(CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 11 Professional Years Results in Death. Life Threatening. Caused/Prolonged Hospitalisati n/a - n/a])
10008608224 ” esults in Deal ife Threatening, Caused/Prolonged Hospitalisation) - n/a - n/a]
Qr _scail it
=i 2021-05- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
' - R
9832 BUEC. | & B 1 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008608211
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
Elick or scal | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-05- Healthcare 65-85 Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in e
9833 ] : EEA Female (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 11 Professional Years Death) wa - n/a))
10008608196 : -wa-na
: 2 2021-05-Non 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
9834 0, " |Healthcare ~ [EEA 3 Female |Cardiac arrest (n/a - Fatal - Results in Death) . S h )
EU-EC- 11 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008608178 rotessiona
Agitation (n/a - Fatal - Results in Death), Blood pressure immeasurable (n/a - Fatal - Results in Death), Circulatory
collapse (n/a - Fatal - Results in Death), Confusional state (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results
in Death), Dyspnoea (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOX1
9835 2021-05- Healthcare Non EEA 18-64 Male Death), Hyperhidrosis (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Illness (n/a - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 11 Professional Years Results in Death), Peripheral arterial occlusive disease (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008608121 7 - Results in Death, Other Medically Important Condition), Respiratory rate increased (n/a - Fatal - Results in Death), - n/a - Intramuscular])
Sepsis (1/a - Fatal - Results in Death), Sinus tachycardia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results
in Death)
- ] COVID-19 MRNA VACCINE MODERNA (CX-
7 5021-05- | Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
9836 : Non EEA  [than 85 Male  |Thrombosis (46d - Fatal - Results in Death, Life Threatening) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 11 Professional . .
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008607931
ICSR])
ik or scal | 52 ; COVID-19 MRNA VACCINE MODERNA (CX-
tk (2021-05-|Healthcare 65-85 S . 024414) [COVID-19 MRNA VACCINE MODERNA
o : - - . L
7| pupc | % 11 |Professional |NOMEEA |yey |Female |Cardiac disorder (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008607887 applicable - [n/a - 1{DF} - Intramuscular])
More General physical health deterioration (n/a - Fatal - Results in Death), Hyperkalaemia (n/a - Fatal - Results in Death), Low| MERAN]
9838 ; j [2021-05- Hea]thqare EEA than 85 [Female |density lipoprotein increased (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death), Transaminases COMIRNATY [TOZIN; (S-na-nja-[na
EU-EC- | 25 11 Professional . . - n/a - n/aJ)
Years increased (n/a - Fatal - Results in Death)
10008607883 =i
Elick or sca | : COVID-19 MRNA VACCINE MODERNA (CX-
9839 4 (2021-05-|Healthcare Non EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 11 Professional Years Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008607832 applicable - [n/a - 1{DF} - Intramuscular])
Cardiac arrest (16d - Fatal - Results in Death, Other Medically Important Condition), Chills (n/a - Unknown - Other
Medically Important Condition), Condition aggravated (n/a - Unknown - Other Medically Important Condition), Electrolyte
Elickor scal imbalance (n/a - Unknown - Other Medically Important Condition), Fall (n/a - Unknown - Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
9840 2021-05- | Healthcare Non EEA 18-64 Female Condition), Fatigue (n/a - Unknown - Other Medically Important Condition), Feeling abnormal (n/a - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 11 Professional Years Medically Important Condition), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Pain in (CX-024414)] (S- COVID-19 immunisation - Not
10008607739 = extremity (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important  |applicable - [n/a - 1 {DF} - Intramuscular])
Condition), Respiratory arrest (16d - Fatal - Results in Death, Other Medically Important Condition), Rhinorrhoea (n/a -
Unknown - Other Medically Important Condition)
Abdominal pain (n/a - Unknown - ), Asthenia (n/a - Unknown - ), COVID-19 (n/a - Recovered/Resolved - Caused/Prolonged
m b Non Hospitalisation), Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Unknown -
9841 2021-05- Healthcare EEA 65-85 Male Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Unknown - ), Oxygen saturation decreased (n/a - Recovered/Resolved |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | 25 11 Professional Years - Caused/Prolonged Hospitalisation), PCO2 abnormal (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Renal ~ |immunisation - Not applicable - [1d - n/a - n/a])
10008607591 failure (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Sudden hearing loss (n/a - Unknown - Other Medically
Important Condition), Tinnitus (n/a - Unknown - )
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008607591&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1036 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
9842 % [2021-05- |Healthcare Non EEA 65-85 Male COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Vaccination failure |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 11 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008607581
Anxiety (n/a - Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Choking (n/a -
Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Condition aggravated (n/a -
Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Dizziness (n/a - Fatal -
m Non Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in
9843 2021-05- Healthcare Non EEA 18-64 Male Death, Life Threatening, Disabling, Other Medically Important Condition), Insomnia (n/a - Fatal - Results in Death, Life |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- ; 2|11 Professional Years Threatening, Disabling, Other Medically Important Condition), Myalgia (n/a - Fatal - Results in Death, Life Threatening, |immunisation - Not applicable - [n/a - n/a - n/a])
10008607513 : Disabling, Other Medically Important Condition), Salivary hypersecretion (n/a - Fatal - Results in Death, Life Threatening,
Disabling, Other Medically Important Condition), Secretion discharge (n/a - Fatal - Results in Death, Life Threatening,
Disabling, Other Medically Important Condition), Tracheal obstruction (n/a - Fatal - Results in Death, Life Threatening,
Disabling, Other Medically Important Condition)
Elickor scal : More COVID-19 MRNA VACCINE MODERNA (CX-
EF [2021-05- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - i . . .
9844 EUEC | 1 Professional Non EEA glea; s85 Female |Cerebrovascular accident (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008607488 applicable - [n/a - 1{DF} - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 o . . o 024414) [COVID-19 MRNA VACCINE MODERNA
9845 EU-EC- 11 Professional Non EEA Vears Male  [Myocardial infarction (22d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008607170 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | =% : COVID-19 MRNA VACCINE MODERNA (CX-
A1 (2021-05- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . .
9846 EU-EC- |3 11 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008607060 i applicable - [n/a - 1{DF} - Intramuscular])
lick or scai % Cough (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening), COVID-19 VACCINE AST NECA X1
2021-05-|Healthcare 18-64 . - . . - - - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9847 . Non EEA Female |Malaise (n/a - Fatal - Results in Death, Life Threatening), Pyrexia (n/a - Fatal - Results in Death, Life Threatening), .
EU-EG  |; 11 Professional Years Rash (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
10008606922 B ¢ Hheatenme - n/a - Intramuscular])
Elick or scal | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 . T . o 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - , . .
9848 EUEC |3 1 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Hospitalisation (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008606904 applicable - [n/a - 1{DF} - Intramuscular])
S % 12021-05- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9849 : . EEA Male  |{COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC |, 11 Professional Years - Not applicable - [n/a - .SmL - Intr dar])
10008606896 ot applicable - Lva - amusear
COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
w [=13 [ (CX—'024414)] (S- COVID-19 immunisation - Not
:  (2021-05-|Healthcare More Death (1d- Fatal - Results in Death), Deep vein thrombosis (n/a - Unknown - Other Medically Important Condition), Pain 2P0 licable - [n/a - 1{DF} - Unknown]), [ASCORBIC
9850 EU-EC- 11 Professional Non EEA.  [than 85 |Female in extremity (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death) ACID, CALCIUM GLUBIONATE, CALCIUM
10008606819 Years ? CARBONATE, CALCIUM, CALCIUM
GLUBIONATE, CALCIUM CARBONATE,
COLECALCIFEROL, CALCIUM] (S - Product used for|
unknown indication - n/a - [n/a - n/a - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
F: bt 2021-05- Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9851 L . EEA than 85 [Female |Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- - 11 Professional v Int lar])
10008606809 cars niramuscrar
2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9852 : EEA Female |Cachexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | 25 11 Professional Years Int ol
10008606784 ntramuscularl)
Bk or scal | 7 COVID-19 VACCINE ASTRAZENECA (CHADOX1
0853  2021-05- Healtheare =1 16585 1 o (n/a - Fatal - Results in Death, Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), Malaise| o 1) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 11 Professional on Years © N - . . " - : (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
, (n/a - Fatal - Results in Death, Life Threatening), Pyrexia (n/a - Fatal - Results in Death, Life Threatening)
10008606781 k - n/a - Intramuscular])
click or scarl Apnoea (n/a - Unknown - Other Medically Important Condition), Blood alcohol increased (n/a - Unknown - Other Medically COVID-19 /A VACCINE MODE (CX-
.. K . . 024414) [COMID-19 MRNA VACCINE MODERNA
2021-05- | Healthcare 18-64 Important Condition), Death (1d - Fatal - Results in Death), Fall (n/a - Unknown - Other Medically Important Condition), . L
9854 . Non EEA Male - i (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | 3 Ly 11 Professional Years Haemorrhage (n/a - Unknown - Other Medically Important Condition), Laryngeal haemorrhage (n/a - Unknown - Other applicable - [n/a - 1{DF} - Intramuscular - More in
10008606764 i Medically Important Condition), Pharyngeal haemorrhage (n/a - Unknown - Other Medically Important Condition) Igg{])
Clckorscal | Zoraiars 2 15021.05. Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
9855 BU-EC- X 1 Healthcare EEA Vears Female [Pneumonia bacterial (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- n/a - Not applicable -
10008606425 i Professional [n/a - n/a - Intramuscular])
oLl ; Non ME ME
9856 R [2021-05 | ealthcare  [Non EEA N0 IMale |Cardiac disorder (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 11 Professional Specified immunisation - Not applicable - [n/a - n/a - n/a])
10008606259
Elickcor scal [ 2021-05- Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9857 : EEA Female [COVID-19 (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 11 Professional Years Int dar])
10008606170 nlramuseuiar
5 2021-05-|Healthcare 65-85 Asthenia (5d - Fatal - Results in Death), Diarrhoea (5d - Fatal - Results in Death), Fatigue (5d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
9858 X : EEA Female |Death), Haematemesis (0d - Fatal - Results in Death), Pain of skin (5d - Fatal - Results in Death), Pyrexia (5d - Fatal - |immunisation - Not applicable - [n/a - .3mL -
EU-EC- x (11 Professional Years . . .
; Results in Death), Visual acuity reduced (3d - Fatal - Results in Death) Intramuscular])
10008606160
Elick or scal | =5 : COVID-19 MRNA VACCINE MODERNA (CX-
; a1 (2021-05-|Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
9859 EU-EC- . 1 Professional Non EEA Vears Male  |Chest pain (n/a - Fatal - Results in Death, Life Threatening), Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008606069 i applicable - [n/a - 1{DF} - Intramuscular])
¥ COMIRNATY [TOZINAMERAN] (S- COVID-19
31 2021-05- | Healthcare 65-85 ) . . o .
9860 . EEA Male  |Circulatory collapse (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | 35 11 Professional Years
10008606035 Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
More . T ;1024414) [COVID-19 MRNA VACCINE MODERNA
2021-05-|Healthcare Asthenia (n/a - Unknown - ), COVID-19 (54d - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in ! o
A h: a R R
9861| EU-EC |5 11 Professional Non EEA  than 85 |Female Death), Exposure to SARS-CoV-2 (54d - Unknown - ) (CX_024414)] (S- COVID-19 immunisation - Not
10008605953 Years applicable - [n/a - 1{DF} - Intramuscular])
- ak Acute myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation), Acute respiratory distress syndrome (n/a -
i Unknown - Caused/Prolonged Hospitalisation), Acute respiratory failure (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
aF (2021-05- |Healthcare 65-85 . . LN . 024414) [COVID-19 MRNA VACCINE MODERNA
9862 X : Non EEA Male  |Cardiac failure congestive (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), Lung . L
EU-EC- e |11 Professional Years . . e N (CX-024414)] (S- COVID-19 immunisation - Not
: i infiltration (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - Caused/Prolonged .
10008605944 Hospitalisati applicable - [n/a - 1{DF} - Intramuscular])
ospitalisation)
o or el [ COVID-19 MRNA VACCINE MODERNA (CX-
- = % |5021-05- [Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
9863 ; Non EEA |than 85 [Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- x (11 Professional . .
; Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008605905
ICSR])
Elickor scad | Badirim,! COVID-19 MRNA VACCINE MODERNA (CX-
% 1 (2021-05- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
9864 EUEC. | & 1 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008605897 applicable - [n/a - n/a - Intramuscular])
or scaj : Non COVID-19 MRNA VACCINE MODERNA (CX-
9865 2021-05- Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Flushing (n/a - Unknown - ), Pain in extremity (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 11 Professional Years Unknown - ), Vaccination complication (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008605785 applicable - [n/a - 1{DF} - Intramuscular])
Eetick or scad |: COVID-19 MRNA VACCINE MODERNA (CX-
! 2021-05- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
866 puEC 11 |Professional NN EEA vy |Female |Death (wa- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008605758 applicable - [n/a - 1{DF} - Intramuscular])
%
&+ [2021-05-|Healthcare 65-85 . oo COMIRNATY [TOZINAMERAN] (S- n/a - Not
9867 EUEC. | % i P Professional EEA Vears Male  [COVID-19 (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 3mL - Intramuscular])
10008605757 ;
Elick orscad | COVID-19 MRNA VACCINE MODERNA (CX-
¥12021-05-|Healthcare More Abdominal pain (4d - Unknown - Other Medically Important Condition), Aspiration (4d - Fatal - Results in Death), Cough 024414) [COVID-19 MRNA VACCINE MODERNA
9868 | EU-EC- Rei 11 Professional ~[Non EEA  |than 85 |Female |(4d - Unknown - Other Medically Important Condition), Myocardial infarction (4d - Fatal - Results in Death), Vomiting  |(CX-024414)] (S- COVID-19 - Not applicable - [n/a -
10008605713 i Years (4d - Unknown - Other Medically Important Condition) 1{DF} - Intramuscular])
9869 4 (2021-05- Healthcare Non EEA Not Female COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | ;28 i (11 : Specified Drug ineffective (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
; Professional
10008605685
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 18-64 . o . .. 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X 5 - - . L
9870 EU-EC- 1 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008605587 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605953&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605758&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605757&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605713&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605587&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
B puEc | Il |Professional | N EEA - than 85 [Female Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008605512 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
24 2021-05- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; ; - - ) . L
9872 EU-EC- | ;3 |11 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008605467 R ] applicable - [n/a - 1{DF} - Unknown])
9873 x| 2021-05- | Healthcare EEA 65-85 Male Death (1d - Fatal - Results in Death), Dysphoria (0d - Fatal - Results in Death), Loss of consciousness (0d - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- & e |11 Professional Years Results in Death) n/a - Intramuscular])
10008605422 ;
- ] COVID-19 MRNA VACCINE MODERNA (CX-
b % |5021-05- [Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9874 0 : Non EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- E e |11 Professional Years . .
; applicable - [n/a - 1{DF} - Intramuscular - More in
10008605406
ICSR])
[elick or scad |: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare . oo . " 024414) [COVID-19 MRNA VACCINE MODERNA
9875 EU-EC- 1 Professional Non EEA 21(1:; S85 Male  |Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008605393 | =, applicable - [n/a - 1{DF} - Unknown])
Z : 5 COVID-19 MRNA VACCINE MODERNA (CX-
L it (2021-05-|Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
) o) : - - Results in Death) . D
%76 pupc | % 1 Professional |NOR EEA  |yrors  [Female |Cardiac arrest (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008605380 applicable - [n/a - 1{DF} - Intramuscular])
i or scad | 2% COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-05-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
BT purc |4 1 Professional |NOREEA  lyroorg  [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008605355 applicable - [n/a - 1{DF} - Intramuscular])
2021-05 Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9878 | fupc | = 1] “°"|Healthcare ~ |EEA Yejdrs Male  |Thrombosis (1/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008605343 ; Professional - /a - Intramuscular])
Elick or sca | (525 5 COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-05- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
al A . - - . . .
B9 purc | % |11 Professional  [OUEEA |y  [Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008605320 =it ; applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . D
9880 EU-EC- 11 Professional Non EEA Years Female |Death (104Imin - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008605284 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ; i COVID-19 MRNA VACCINE MODERNA (CX-
it 4 (2021-05- |Healthcare 65-85 . L 024414) [COVID-19 MRNA VACCINE MODERNA
9881 EU-EC- : : 1 Professional Non EEA Years Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008605229 '-._r foddrn; 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605467&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605422&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605406&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605393&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605380&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605355&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605343&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605284&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008605229&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
9882 2021-05-|Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (1d (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- e 11 Professional Years - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008605114/ &3 applicable - [n/a - 1 {DF} - Intramuscular])
click or scarl ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
% (2021-05- |Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
9883 puEc | 11 Professional | M EEA  |Years [Female (Thrombosis (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
10008605033 - Not applicable - [n/a - n/a - Intramuscular])
Elick or scad | B ; COVID-19 MRNA VACCINE MODERNA (CX-
4k |2021-05-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9884 EU-EC- o (11 Professional Non EEA Years Male  |Death (1d- Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically fmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008604953 ; applicable - [n/a - 1{DF} - Intramuscular])
or scai 3 More Acute myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
9885 a¥ |2021-05- |Healthcare Non EEA  |than 85 [Male Cardiac failure congestive (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | & |11 Professional Vears (1d - Fatal - Results in Death), Lip swelling (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
10008604826 ; Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
9886 ; A" |2021-05- |Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Lower respiratory tract infection (n/a - Fatal - Results in Death), Malaise (n/a - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- x (11 Professional Years Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008604795
: COVID-19 MRNA VACCINE MODERNA (CX-
42021-05- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
987 RURC | & 1 Professional |OMEEA  |yors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008604700 = applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | 31 SPIKEVAX [COVID-19 MRNA VACCINE
% (2021-05- |Healthcare 18-64 . MODERNA (CX-024414)] (S- COVID-19
; - - ) . o ;
9888 EU-EC- | 3% 11 Professional Non EEA Years Male  |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10008604696 Intramuscular])
e
£% (2021-05-|Healthcare Not . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
X : . - - R eased (n/a - Reco - . S .
9889 EU-EC- i P Professional EEA Specified Male  |Death (n/a - Fatal - Results in Death), Platelet count decr (n/a - Not vered/Not Resolved - Life Threatening) immunisation - Not applicable - [ 1d- n/a - n/a])
10008604603 2 '
Elick or scal | 2223 502105 IHealthcare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
9890 EU-EC- 1 Professional EEA Vears Male  [Pulmonary oedema (2d - Fatal - Results in Death) nl\//[(]);)ERNA (CX-024414)] (S-n/a-n/a- [n/a- .5mg-
10008603812 2
s | -
2021-05- | Healthcare 65-85 Cardiac arrest (1d - Fatal - Results in Death), Pumonary embolism (1d - Fatal - Results in Death), Respiratory failure (1d COMIRNATY [TOZIN. . RAN] (8- COVID-19
9891 . EEA Male . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | 35 11 Professional Years - Fatal - Results in Death) Intr dar])
10008603771 amuscuiar
;
9892 2021-05-|Healthcare FA 65-85 Male Atrial fibrillation (1d - Fatal - Results in Death), Hyperglycaemia (1d - Fatal - Results in Death), Hyperpyrexia (1d - COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- | 11 Professional Years Fatal - Results in Death), Hypotension (1d - Fatal - Results in Death) applicable - [n/a - .3mL - n/a)])
10008603719

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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008604700&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008604696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008604603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008603812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008603771&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008603719&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
: More
9893 1 (2021-05-|Healthcare EEA than 85 |Female Atrial fibrillation (11d - Fatal - Results in Death), Depressed level of consciousness (11d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 11 Professional v Ischaemia (11d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008603659 s
9894 3 2021-05- |Healthcare EEA 18-64 Male Cerebral haemorrhage (9d - Fatal - Results in Death), Groin pain (9d - Fatal - Results in Death), Loss of consciousness (9d mﬁﬁgﬁ ggzzilNlicable I n/] E _3(}n)LV{D-19
EU-EC-  |f 11 Professional Years - Fatal - Results in Death), Pain (9d - Fatal - Results in Death), Testicular pain (9d - Fatal - Results in Death) PP :
Intramuscular])
10008601445
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
9895 21 2021-05- Healthcare Non EEA 18-64 Male Death (1d - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | . 10 Professional Years - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008603027 a i applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal F i 2021-05- | Healthcare More Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure acute (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
9896 X . Non EEA  [than 85 |Female |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death . P .
EU-EC- o (10 Professional Vears Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008602942 : gec Hosp
Elick or scad | 1 COVID-19 MRNA VACCINE MODERNA (CX-
g 21 (2021-05- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
997! puEC 10 |Professional NN EEA vy |Female: [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008602861 i applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
9898 21 (2021-05-|Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death), Peripheral embolism (n/a - Fatal - Results in Death, Life Threatening, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 23 10 Professional Vears Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008602857 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | 35 ; COVID-19 MRNA VACCINE MODERNA (CX-
 2021-05-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
9899 puEc 10 |Professional |VOMEEA |y [Male  [Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008602675 applicable - [n/a - 1{DF} - Intramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-05- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
' ; - - ) . L
9900 EU-EC- e 10 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008602619 applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal i b % 1001-05- [Healtheare 65.85 Diabetes mellitus (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Infection (n/a - Fatal - Results in ﬁéﬁ%@&gﬁ?&?m‘?&\%ﬁ
9901 . EEA Male  [Death, Caused/Prolonged Hospitalisation), Pollakiuria (n/a - Unknown - Results in Death, Caused/Prolonged . L
EU-EC- 10 Professional Years Hospitalisation), Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Unknown - [n/a - 1 {DF} -
10008602458 ? Intramuscular])
m e : Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypokalaemia (n/a - Fatal - SPIKEVAX [COVID-19 A VA
21l (2021-05- [Healthcare 65-85 X . - P . . MODERNA (CX-024414)] (S- COVID-19
9902 : EEA Male  [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Oedema (n/a - Fatal - Results in Death, Life . o
EU-EC- 10 Professional Years Threatening, Caused/Prolonged Hospitalisation) immunisation - Unknown - [n/a - 1{DF} -
10008602437 S P 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008603659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008601445&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008603027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602942&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602861&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602857&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602437&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
:
2 (2021-05-|Healthcare 65-85
e ; Sudden death (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
9903 | EU-EC- 10 Professional |EEA Years  (Female immunisation - Not applicable - [1d - n/a - n/a))
10008602243
2021-05-|Healthcare 18-64 Cerebral haemorrhage (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
9904 : EEA Female Berrmwr (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 10 Professional Years Unknown - Caused/Prolonged Hospitalisation) ;
y - Drug withdrawn - [1d - n/a - Intramuscular])
10008602123 | 2%
S| % Diarrhoea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Discomfort (n/a - Unknown - Results in
i 3 Death, Caused/Prolonged Hospitalisation), Disturbance in attention (n/a - Unknown - Results in Death, Caused/Prolonged ME
9905 | g %821_05_ Ere(?llg;sciirrfa] EEA ?{iﬁ: Male  |Hospitalisation), Dizziness (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Skin haemorrhage (n/a - mﬂﬁgﬁ [TOZvH;h dra\xljﬁl\?nf:-_ 1(?)\113[2 :1?a])
; Lt Unknown - Results in Death, Caused/Prolonged Hospitalisation), Splenic haemorrhage (n/a - Fatal - Results in Death, s
10008602045 PTIE
Caused/Prolonged Hospitalisation)
G Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - ME
9906 A% (2021-05-|Healthcare EEA 65-85 Male Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not mﬁﬁ;ﬁ [Illr(gzalmlicablmf _1 ?I?I*};[ ]_}19
EU-EC- x (10 Professional Years Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Lung infiltration (n/a - Not Intramuscular]) PP
10008602032 Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
oLscl o More Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fatigue (n/a - COVID-19 A VA MODERNA (CX-
A [2021-05- |Healthcare oo . . LS 024414) [COVID-19 MRNA VACCINE MODERNA
9907 X . Non EEA  |than 85 |Female |Unknown - Caused/Prolonged Hospitalisation), Sepsis (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, . g
EU-EC % (10 Professional Years Other Medically Tmportant Condition), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10008601924 > Unknown - [n/a - 1{DF} - Intramuscular])
Brain injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Unknown -
o Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
ik orscad | ; . Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
9908 2021-05-|Healthcare Non EEA 18-64 Female Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, |(CX-024414)] (S- COVID-19 immunisation - Not
10008601915 Other Medically Important Condition), Right ventricular dilatation (n/a - Unknown - Caused/Prolonged Hospitalisation), applicable - [n/a - 1{DF} - Intramuscular])
Right ventricular failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown - Caused/Prolonged
Hospitalisation)
) Non
9909 2021-05-|yoalthcare |EEA 18-64 lyple  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 10 Professional Years n/a- [n/a-n/a-n/a])
10008601862 oressiond
or scai i More Contusion (n/a - Unknown - ), Fall (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - Caused/Prolonged Hospitalisation),  |COVID-19 VACCINE ASTRAZENECA (CHADOX1
9910 =1 (2021-05- Healthcare Non EEA  |than 85 |Female Hyponatraemia (n/a - Unknown - ), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | & 10 Professional Vears Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal function test (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008601253 abnormal (n/a - Unknown - ), Urinary tract infection (n/a - Unknown - ), Wound (n/a - Unknown - ) n/a - Intramuscular])
lickcor scal i 2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9911 . EEA Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 10 Professional Years
10008600987 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602243&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602123&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602045&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008602032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008601924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008601915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008601862&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008601253&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600987&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
b COVID-19 VACCINE ASTRAZENECA (CHADOX1
" [2021-05-|Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
9912 BU-EC- 10 Professional EEA Vears Male  |Asthenia (n/a - Fatal - Results in Death), Food refusal (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008600754 -n/a-[n/a-.5mL - Intramuscular])
lick or scal : 2021-05- Non 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9913 EU-EC. L 10 Healthcare EEA Vears Female [Aneurysm (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
-EC- | 5 t :
10008600638| Hxi3 Professional - n/a - n/a])
Rlick orscad 5021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9914 : EEA Female [COVID-19 (3d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 10 Professional Years Int Jar])
10008600554 nlramuserar
Elickcor scal E: 9021-05- | Healthcare 18-64 Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9915 . Non EEA Male  [Death, Other Medically Important Condition), Coma (n/a - Fatal - Results in Death, Other Medically Important . o .
EU-EC- |3 10 Professional Years " immunisation - Not applicable - [1d - n/a - n/a])
L Condition)
10008600439
Bradycardia (2d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (2d - Fatal -
E%5 [ Results in Death, Caused/Prolonged Hospitalisation), Dizziness (2d - Unknown - Caused/Prolonged Hospitalisation), Fall (2d MRN, CCINE
Rlick or scal ] iir] - Unknown - Caused/Prolonged Hospitalisation), Fatigue (2d - Unknown - Caused/Prolonged Hospitalisation), Hypotension (2d COVID-19 A VA MODERNA. (CX-
A |2021-05- |Healthcare 65-85 T . o . 024414) [COVID-19 MRNA VACCINE MODERNA
9916 L X . Non EEA Female |- Unknown - Caused/Prolonged Hospitalisation), Hypoxia (2d - Unknown - Caused/Prolonged Hospitalisation, Other Medically . L
EU-EC- = 10 Professional Years diti i acidosi inkn tsod/P ST ical (CX-024414)] (S- COVID-19 immunisation - Not
10008600383 Impo.rt'ant an tion), Lactic acidosis (2d - Unknown - Ca rolonged HqsplFahgatlon, Other Medlca ly Important applicable - [n/a - 1{DF} - Intramuscular])
Condition), Sinus node dysfunction (2d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Syncope (2d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
] COVID-19 MRNA VACCINE MODERNA (CX-
oLscal . 1021-05- [Health 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
9917 el Car®  INonEEA |07 |Male |Death (1d- Fatal - Results in Death), Syncope (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 10 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008600313
ICSR])
Elick or scaf | 13 s More COVID-19 MRNA VACCINE MODERNA (CX-
9918 a: |2021-05- Healthcare Non EEA  |than 85 |Male Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - Other Medically Important Condition), Fall 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x| 10 Professional Vears (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008600247 ; applicable - [n/a - 1{DF} - Intramuscular])
Eick or scal | & Chest pain (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, COVID-19 A VA MODERNA (CX-
. . 2 Lo . . - 024414) [COVID-19 MRNA VACCINE MODERNA
: 2021-05-|Healthcare 18-64 Life Threatening, Caused/Prolonged Hospitalisation), Injection site pain (n/a - Unknown - Life Threatening, . .
9919 0 : Non EEA Male TN A . . . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- |33 10 Professional Years Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - Life Threatening, Caused/Prolonged applicable - [n/a - 1{DF} - Intramuscular - More in
10008600190 Hospitalisation, Other Medically Important Condition) ItplgR])
More Asthenia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in ME
9920 | Lipe %821_05_ Eﬁgslscizrg a1 |[EEA than 85 |Female |Death), Pyrexia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), SARS-CoV-2 test positive (n/a - mﬂﬁiﬁ [I]];;)_Z[Iga ~1{DF} _] Sa—])CO MID-19
10008600156/ - Years Unknown - Other Medically Important Condition), Vaccination failure (n/a - Not Recovered/Not Resolved - )
Eliccorscal | R s More COVID-19 MRNA VACCINE MODERNA (CX-
9921 ek 1 2021-05- | Healthcare Non EEA  |than 85 |Female Fracture (n/a - Unknown - Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | &% |10 Professional Vears Hospitalisation), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008599860 ; applicable - [n/a - 1{DF} - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600754&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600638&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600439&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600383&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600313&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600247&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600190&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008600156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008599860&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: E COVID-19 MRNA VACCINE MODERNA (CX-
9922 2021-05- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Respiratory arrest (7d - Fatal - Results in Death), Respiratory disorder (7d - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008599769 applicable - [n/a - 1{DF} - Intramuscular])
. N
-05-|Non % AMERAN] (S- n/a - n/a -
9923 | EUBC ! ?821 05 Healthcare  |EEA g{se ;: Male |Dyspnoea .(n/a - Fatal - Results in Death), Myocardial infarction (r'l/a - Fatal - Results in Death), Renal failure (n/a - Fatal %])/I;A_II;/I\;%TY [TOZIN: (S-na-n/a-[nfa
10008599698 Professional - Results in Death), Urinary tract infection (n/a - Fatal - Results in Death)
h (2021-05-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - - X - -
9924 EUEC | % 10 Professional EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Intraventricular haemorrhage (n/a - Fatal - Results in Death) - n/a- n/a))
10008599684
o or el COVID-19 MRNA VACCINE MODERNA (CX-
- = : 2021-05- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
9925 h . Non EEA Female |Acute cardiac event (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 10 Professional Years . .
- applicable - [n/a - 1{DF} - Intramuscular - More in
10008599491
ICSR])
) | g
2021-05- |Healthcare 65-85 Sudd . COMIRNATY [TOZINAMERAN] (S- COVID-19
926 | pupc 10 Professional | CA Years | Male death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a])
10008599480
or scal ; COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 . Lo 024414) [COMD-19 MRNA VACCINE MODERNA
: - - X - - . L
9927 EU-EC- AP Professional Non EEA Vears Male  [Death (1d- Fatal - Results in Death), Incomplete course of vaccination (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008599469 applicable - [n/a - 1{DF} - Intramuscular])
it 2021-05-/Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
i - - i , ial 1 i - - i . . . .
9928 EU-EC- 10 Hea]thc'are EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [nva - 1{DF} - n/a])
Professional
10008599281
: ; COMIRNATY [TOZINAMERAN] (S - COVID-19
3 2021-05-|Healthcare More immunisation - Not applicable - [1d - 1{DF} -
9929 X : EEA than 85 |Female |Haemorrhagic stroke (n/a - Fatal - Results in Death) Intramuscular]), XARELTO [RIVAROXABAN] (S-
EU-EC- o 10 Professional . o .
Years Atrial fibrillation - Not applicable - [n/a - 20mg -
10008599114
Oral])
&= |2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl
9930 EU-EC- | 2% x (10 Professional EEA Years Female |Sudden death (1d - Fatal - Results in Death immunisation - n/a - [1d - 1 {DF} - Intramuscular])
10008599095 Mg
} More
t (2021-05-|Healthcare N . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
9931 EU-EC- 10 Professional EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - n/a - [22d - 1{DF} - Intramuscular])
10008599029 Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
g 3 12021205 [Healthcare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
9932 : EEA Male  |General physical health deterioration (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC 10 Professional Years immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008599013 e ) )
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
! ; - - ) . L
9933 EU-EC- s 10 Professional EEA Years Female |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - n/a -
10008599012 [n/a - n/a - Intramuscular])
Rlick or scal 5021.05-Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9934 : EEA than 85 |Female |Vaccination failure (14d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 10 Professional Years Int ular])
10008598888 ntramuscular]
FRAaL 2021-05-Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
- - i . . .
9935 EU-EC- 10 Eﬁ;};sciirsal EEA Vears Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [1d- 1{DF} - Intramuscular])
10008598870
- | COMIRNATY [TOZINAMERAN] (S- COVID-19
2 021-05- | Healthcare 65-85 immunisation - n/a - [1d - 1{DF} - Intramuscular]),
9936 EUEc. |5 10 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) [CYAMEMAZINE] (S- n/a - n/a - [n/a - 10mg - n/a]),
10008598869 [DOMPERIDONE] (S- n/a - n/a - [n/a - 30mg - n/a]),
i [ESCITALOPRAM] (S- n/a - n/a - [n/a - 10mg - n/a])
& 4 12021-05- |Healtheare 18-64 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
9937 X . EEA Male  [Sudden death (1d- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- x |10 Professional Years Wa- [1d- 1{DF} - Intramuscular])
10008598864 ; T )
:
=i |2021-05- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - .
9938 BU-EC- |10 Professional EEA Vears Female |Carotid artery thrombosis (n/a - Fatal - Results in Death) applicable - [1d - 1 {DF} - Intramuscular])
10008598861 n T
Blickorscal | 2 R 05 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
9939 : EEA than 85 |Female |Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-ECG- |3 (10 Professional V. Int Jlar])
10008598844 ' cas ramusear
7 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9940 0 ) : EEA Male  [Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- | 2% (10 Professional Years Intramuscular])
10008598843 i =iy ;
Elickcor scal & 5021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9941 EU-EC- 10 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008598281 Professional - n/a - n/aJ)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
s Non
2021-05- Not Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - Immunisation -
9942 Healthcare EEA .. |Male Lo
EU-EC- 10 Professional Specified Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/aj)
10008598279 rofession
click or scarl ; Non
w3t 2021-05- Not . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
) . - - Results in Death)
9943 EU-EC- L AP ?re(?tl‘i};:iirgal EEA Specified Female |Hepatitis (n/a - Fatal - Results in Death na - [n/a- /a - n/a])
10008598277 ;
e 2 1202105 [Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
9944 I Healthcare EEA Female |Cerebrovascular accident (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death)
EU-EC- i 10 Professional Years n/a - [n/a - n/a - n/a])
10008598254 rofessiona
Qr _scail >
9904s| mupc | peh %821-05- Iljg:lthcare HEA ?{i‘ﬁ: Male %;:Rg;/a ézl:atal - 11—10(; (s;;;i i;lnoDei ?;llilsaﬁif)ed/Prolonged Hospitalisation), Pulmonary embolism (n/a - Not Recovered/Not ri(m)lE/IEI;R/T;T/-\;I;/:('-["rl;/(;]Z)INAMERAN] (S- Immunisation -
10008598242 Professional uedt P
Qr _scail
2021-05- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - R
9946 BU-EC- 10 Professional EEA Vears Female [Sudden death (1d - Fatal - Results in Death) na - [/a - n/a - n/a])
10008597196
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare Not . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; . - - X - - . S
9947 EU-EC- 10 Professional EEA Specified Female |Cardiac arrest (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008596916 - Not applicable - [n/a - 1 {DF} - n/a])
[elick or scal ; SPIKEVAX [COVID-19 MRNA VACCINE
9948 2021-05- Healthcare EEA 65-85 Male Dyspnoea (2d - Fatal - Results in Death), Haemoptysis (2d - Fatal - Results in Death), Unresponsive to stimuli (n/a - MODERNA (CX-024414)] (S- COVID-19
EU-EC- 10 Professional Years Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008596760 Intramuscular])
Atrial flutter (n/a - Unknown - Caused/Prolonged Hospitalisation), Atrioventricular block (n/a - Unknown - Caused/Prolonged
- Hospitalisation), Blood calcium decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Blood sodium decreased (n/a - MRN, CCINE
: Unknown - Caused/Prolonged Hospitalisation), C-reactive protein increased (n/a - Unknown - Caused/Prolonged COVID-19 A VA MODERNA (CX-
4 (2021-05- Healthcare 65-85 P " et . |024414) [COVID-19 MRNA VACCINE MODERNA
9949 : Non EEA Male  |Hospitalisation), Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in . g
EU-EC- |10 Professional Years . S . (CX-024414)] (S- COVID-19 immunisation - Not
10008596611 Death), Haemoglobin decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Supraventricular extrasystoles (n/a - Unknown - Caused/Prolonged Hospitalisation), White PP
blood cell count increased (n/a - Unknown - Caused/Prolonged Hospitalisation)
ik or scad | = : COVID-19 MRNA VACCINE MODERNA (CX-
# (2021-05- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
930 puEC 210 |Professional [NOMEEA - lyey  [Male  Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008596566 ; 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008598279&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008598277&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008598254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008598242&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008597196&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008596916&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
: ; COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9951 |  EU-EC- 2110 Professional [NonEEA  |years  [Male  |COVID-19 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008596477 applicable - [n/a - 1{DF} - Intramuscular])
ik orscad || COVID-19 MRNA VACCINE MODERNA (CX-
. 2021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9952 . Non EEA Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 10 Professional Years . .
: applicable - [n/a - 1{DF} - Intramuscular - More in
10008596263
ICSR])
Acute respiratory distress syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Bacteraemia (n/a - Unknown -
Elick or scal ; Caused/Prolonged Hospitalisation), COVID-19 pneumonia (15d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
9953 2021-05- |Healthcare Non EEA 65-85 Female Hospitalisation), Gastrointestinal haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation), Hyperkalaemia (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC  |% 10 Professional Years Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), Oliguria (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
10008596247 Unknown - Caused/Prolonged Hospitalisation), Sepsis (n/a - Unknown - Caused/Prolonged Hospitalisation), Shock (n/a - applicable - [n/a - 1{DF} - Intramuscular])
Unknown - Caused/Prolonged Hospitalisation)
ik orscad | i COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-05- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
9954 EU-EC- ; 10 Professional Non EEA Vears Male  [Cough (7d- Fatal - Results in Death), Diarrhoea (7d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008596239 applicable - [n/a - 1{DF} - Unknown])
= Ea i More COVID-19 MRNA VACCINE MODERNA (CX-
L3 2021-05- [Healthcare . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
9955 BU-EC- o Professional Non EEA 21(1:; S85 Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008596189 applicable - [n/a - 1{DF} - Unknown])
COVID-19 VACCINE ASTRAZENECA (CHADOXI
; " 2021-05- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9956 EUEC. | 10 Professional EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008596083 - n/a- [n/a- 1{DF} - n/a])
= A COVID-19 MRNA VACCINE MODERNA (CX-
9957 : 132 2021-05- | Healthcare Non EEA 65-85 Female Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i e |10 Professional Years Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008596044 ; applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal : COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2021-05-[Nen 18-64 [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9958 | EU-EC | 10 Healthcare  [Non EEA Vears Female |Death (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008596019 Professional Unknown])
2 COVID-19 MRNA VACCINE MODERNA (CX-
9959 ek 2021-05- | Healthcare Non EEA 65-85 Female Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x| 10 Professional Years Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008595944 ; applicable - [n/a - 1{DF} - Intramuscular])
gk or scal ; COVID-19 MRNA VACCINE MODERNA (CX-
9960 2021-05- |Healthcare Non EEA 65-85 Female COVID-19 (12d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Respiratory distress (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | = 10 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008595943 applicable - [n/a - 1{DF} - Intramuscular])
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2 Acute respiratory failure (1d - Not RecoveredNot Resolved - Other Medically Tmportant Condition), Cough (1d - Not COVID- 19 MRNA VACCINE MODERNA (CX-
aF (2021-05- |Healthcare 18-64 A " - . 024414) [COVID-19 MRNA VACCINE MODERNA
9961 X . Non EEA Male  [Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically . .
EU-EC 7% (10 Professional Years Tmportant Condition), Pneumonia (1d - Not Recovered/Not Resolved - Other Medically Important Condition) (CX-024414)] (- COVID-19 immunisation - Not
10008595926 ? applicable - [n/a - 1{DF} - Intramuscular])
Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Balance disorder (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation), Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged
] Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coronary artery
[elick or scall | 2= = More disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9962 ar (2021-05- |Healthcare Non EEA  |than 85 |Male Caused/Prolonged Hospitalisation), Essential hypertension (n/a - Fatal - Results in Death, Caused/Prolonged [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- (10 Professional Vears Hospitalisation), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hip fracture (n/a - Fatal - Results |Immunisation - Not applicable - [n/a - n/a -
10008595857 ; in Death, Caused/Prolonged Hospitalisation), Hypokalaemia (n/a - Fatal - Results in Death, Caused/Prolonged Intramuscular])
Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malnutrition (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), X-ray of pelvis and hip abnormal (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation)
Rlick or scal | 5 b 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9963 aAF 2021-05- |Healthcare EEA 18-64 Femal Coronary artery thrombosis (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Loss of consciousness (CHADOX1 NCOV-19)] (S- I isation - Not
EU-EC- o > (10 Professional Years cmale (n/a - Fatal - Results in Death), Pulscless electrical activity (n/a - Fatal - Results in Death) . mUnSatio °
F applicable - [n/a - .5mL - Intramuscular])
10008595849
m COVID-19 MRNA VACCINE MODERNA (CX-
& 12021-05-|Healthcare 18-64 Chest pain (n/a - Unknown - ), Cough (6d - Unknown - ), Death (1d- Fatal - Results in Death), Dyspnoea (6d- Unknown - |02t ) [COVID-19 MRNA VACCINE MODERNA
9964 : Non EEA Male . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 10 Professional Years ), Headache (6d - Unknown - ), Oropharyngeal pain (6d - Unknown - ) . :
applicable - [n/a - 1{DF} - Intramuscular - More in
10008595845
ICSR))
Elick or scal : Chest X-ray (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Computerised tomogram (n/a - Fatal - COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9965 2021-05- |Healthcare Non EEA 18-64 Female Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |¥ 10 Professional Years Hospitalisation), Echocardiogram (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hepatic vein Immunisation - Not applicable - [n/a - n/a -
10008595617 thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
LE Carotid artery dissection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Carotid artery occlusion (n/a - COVID-19 VACCINE JANSSEN (AD26.COV2.9)
e 2021-05- | Healthcare 18-64 . PRI . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9966 X : Non EEA Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral artery occlusion (n/a - Fatal - Results in Death S .
EU-EC- = |10 Professional Years Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008595427 ; oltonged Hospitalisatio Intramuscular])
klickcor scal L More COVID-19 MRNA VACCINE MODERNA (CX-
i 12021-05- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
LEC- A - - . L
9967 | EU-EC 10 Professional Non EEA ?:;SS Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008595313 applicable - [n/a - 1{DF} - Unknown])
gk or scall | ¢ 5 COVID-19 MRNA VACCINE MODERNA (CX-
9968 2021-05- Healthcare Non EEA 65-85 Male Abdominal discomfort (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years Syncope (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008595312 Unknown - [n/a - 1{DF} - Intramuscular])
.z COVID-19 MRNA VACCINE MODERNA (CX-
9969 2021-05-|Healthcare Non EEA 18-64 Male Death (1d - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Nausea (n/a - Unknown - ), Unresponsive to stimuli (n/a - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008595255 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008595926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008595857&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008595849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008595845&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008595617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008595427&_xpt=1&_xf=pdf
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: E COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 18-64 - . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
9970 EU-EC- 10 Professional Non EEA Vears Male  |Completed suicide (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008595210 applicable - [n/a - 1{DF} - Intramuscular])
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory failure (n/a - Fatal
] - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged CCINE SSEN
Elickcor scal A Hospitalisation), Diabetic hyperosmolar coma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diabetic COVID-19 VA JAN (AD26.COV2.8)
2021-05- |Healthcare 18-64 o . PRTIYE . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
9971 . Non EEA Male  [ketoacidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, L .
EU-EC- 10 Professional Years e . . — Immunisation - Not applicable - [n/a - n/a -
10008595139 Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatgl - Results in Death Cau;ed/[?rolonged Hospitalisation), Intramusscular])
Shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
1 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9972 2021-05- Healthcare Non EEA 18-64 Male Arteriosclerosis (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 10 Professional Years Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008595137, Unknown])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
9973 % 2021-05- | Healthcare EEA Not Male . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
BU-EC- |10 Professional Specified Ischaemic cercbral infarction (/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008594939 -n/a- [n/a-n/a-n/al)
Fikorad || : RNAVACCINE
9974 Ak (2021-05-|Healthcare EEA 65-85 Female Haemorrhagic stroke (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ﬁéﬁ%\éﬁﬁg\_ﬁ?&? ) (S/} &?\’lD—N
EU-EC- (10 Professional Years Condition), Pyramidal tract syndrome (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) . sation - n/a - [n/a - 1{DEY - 1 u
10008594906 ) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
; More . . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
9975 2021-05- Healthgare Non FEA  |than 85 |Male Cardio-respiratory arrest (1d- Fatal - Results in Death, Other Medically Important Condition), Dysphagia (1d - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 10 Professional ) . :
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008594830
ICSR])
= : Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening), Chest pain (n/a - Fatal - Results in Death,  |COVID-19 MRNA VACCINE MODERNA (CX-
9976 ; 12021-05- |Healthcare Non EEA 18-64 Female Life Threatening), Dizziness (n/a - Fatal - Results in Death, Life Threatening), Head injury (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 110 Professional Years Death, Life Threatening), Loss of consciousness (n/a - Fatal - Results in Death, Life Threatening), Pulseless electrical (CX-024414)] (S- COVID-19 immunisation - Not
10008594773 activity (n/a - Fatal - Results in Death, Life Threatening) applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | ¢ ; COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-05- |Healthcare 65-85 . . . . N . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - - X - - . L
9977 EUEC. | Y 10 Professional Non EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008594771 applicable - [n/a - 1{DF} - Unknown])
C Balance disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), General COVID-19 MRNA VACCINE MODERNA (CX-
9978 2021-05- |Healthcare Non EEA 65-85 Male physical health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), Memory impairment (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG |k 10 Professional Years Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Unknown - Caused/Prolonged Hospitalisation), Syncope (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
10008594761 - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) 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
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Abdominal pain (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain oedema (n/a - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Carotid artery thrombosis (6d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Cerebral haematoma (11d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (20d - Fatal - Results in Death, Caused/Prolonged
o Hospitalisation), Death (1d - Fatal - Results in Death), Disseminated intravascular coagulation (11d - Fatal - Results in
Elick or scad | =z Death, Life Threatening, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged AXZ] CCINE ASTRAZENE
9979 ke 2021-05- | Healthcare FA 18-64 Male Hospitalisation), Nausea (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (5d - Fatal - Results in ?/CHA]I)E(\)/)%IIAI\I[%\\/{I 113-)59(5\/_ A(DV[D?QSfmmisatiSlr?
EU-EC- g |10 Professional Years Death, Caused/Prolonged Hospitalisation), Seizure (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis |~ /. _ [1d- .5mL - Tntramuscular])
10008594703 (11d- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal ’
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (11d - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Transverse sinus thrombosis (11d - Fatal - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation), Vomiting (5d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
} Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Unknown - Cawsed/Prolonged ~ [COVID-19 MRNA VACCINE MODERNA (CX-
9980 %|2021-05- Healthcare  |Non EEA [18-64  |Female [Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- e |10 Professional Years Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis ~ |(CX-024414)] (S- COVID-19 immunisation - Not
10008594652 (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1 {DF} - Unknown])
m O} COVID-19 MRNA VACCINE MODERNA (CX-
: % [2021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9981 i . Non EEA Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- i 10 Professional Years . :
applicable - [n/a - 1{DF} - Intramuscular - More in
10008594583
ICSR))
Elick or e | Bl COVID-19 MRNA VACCINE MODERNA (CX-
: % (2021-05- |Healthcare 65-85 . N . I 024414) [COVID-19 MRNA VACCINE MODERNA
N - - Results in Death), - - Results in Death, K I
9982 EUEC | 10 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Hospitalisation (28d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008594515 applicable - [n/a - 1{DF} - Intramuscular])
% COVID-19 VACCINE ASTRAZENECA (CHADOX1
A" [2021-05-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
983 pupc % %10 Professional | EA Years |Vele |Cardiacamrest (w2 - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008594350 - Not applicable - [n/a - 1 {DF} - n/a])
¥4 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
9984 : EEA than 85 [Male  |Pyrexia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death)
EU-EC- 10 Professional Vears n/a- [n/a - n/a - n/aj)
10008594187
- COVID-19 MRNA VACCINE MODERNA (CX-
| 12021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9985 . Non EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | =5 10 Professional Years . .
i applicable - [n/a - 1 {DF} - Intramuscular - More in
10008593839,
ICSR])
m [ COVID-19 MRNA VACCINE MODERNA (CX-
nd % 2021-05- | Healtheare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
9986 X : Non EEA Male  [Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- i = (10 Professional Years . .
) applicable - [n/a - 1{DF} - Intramuscular - More in
10008593805 ICSR])
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1 |5021-05- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9987 : Non EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- 10 Professional Years a - Intramuscular])
10008593580 B
Non
9988 2021-05- Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in|TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 10 . Years Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
: Professional
10008593543
click or scarl Non
9989 2021-05- | Healthcare EEA 65-85  |Fomale ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 10 Professional Years Chest discomfort (n/a - Recovered/Resolved - ), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008593532
ek or scal More COVID-19 MRNA VACCINE MODERNA (CX-
9990 2021-05- Healthcare Non EEA  |than 85 |Female Organ failure (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (4d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |10 Professional Vears Caused/Prolonged Hospitalisation), Urinary tract infection (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) |(CX-024414)] (S- COVID-19 immunisation - Not
10008593192 applicable - [n/a - 1{DF} - Unknown])
Elick or scall | = SPIKEVAX [COVID-19 MRNA VACCINE
1 2021-05-|Healthcare 65-85 S . MODERNA (CX-024414)] (S- COVID-19
: - - ) . o :
9991 EU-EC- 10 Professional EEA Years Male |Cardiac failure (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10008593185 Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-05- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
) ; - - ) . L
992\ pupc | % = |10 Professional |0 EEA ?::1-55 Male Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008593143 ; applicable - [n/a - 1{DF} - Intramuscular])
Rk orscal | SeSkRa5 02105 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9993 : EEA Female [COVID-19 (7d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | & = (10 Professional Years Tntramuscular])
10008593142 ' e
- Clostridium difficile colitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Colitis (n/a - Unknown - Caused/Prolonged  |COVID-19 MRNA VACCINE MODERNA (CX-
9994 212021-05- | Healthcare Non EEA 65-85 Male Hospitalisation), Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation), Multiple organ dysfunction 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008593084 Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
ik or scal | =t COVID-19 MRNA VACCINE MODERNA (CX-
9995 rar 2021-05- Healthcare Non EEA 18-64 Male Anxiety (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardio- 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- s > (10 Professional Years respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008593004 ; applicable - [n/a - 1{DF} - Intramuscular])
; More COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-05-|Healthcare . T . o 024414) [COVID-19 MRNA VACCINE MODERNA
Bkl . - - , - - 5 . e
9996 BUEC | B i AP Professional Non EEA ?::ISS Female |Death (1d- Fatal - Results in Death), Hospitalisation (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008593003 ; 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008593143&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008593142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008593084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008593004&_xpt=1&_xf=pdf
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9997 a¥ 2021-05- |Healthcare Non EEA 65-85 Male Disease recurrence (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Recovered/Resolved - ), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- |2 Fox (10 Professional Years Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008592873 ;
] (021-05- | Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
9998 : EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- 10 Professional Years Wa - n/a))
10008592823 Te
kol Anaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Asthenia (n/a - Not Recovered/Not
i More Resolved - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged ME
9999 | LR %821_05_ Erej%te};;zr; a1 |EEA than 85 |Male  |Hospitalisation), Cardiopulmonary failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a mﬂﬁgﬁ [n];g—Z[IEa ~1{DF} _] %Islt_ra(rxn)u\s/iﬁalr%
10008592745 Years - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pleural effusion (n/a - Unknown - Caused/Prolonged
Hospitalisation)
% |5021-05- | Healthcare More Chest pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10000 X . EEA than 85 [Male  |Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- |2 = (10 Professional v Hospitalisation), Srept al sepsis (n/a - Fatal - Results in Death wal)
10008592744 3 ‘ears ospitalisation), Streptococcal sepsis (n/a - Fatal - Results in Death) a
et - 2021-05- | Healthcare 65-85 Death (1d - Fatal - Results in Death), Decreased appetite (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10001 ; EEA Female [Death), Oligodipsia (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death), Somnolence (1d - Fatal - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 10 Professional Years Results in Death) - Not applicable - [n/a - n/a - n/al)
10008592696 esulls In Lea PP
More
10002 2021-05- Healthcare EEA than 85 [Male Cardio-respiratory arrest (0d - Fatal - Results in Death), Death (0d - Fatal - Results in Death), Tumour thrombosis (0d- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 10 Professional v Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008592618 cars
[efick or scal COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- Healthcare Non EEA 65-85 Female | Cardiac failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
10003|  FU-EC- 10 Professional [ O Years © |Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008592577 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ¢ More COVID-19 MRNA VACCINE MODERNA (CX-
10004 e (2021-05-|Healthcare Non EEA  |than 85 [Male Heart rate decreased (3d - Fatal - Results in Death), Hypotension (3d - Fatal - Results in Death), Respiratory disorder (3d (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |10 Professional Vears - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008592452 ; applicable - [n/a - 1{DF} - Unknown])
AXZ] RAZE
10005 f(2021-05- |Healthcare EEA i\ﬁg;eg 5 |Female COVID-19 (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - w‘%{%& B—ﬁg(sv_ A%qNg_?gsrmmigﬁgé
EU-EC- 10 Professional Results in Death), Dyspnoea exertional (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) .
) Years - Not applicable - [n/a - n/a - n/a])
10008592400
Elick or scall | . COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-05- [Healthcare 18-64 . A . - " 024414) [COVID-19 MRNA VACCINE MODERNA
10006, EU-EC- |10 Professional Non EEA Vears Male  |Unresponsive to stimuli (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008592252 applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008592696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008592618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008592577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008592452&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008592400&_xpt=1&_xf=pdf
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- [=1
i 3 o105 Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
10007 EU-EC- 10 Healthcare EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death), Peripheral embolism (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10008592195 i Professional immunisation - n/a - [n/a - n/a - Intramuscular])
lick or scal Non More ME
10008 i 202105 ealthcare  |EEA than 85 [N | Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) COMIRNATY [ TOZINA ] (8- COVID-19
EU-EC- x (10 . Specified immunisation - Not applicable - [1d - n/a - n/a])
) Professional Years
10008592105
SRR ) )1-05- Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
10009 : . EEA Female |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 3 (10 Professional Years - /a- [1d- /a - n/a])
10008591872 a a-na
Qr _scail
4 [2021-05- |Healthcare 65-85 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - ) . i .
10010 EU-EC- 10 Professional Non EEA Years Mele |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008591840
s . ?: (2021-05- |Healthcare 65-85 V. EVRIA [COVID-19 VA AST A
10011 ] : EEA Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC-  |Z 10 Professional Years - Not applicable - [n/a - .SmL - Intramuscular])
10008591671 ot appiicable - [n/a - amuseua
ickorsal | % 2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
10012 § : EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
EU-EC- | 3% o (10 Professional Years - Not applicable - [n/a - .5mL - Intramuscular])
10008591642/ = ; ot apphicabie : usC
Cerebral haemorrhage (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
] Important Condition), Cerebrovascular accident (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
7 1502105 Healtheare 65.85 Hospitalisation, Other Medically Important Condition), Endotracheal intubation (7d - Fatal - Results in Death, Life VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10013 ¥ ; EEA Female |Threatening, Caused/l?rolonged Hqspltahsatlon, Other Medlcal'ly .Important Condlt%on.), Loss of consciousness (7d - Fatal - (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
EU-EC- g (10 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial infarction (0d - Fatal - Results in -n/a- [n/a- 1{DF} - n/a])
10008591476 Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Syncope (7d - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Blick or scal |z : Non Abdominal pain upper (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Hepatic failure (1d - Recovered/Resolved - COVID-19 A VA MODERNA (CX-
=1 2021-05- 18-64 L p 024414) [COMID-19 MRNA VACCINE MODERNA
10014 Healthcare Non EEA Female |Caused/Prolonged Hospitalisation), Nausea (17d - Unknown - ), Renal failure (1d - Recovered/Resolved - Caused/Prolonged . L
EUEC 1§ |10 Professional Years Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008591215 4 applicable - [n/a - 1{DF} - Unknown])
[ Non
L 2021-05- Not i . ! iy TOZINAMERAN [TOZINAMERAN] (S - COVID-19
10015 EU-EC- 10 Hea]thc'are Non EEA Specified Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008590887
Rlickor scal | 3¢ 2 100105,/ Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10016 EU-EC- 10 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008590705 ) Professional n/a - Intramuscular])
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e Non More
10017 BU-EC- o 3321-05- Healthcare EEA than 85 [Male  [Myocardial infarction (n/a - Fatal - Results in Death) _CS/I;/I_H:]/IZI]A;TY [TOZINAMERAN] (8- n/a - fa - [n/a
10008588856 ting ' Professional Years
Cerebral thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
=% Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Results in Death, Caused’Prolonged Hospitalisation),
m b i Non Headache (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Myocardial infarction COVID-19 VACCINE ASTRAZENECA (CHADOXI
= 2021-05- 65-85 . T - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10018 X Healthcare Non EEA Female |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pericardial haemorrhage (n/a - Not Recovered/Not . .
EU-EC- w08 Professional Years Resolved 2 Cased/ Prolonged Hospitalisati P i (n/a - Not Rec /Not Resolved . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008588565 J rofession: solved - Results in Death Caused/Prolonge ospit 1sat¥on), yrexia (n/a - Not Recovered/Not Resolved - Results in | Not applicable - [1d- 1 {DF} - n/a])
Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death,
Caused/Prolonged Hospitalisation)
Cerebral haemorrhage (6d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cerebrovascular
accident (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Confusional state (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Depressed level of consciousness (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
; < Condition), Diarrhoea (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, CCINE ASTRAZENE
Rlickcor scad | 2 s Other Medically Important Condition), Diverticulitis (n/a - Unknown - Results in Death, Life Threatening, COVID-19 VA AST CA( Xl
2= |2021-05- Healthcare 65-85 e L . s . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10019 X : Non EEA Female |Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Unknown - Results in . S
EU-EC- i w08 Professional Years . - R A . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008588564 e J Death, Life Threatening, (hused/}’rolonged Hpspltahsatlon, Disabling, Other' M§dlcally Important C()ndltl'Ol‘l), Nausea (n/a- |* Not applicable - [1d- n/a - n/a])
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Photophobia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Portal vein phlebitis (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Portal vein thrombosis (n/a
- Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Thrombocytopenia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Vomiting (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
Brain herniation (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cerebral
haematoma (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Coma scale abnormal
(n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Diabetes insipidus (n/a - Not
[ Recovered/Not Reso}ved - Results in Death, Caused/l?ro?onged HOSpltallSﬁthl:l), Dysarthria (n/a - Not Rccov.ered/Not (COVID-19 VACCINE ASTRAZENECA (CHADOX]
] Resolved - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhagic stroke (1d - Fatal - Results in Death,
= 2021-05- | Healthcare 18-64 I . PRI NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10020 : Non EEA Female |Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), . S
EU-EC- T (08 Professional Years Hemiolegi N N Ived . used Prol Hospitalisation). I (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008588553 ' emiplegia (n/a-_ ot Recovered/Not Resolved - Results in Death, Ca rolonged Hospital 1sat19n)_, mmune - Not applicable - [1d- n/a - n/a])
thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a -
Unknown - Results in Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Not Recovered/Not Resolved - Results in
Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - Results in Death,
Caused/Prolonged Hospitalisation)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05-|Healthcare 18-64 . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
10021 EU-EC- ] 08 Professional Non EEA Vears Male  |Brain stem stroke (9d - Fatal - Results in Death), Circulatory collapse (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008588166 - Not applicable - [1d - n/a - n/a])
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Abdominal pain (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Biliary sepsis
(n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular
coagulation (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Hepatic infarction
(1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hepatic vein thrombosis (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX]1
10022 12 12021-05- | Healthcare Non EEA 18-64 Female Resolved - Results in Death, Caused/Prolonged Hospitalisation), Jaundice (n/a - Not Recovered/Not Resolved - Results in NCOV—IQ))(][(IX\I)C\K/;?/- 1199 VASCC(%H\E/[ AD-SIT §AZENECA
EU-EC- 72 |08 Professional Years Death, Caused/Prolonged Hospitalisation), Liver function test abnormal (n/a - Not Recovered/Not Resolved - Results in (CHADO : -19)] (S- Immunisation
10008588124/ & Death, Caused/Prolonged Hospitalisation), Polychromasia (n/a - Not Recovered/Not Resolved - Results in Death - Not applicable - [1d - n/a - n/a])
Caused/Prolonged Hospitalisation), Portal vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death
Caused/Prolonged Hospitalisation)
click or scarl % Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Circulatory collapse (n/a - Unknown - Results in Death, (COVID-19 VACCINE ASTRAZENECA (CHADOX1
10023 & (2021-05-|Healthcare Non EEA 18-64 Female Life Threatening), Coagulopathy (n/a - Not Recovered’Not Resolved - Results in Death, Life Threatening), Headache (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |5 x |08 Professional Years Not Recovered/Not Resolved - Results in Death, Life Threatening), Venous thrombosis (n/a - Unknown - Results in (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008588118 Death, Life Threatening) - n/a- n/a])
Confusional state (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
gk or scal | ¢ _ More Delirium (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX]1
10024 = |2021-05- |Healthcare Non EEA  |than 85 Male Haemoglobin decreased (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (08 Professional Vears Condition), Hypotension (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008588108 Condition), Hypothermia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |- n/a - n/a])
Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition)
Elickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
10025 '1(2021-05- |Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Unknown - Results in Death), Pulmonary embolism (1d - Fatal - Results in Death), Thrombocytopenia |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- £ (08 Professional Years (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008587715 : - 1{DF} - n/a])
Circulatory collapse (n/a - Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Deep
vein thrombosis (n/a - Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Dyspnoea
iy (n/a - Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Myocardial strain (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
10026 i [2021-05- Healthcare Non EEA 18-64 Male Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Pain in extremity (n/a - Unknown -|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e (08 Professional Years Results in Death, Life Threatening, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008586090 Death, Life Threatening, Other Medically Important Condition), Pulseless electrical activity (n/a - Unknown - Results in |- Not applicable - [n/a - n/a - n/a))
Death, Life Threatening, Other Medically Important Condition), Thrombocytopenia (n/a - Unknown - Results in Death
Life Threatening, Other Medically Important Condition)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
=4 | 2021-05- | Healthcare 65-85 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10027 EU-EC- B, (08 Professional |Non EEA  |Years |Female |Pancreatitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008585829 - n/a - n/aJ)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
10028 oo | » 3221-05- E:(?g;:gjal Non EEA ?(iﬁ: Male |Cardiac arrest (n/a - Recovering/Resolving - Results in Death), Death (n/a - Fatal - Results in Death) PIZICOI V]:- 1:9))(][%08331] 99)]\]?SC_:C§:]?: ﬁnﬁ)ﬁ%ﬁé
10008584620 5 n/a - n/aJ)
ek or scal ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10029 pugc 08 ?fjg;;fjal Non EEA | ors  [Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- /a - Unknown - [n/a -
10008581201 n/a - n/a))

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=10008588124&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008588118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008588108&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008587715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008586090&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008585829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008584620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008581201&_xpt=1&_xf=pdf
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: ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
A [2021-05-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - . S
10030 EU-EC- T 0g Professional Non EEA Vears Male |Vena cava thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008580376 ; - Not applicable - [n/a - n/a - n/a])
Abdominal discomfort (3d - Recovered/Resolved - Results in Death), Acute kidney injury (n/a - Not Recovered/Not
Resolved - Results in Death), Ascites (n/a - Unknown - Results in Death), Asthenia (n/a - Unknown - Results in
Death), Cholelithiasis (n/a - Unknown - Results in Death), Circulatory collapse (n/a - Unknown - Results in Death),
Decreased appetite (n/a - Unknown - Results in Death), Diabetic coma (n/a - Not Recovered/Not Resolved - Results in
[etick or scal . Death), Diarrhoea (n/a - Recovered/Resolved - Results in Death), Dysgeusia (n/a - Recovered/Resolved - Results in COVID-19 VACCINE ASTRAZENECA (CHADOX1
10031 2021-05-|Healthcare Non EEA 18-64 Female Death), Dysphagia (n/a - Unknown - Results in Death), Electrocardiogram ST segment elevation (n/a - Recovered/Resolved NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG  |= 08 Professional Years - Results in Death), Hyperglycaemia (n/a - Not Recovered/Not Resolved - Results in Death), Hyperkalaemia (n/a- Not  [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008580373 Recovered/Not Resolved - Results in Death), Hypoglycaemia (n/a - Not Recovered/Not Resolved - Results in Death), - Not applicable - [n/a - n/a - n/a])
Lethargy (n/a - Unknown - Results in Death), Myocardial ischaemia (3d - Fatal - Results in Death), Pancreatitis (n/a -
Not Recovered/Not Resolved - Results in Death), Peripancreatic fluid collection (n/a - Unknown - Results in Death),
Polyuria (n/a - Recovering/Resolving - Results in Death), Renal impairment (n/a - Not Recovered/Not Resolved - Results
in Death), Sluggishness (n/a - Unknown - Results in Death)
. Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
10032 : 2021-05- Healthcare Non EEA 18-64 Male Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death), Pulmonary embolism (n/a - Fatal - Results |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i Frx: (08 Professional Years in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008580195 - Not applicable - [n/a - n/a - n/a])
gk or scal L Aphasia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiopulmonary failure (n/a - Fatal - Results |COVID-19 VACCINE ASTRAZENECA (CHADOX1
10033 i (2021-05- Healthcare Non EEA 18-64 Female in Death), Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 08 Professional Years Results in Death), Hypoaesthesia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting  |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008579895 (n/a - Fatal - Results in Death) - n/a - Intramuscular])
! More Dehydration (n/a - Fatal - Results in Death, Life Threatening), Diarrhoea (n/a - Fatal - Results in Death), Fall (n/a - Fatal ME
10034 2021-05-Healthcare EEA than 85 |Female |- Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - COMIRNATY [TOZINA 1 (S- COVID-19
EU-EC- o x (08 Professional " immunisation - Not applicable - [n/a - 1{DF} - n/a])
v Years Fatal - Results in Death)
10008578029
.
17 12021-05- Healthcare 65-85 _ . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - -), - - ) . S .
10035 EU-EC- 5 |08 Professional EEA Years Male  |Dizziness (n/a - Unknown - ), Sudden death (n/a - Fatal - Resullts in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008577835
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
10036 4 (2021-05- Healthcare EEA than 85 |Male Cardiac arrest (n/a - Fatal - Results in Death), Ischaemic cerebral infarction (n/a - Fatal - Results in Death), Myocardial [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 08 Professional Vears infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008577649 - Not applicable - [n/a - 1 {DF} - n/a])
Bk or s | Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal - Results in
5 12021-05- | Healthcare More Death, Caused/Prolonged Hospltallsatlon)., Hemiparesis (n/a - Fatal - Results in Death, Caused/l_)rolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S- COVID-19
10037 : EEA than 85 |Female |[Muscular weakness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Neurologic neglect syndrome (n/a- | o .
EU-EC- 08 Professional . N . N . immunisation - Not applicable - [n/a - 1{DF} - n/a])
Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Fatal - Results in Death,
10008577648 T
Caused/Prolonged Hospitalisation)
; 2 (2021-05- Non 65-85 Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
10038 ! X Healthcare EEA Female T . s .
EU-EC- |25 x |08 . Years Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008577574 Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008580376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008580373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008580195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008579895&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008577835&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008577649&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008577648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008577574&_xpt=1&_xf=pdf
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S on
¥ 2021-05- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
R - ) . S .
10039 EU-EC- o (08 Eea%thc-are Al EEA Years Female \Malaise (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008577532 rofession
klick or scar Cerebrovascular accident (n/a - Fatal - Results in Death), Dysarthria (n/a - Not Recovered/Not Resolved - Other Medically COVID-19 VA AST ocn ]ENECAR( ZENE Xl
10040 2021-05-|Healthcare —|pp 6585 pemale |Important Condition), Hypophagia (n/a - Not Recovered/Not Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ) INCOV-19) [COVID- 19 VA AST CA
BUEC |72k 5 (08 Professional Years I\rIZEse o (wa- Not Recz)vg;p ed/‘;\b tg‘Resolve i) g > |(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008577525| 733k ; - Not applicable - [n/a - 1 {DF} - n/a])
Elickor scall | %= ; More SPIKEVAX [COVID-19 MRNA VACCINE
 2021-05-|Healthcare . . MODERNA (CX-024414)] (S- COVID-19
: - - . o ;
10041 EUEC | % 08 Professional EEA gl(lan 85 |Female |Vomiting (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008577389 HiMl cars Intramuscular])
or scaj 32 COVID-19 MRNA VACCINE MODERNA (CX-
10042 A2 |2021-05- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Hypophagia (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (08 Professional Years Death), Somnolence (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008577079 applicable - [n/a - 1{DF} - Intramuscular])
ik or scal | =% ; SPIKEVAX [COVID-19 MRNA VACCINE
2% (2021-05-|Healthcare 65-85 i . ) . MODERNA (CX-024414)] (S - COVID-19
X ; - - - X - - . o
10043 EU-EC- % (08 Professional EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - .S -
10008577065 Intramuscular])
; ;
 (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
X . - - Results in Death) . S .
10044 EU-EC- = |08 Professional EEA Years Male  |Dyspnoea (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008576827
Klick or scal )
* 2021-05- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
3 : - - Results in Death), - - Results in Death) . Nl
10045  EUEC 08 Professional EEA Vears Male  |Chest pain (5d - Fatal - Results in Death), Infarction (5d - Fatal - Results in Death immunisation - n/a - [1Va - 1 {DF} - Intramuscular])
10008575109
— ] Non
2 2021-05- 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
10046, EU-EC- T (08 Healthqare EEA Vears Male  |Pyrexia (15d - Fatal - Results in Death), Respiratory failure (15d - Fatal - Results in Death rophylaxis - n/a - [n/a - .3mL - Intramuscular])
H Professional
10008574983
gk orscad | . ; More SPTKEVAX [COVID-19 MRNA VACCINE
&% [2021-05-|Healthcare . MODERNA (CX-024414)] (S- COVID-19
] X . - - Results in Death) . o ;
10047 coec | b (08 Professional | EEA gl(lan 85 [Male  [Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1 {DF} -
10008574740 =15 cars Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
ik orn 3 2001.05. Healthare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
10048 X . Non EEA Male  |Death (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- o (08 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008574529 ICSR])
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; % More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 (2021-05-|Healthcare o L . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10049 FUEC. |9 % 07 Professional Non EEA ?:;SS Male  [Adverse event following immunisation (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008576521 n/a - Intramuscular])
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-05- [Healthcare . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10050 EUEC. | 07 Professional Non EEA 2}(1:;55 Female |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008576518 n/a - Intramuscular])
Bk or scal | B . More COVID-19 VACCINE ASTRAZENECA (CHADOX1
10051 2021-05- Healthcare Non EEA  |than 85 |Female Anaemia (n/a - Fatal - Results in Death), Fibrin D dimer increased (n/a - Fatal - Results in Death), Platelet count NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- k|07 Professional v, decreased (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition)  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
ears
10008576517 n/a - Intramuscular])
" Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important CCINE RAZE CHADO
oLl o More Condition), Circulatory collapse (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 VA AST INECA ( XI
2021-05- |Healthcare " : . . . L ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10052 . Non EEA  |than 85 |Female |Microangiopathic haemolytic anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
EU-EC- (07 Professional o . . . A (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Years Condition), Pain in extremity (n/a - Unknown - ), Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation,
10008576516, ; o n/a - Intramuscular])
Other Medically Important Condition)
Elickor scal | = bt Cold sweat (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOX]1
10053 [ 2021-05-|Healthcare | ppa 0585 lypie | Death), Influenza like illness (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death, Other Medically | o0 -12) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (07 Professional Years Tmport a;nt Condition) ’ (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008576509 mp 1a - Intramuscular])
Acute kidney injury (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute myocardial infarction (5d -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aphasia (5d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Arthralgia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Back pain (5d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Chills (8d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Delirium (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Endocarditis (5d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Hyperhidrosis (8d - Fatal - Results in Death, Caused/Prolonged
Elick or scal | Hospitalisation), Hyperthermia (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Joint range of motion ~ [COVID-19 MRNA VACCINE MODERNA (CX-
10054 2021-05- |Healthcare Non EEA 18-64 Male decreased (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mental status changes (5d - Fatal - Results in {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 07 Professional Years Death, Caused/Prolonged Hospitalisation), Myalgia (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (CX-024414)] (S- COVID-19 immunisation - Not
10008576446 Osteomyelitis (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pseudohyponatraemia (5d - Fatal - Results|applicable - [n/a - 1{DF} - Intramuscular])
in Death, Caused/Prolonged Hospitalisation), Pyrexia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Sepsis (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Septic embolus (3d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Somnolence (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Staphylococcal infection (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachycardia (5d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Tachypnoea (5d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Toxic encephalopathy (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elick or sca | Eeek More COVID-19 VACCINE ASTRAZENECA (CHADOX1
! 2021-05- | Healthcare o o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - Unl
10055 EU-EC- & 07 Professional Non EEA ?:;ISS Female [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [/a -
10008576404 n/a - Intramuscular])
T COVID-19 VACCINE ASTRAZENECA (CHADOX1
10056 2021-05- Healthcare Non EEA 65-85 Female Fall (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Fatal - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |07 Professional Years Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008576401 n/a - Intramuscular])
gk or scal COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-05-|Healthcare 65-85 . . . o 024414) [COVID-19 MRNA VACCINE MODERNA
10057 BU-EC- 07 Professional Non EEA Years Male  [Malaise (13d - Unknown - ), Pneumonia (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008576154 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
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h
% (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
X . - - Results in Death) . N .
10058 EU-EC- o (07 Professional Non EEA Years Female |Faemorrhage (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008576031
click or scarl
10059 i 2021-05- | Healthcare EEA 65-85 Female Anaphylactoid reaction (n/a - Fatal - Results in Death), Brain injury (n/a - Fatal - Results in Death), Cardio-respiratory mﬁﬁgﬁ ggﬁlNﬁgﬁfﬁ/g 3?;5{2};?
EU-EC- x (07 Professional Years arrest (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) . PP :
More in ICSR])
10008576026
Rlick or scad | 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10060 . EEA than 85 [Male  |Cardiac arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- : 07 Professional v, Int Jlar])
10008575950 cars ntramuscular]
Qr _scail
; COMIRNATY [TOZINAMERAN] (S - COVID-19
10061 EU-EC- b [2021-05- |Healtheare g p 6585 I\le  |Guillain-Barre syndrome (7d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
07 Professional Years
10008575927 Intramuscular])
Qr _scail .
k (2021-05-|Healthcare 65-85 - . . COMIRNATY [TOZINAMERAN] (S- COVID-19
X . - - Results in Death), - - Results in Death . S .
10062 BU-EC- o 07 Professional EEA Vears Male  |Bradycardia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
10008575891
; X7
10063 1 12021-05- | Healthcare EEA 18-64 Female Cerebral artery thrombosis (n/a - Fatal - Results in Death), Deep vein thrombosis (n/a - Fatal - Results in Death), (VCHA];E(\)QAN[%\\/{I 1%)59(8\/- A%ﬁ?gmgﬁgﬁ
EU-EC- Sl 07 Professional Years Mesenteric artery thrombosis (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death) .
e -4 ; - Not applicable - [1d - 1{DF} - Intramuscular])
10008575844
% 12021-05- Healtheare 18-64 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
10064 . EEA Male  |Acute myocardial infarction (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 5 |07 Professional Years Not applicable - [1d- .5mL - Intramuscular])
10008575839 - Not applicable - [1d - .5ml. - Intramuscular]
G |02 105 Healthare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
: : . _ ) . ! ) ) . . i . R
10065 EU-EC- I: A 7 Professional EEA Vears Male  |Cardiac death (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death) llmtmmlsatllj)n])Drugmthdravm [1d-n/a
10008575819 &3 o ntramuscular
Non Blood glucose increased (n/a - Unknown - ), Decreased appetite (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Illness (n/a |COVID-19 MRNA VACCINE MODERNA (CX-
10066 gk (2021-05- Healthcare Non EEA 65-85 Female |- Unknown - ), Loss of consciousness (n/a - Recovered/Resolved - Other Medically Important Condition), Myocardial 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i |07 Professional Years infarction (1d - Fatal - Results in Death), Nausea (n/a - Unknown - ), Vomiting (n/a - Unknown - ), Weight decreased (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
10008575753 Unknown - ) applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scad | 5 ) Circulatory collapse (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare 65-85 : . . A NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10067 ;! X . Non EEA Male |- ), Nausea (n/a - Fatal - Results in Death), Pulseless electrical activity (n/a - Unknown - Other Medically Important :
EU-EC- |28 x (07 Professional Years - . ” . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
B Condition), Tachycardia (n/a - Unknown - ), Vomiting (n/a - Fatal - Results in Death)
10008575426 - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008575819&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008575753&_xpt=1&_xf=pdf
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Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
b COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05-|Healthcare 65-85 . A . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
¥ : - - :
10068 £y e 07 [Professional NN EEA \yegr  [Male  |Unresponsive to stimuli (w/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- /a - Not applicable - [1d
10008575424 - n/a - Intramuscular])
L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2021-05- Healthcare . . . .. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10069 EU-EC- R 107 Professional Non EEA 2}(1:;55 Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S - n/a - Not applicable - [n/a
10008575260 b - n/a - Intramuscular])
Rlickcor scal | 2 - More Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac output decreased (n/a - COVID-19 VA AST INECA ( Xl
10070 3y [2021-05-| Healtheare o ppa  |ihan 85 [Male  [Unknown - ), Hypokinesia (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (07 Professional v, Death) ’ ’ (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008575235 cans — n/a - Intramuscular])
or scaj . More COVID-19 MRNA VACCINE MODERNA (CX-
3% 2021-05- |Healthcare . s . 024414) [COVID-19 MRNA VACCINE MODERNA
A . - - N - - . . .
10071 EU-EC- 07 Professional Non EEA gléa;lrSSS Male  |Dyspnoea (n/a - Fatal - Results in Death), Injection site pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008574181 applicable - [n/a - 1{DF} - Intramuscular])
Balance disorder (n/a - Recovered/Resolved With Sequelae - Disabling), Dysphagia (n/a - Recovered/Resolved With Sequelae -
o |! k[ Disabling), Gait disturbance (n/a - Recovered/Resolved With Sequelae - Disabling), Ischaemic stroke (n/a - Fatal - Results in
: % |5021-05- | Healthcare 65-85 Death, Life Threatening, Disabling, Other Medically Important Condition), Loss of consciousness (20min - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10072 X . Non EEA Male  [Recovered/Resolved With Sequelae - Life Threatening, Disabling), Nervous system disorder (n/a - Recovered/Resolved With  |immunisation - Not applicable - [1d - n/a -
EU-EC- x (07 Professional Years o . S . . .
10008573902 Seguelae - Disabling), Pneumonia aspiration (n/g - Fatal - Results in Death), Pyre)qa. (n/a- Fat'al - Results in Death), Intramuscular])
Seizure (n/a - Fatal - Results in Death, Disabling, Other Medically Important Condition), Sepsis (n/a - Fatal - Results in
Death)
or scail Y COVID-19 MRNA VACCINE MODERNA (CX-
f (2021-05- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - ) . L
10073 pugpe (% 07 Professional | "M EEA |y or  [Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008573647 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal ; Asthenia (n/a - Fatal - Results in Death, Caused/?rolonged Hospitalisation), Bedndden (n/a - Fatal - Results in Death. COMIRNATY [TOZINAMERAN] (S- COVID-19
10074 ha |2021-05- | Healthcare EEA 65-85 Female Caused/Prolonged Hospitalisation), Dyspnoea exertional (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- 07 Professional Years Hyperhidrosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, More in ICSR]) PP .
10008573633 Caused/Prolonged Hospitalisation), Tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Atrial fibrillation (24h - Not Recovered/Not Resolved - Other Medically Important Condition), Cardiac failure (24h - Fatal -
i More Results in Death), Catarrh (24h - Not Recovered/Not Resolved - Other Medically Important Condition), Condition
10075 e (2021-05-|Healthcare EEA than 85 [Male aggravated (24h - Fatal - Results in Death), Cough (24h - Not Recovered/Not Resolved - Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- o (07 Professional Vears Condition), Dyspnoea (24h - Not Recovered/Not Resolved - Other Medically Important Condition), Pleural effusion (n/a-  |immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008573064 Not Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (24h - Not Recovered/Not Resolved - Other
Medically Important Condition), Sudden cardiac death (24h - Fatal - Results in Death)
More
10076 2021-05- Healthcare |\ ppa fihan 85 [Male  |[Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- x (07 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
10008572554 2 cars
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008575260&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008575235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008574181&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008573902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008573647&_xpt=1&_xf=pdf
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Non More
10077 2021-05- Healthcare EEA than 85 |[Female Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not RecoveredNot |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 07 . Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/aj)
Professional Years
10008572432
click or scarl Non
10078 4 202105 ealtheare  |[EEA 18-64 | omale |Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- T (07 Professional Years n/a - [n/a - n/a - n/a])
10008572431
Elickarscad SIS 2021-05- D More COMIRNATY [TOZINAMERAN] (- Immunisation -
10079 » Healthcare EEA than 85 (Female |Death (n/a - Fatal - Results in Death)
EU-EC- : 07 Professional v, n/a - [n/a - n/a - Intramuscular])
10008572429 1 rofessional ears
oLl 3 5021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10080 EU-EC- 07 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008572427 : Professional - n/a-n/a])
o | : N
3112021-05-|Non 65-85 . . . R isation -
10081  BUEC. 2| Healthcare  |EEA Vears |Female [Myocardial infarction (n/a - Fatal - Results in Death) ﬁ%ﬁéﬁ:_[ggﬁwmw (S- Immunisation
10008572419 g Professional
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
10082 2021-05- |Healthcare Non EEA 65-85 Male Diarrhoea (n/a - Unknown - ), Dysarthria (n/a - Fatal - Results in Death), Influenza like illness (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (07 Professional Years Death), Syncope (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008572266 - n/a - Intramuscular])
% 12021-05- [Healtheare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
10083 pypc i 07 Professional | CA gl(mn 85 [Male  [Respiratory failure (9d- Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008572059 cans
% More COVID-19 VACCINE ASTRAZENECA (CHADOX1
A [2021-05-|Healthcare . " . L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A . - - > - - ( hkn
10084 FUEC. |5 % 07 Professional Non EEA ?::I;ES Female |Respiratory distress (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10008572056 n/a - Intramuscular])
Elick or scall | &g ; Non More Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Kidney infection (n/a - Fatal - Resultsin ~ [COVID-19 VACCINE ASTRAZENECA (CHADOX1
10085 i 2021-05- Healthcare Non EEA  |than 85 |Female Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | &4 07 Professional Years Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008572046 Results in Death, Caused/Prolonged Hospitalisation) - Not applicable - [n/a - n/a - Intramuscular])
;
1 2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
it ? - R
10086 EUEC. | % 07 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008572025/ ¢
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay 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
b More COVID-19 MRNA VACCINE MODERNA (CX-
 [2021-05- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
10087 gy pc 07 Professional | o™ FEA 21{1:;585 Fernale | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008571511 applicable - [n/a - 1{DF} - Intramuscular])
lick or scal ; Death (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, COVID-19 A VA MODERNA (CX-
2021-05- | Healthcare 65-85 ) o : o . . ~.”(024414) [COVID-19 MRNA VACCINE MODERNA
10088 . Non EEA Female |Other Medically Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to stimuli . L
EU-EC- 07 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008571409 > applicable - [n/a - 1{DF} - Intramuscular])
o 2 12021-05- Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10089 : EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 07 Professional Years Not applicable - [1d- 1 {DF} - Int ar])
10008571296 - Not applicable - [1d - - Intramuscular
e o 2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
._ et . Sudden - - i ) . .. 3
10090 EU-EC- -5 07 Professional EEA gla; 85 |Female death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008571270 cars
Elick or scall | 3= COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 65-85 . . . . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10091 EU-EC- 07 Professional EEA Vears Male  |Ischaemic stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008571238 - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
X
& 2021-05- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S
10092 EU-EC- |07 Professional EEA Vears Female |Hepatic cytolysis (n/a - Fatal - Results in Death) immunisation - n/a - [32d - 1 {DF} - n/a])
10008571219
il | RE
2021-05- |Healthcare 65-85 . . . L . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [27d
A - - , - -
10093 EUEC. |5 07 Professional EEA Vears Male | Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) |- 1 {DF} - Intramuscular])
10008571216
3 5021-05- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
10094 X : EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- x (07 Professional Years Int Jar])
10008571202 nlramuseuiar
EZEEE 00105 Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
: L . ) ) . . i . T N
10095 EU-EC- L 07 Professional EEA Vears Female |Vaccination failure (3d - Fatal - Results in Death) mlsatllﬁ)arrl])Drugmthdravm [1d- 1{DF}
10008571129 ; e
Rlick or scal | g 2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10096 : EEA Female |Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- : 07 Professional Years More in ICSR])
10008570957 ore in
o 5 12021-05- |Healtheare 18-64 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
10097 X : EEA Male  [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- ] R (07 Professional Years .
10008570834 ; - Not applicable - [n/a - .5mL - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008571202&_xpt=1&_xf=pdf
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Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1063 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; 5 COVID-19 VACCINE ASTRAZENECA (CHADOX1
10098 2021-05- |Healthcare Non EEA Not Female Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- w07 Professional Specified Condition), Pulseless electrical activity (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008570693 - n/a - Intramuscular])
fF+¥ (2021-05-|Healthcare 65-85
: . . COMIRNATY [TOZINAMERAN] (S - COVID-19
-EC- i - - . P .
10099| EU-EC e |07 Professional [Non EEA  |Years [Male  |Terminal state (n/a - Fatal - Results in Death) immunisation - Not applicable - [1v/a - n/a - n/a])
10008570549
o | 2
2021-05- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) ) s .
10100 EU-EC- v x (07 Professional EEA Years Male  Oesophageal haemorrhage (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - .3mL - n/a])
10008570233
10101 2021-05- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 07 Professional Years Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008569949
5 ar: [2021-05- |Healthcare 65-85 . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A . - - y - - . . . .
10102 EU-EC- 5 07 Professional Non EEA Vears Female |[Sepsis (n/a - Fatal - Results in Death), Urinary tract infection (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008569901/ &
i
10103 2021-05- |Healthcare Non EEA 65-85 Male Hypotension (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death), Respiratory failure |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o, 07 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008569899 | =i iy
10104 i (2021-05-|Healthcare Non EEA 65-85 Female Depressed level of consciousness (n/a - Fatal - Results in Death), Disseminated intravascular coagulation (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : 07 Professional Years Results in Death), Sepsis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008569895
: Vore
&k (2021-05-|Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
=8 | . - - . .. .
10105 oy e i P Professional Non EEA %I{l::ISS Female |Terminal state (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
10008569893
Elickcor scal [ s Non TOZINAMERAN [TOZINAMERAN] (S- COVID-19
4 2021-05- 65-85 Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, |. S .
10106 Healthcare ~ [Non EEA Female S immunisation - Not applicable - [1d - n/a -
EU-EC- | &3 07 Professional Years Caused/Prolonged Hospitalisation) Intr: Jlar])
10008569756 oressiond amuscuiar
lickcor scal - 5021-05- Non 18-64 Aneurysm (n/a - Unknown - Other Medically Important Condition), Cerebral haemorrhage (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10107 EU-EC- 07 Healthcare Non EEA Vears Male  |Important Condition), Coma (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a - n/a])
10008569745 Professional Death), Vascular anastomosis (n/a - Unknown - Other Medically Important Condition) PP
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
! ; COVID-19 VACCINE JANSSEN (AD26.COV2.9)
o 2021-05-|Healthcare 18-64 L . . COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10108 Ey.-EC- 07 Professional  [NON EEA |yearg  [Male Myocardial infarction (n/a - Fatal - Results in Death) %mmunisation - Not applicable - [r(l/a -n/a- N
10008569700 Unknown])
& 5 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
o5 X - - A _ - . - -
10109 EUEC |2 07 Professional EEA g?an 85 |Female |Death (n/a - Fatal - Results in Death) /a - [/a - n/a - n/a])
10008569370 cars
10110 Hrs (2021-05-|Healthcare EEA 65-85 Male Abdominal pain upper (1d- Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death), Vomiting (1d - Fatal - |(COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- |2 i (07 Professional Years Results in Death) n/a - [n/a - n/a - n/a])
10008569363
%
£2% |2021-05-|Healthare 65-85 Cardiac arrest (/a - Fatal - Results in Death, Life Threatening), Pulmonary embolism (n/a - Fatal - Results in Death, Life| " i iiA [COVID-19 VACCINE ASTRAZENECA
10111 X : EEA Female . (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- v x (07 Professional Years Threatening) W
10008569318 a)
Blick or scal | =t 202105, | Healthare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10112 : EEA Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- | % 07 Professional Years Wa - n/a])
10008569297 B
3 2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10113 . EEA Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 07 Professional Years Wa - n/a])
10008569291 - a-na
I 23 2021-05- Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
o5 ) - - A _ - . - -
10114 BU-EC- 4 07 Professional EEA gl(wn 85 |Female |Death (n/a - Fatal - Results in Death) na - [/a - n/a - n/a])
10008569220 cars
= More
10115 J3i 2021-05- Healthare —pp than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- |2 x (07 Professional Vears n/a - [n/a - n/a - n/a])
10008569215
5 2021-05- | Healthare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10116 . EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC | 07 Professional Years - /- n/a))
10008569197 a-ma
i 2021-05-|Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
10117 0| : EEA Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- | x (07 Professional Years
10008569193 ' [n/a - n/a - n/al)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008569220&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
h
3% [2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
A : - -
10118 EU-EC- i i Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008569192
5021-05- | Healthcare 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10119/ EU-EC- 07 Professional |Non EEA  |Years  |Female Cerebral thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebrovascular  |immunisation - Not applicable - [n/a - n/a -
10008569166 accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Intramuscular])
i Non
= (2021-05- Not Completed suicide (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Gun shot wound (n/a - Fatal -  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10120 ] Healthcare Non EEA .. Female . . Lo .
EU-ECG- |3 x (07 Professional Specified Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008569152 olessiona
BT 1 001-05- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
230 A 1 1 - - i A - - - - -
10121 EUEC | 07 Professional EEA Vears Female |Deep vein thrombosis (n/a - Fatal - Results in Death) 1(fHADOXl NCOV-19)] (S-n/a-n/a-[n/a-n/a
10008568963 a)
- ¥ 1502105 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
10122 . EEA Female |COVID-19 pneumonia (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- x (07 Professional Years Intramuscular])
10008568939
[elick or scal SPIKEVAX [COVID-19 MRNA VACCINE
% 2021-05- |Healthcare 65-85 . . VP oo MODERNA (CX-024414)] (S- COVID-19
10123 e 07 Professional |0 Years |V2le |COVID-19 pneumonia (0d - Fatal - Results in Death, Ca rolonged Hospitalisation) immunisation - Not applicable - [n/a - .5mL -
10008568893 Intramuscular])
;
Ak (2021-05-|Healthcare 65-85 Fall (n/a - Fatal - Results in Death), Pulseless electrical activity (n/a - Fatal - Results in Death), Unresponsive to stimuli (DMIRNATY [TOZINMRAN] (8- COVID-19
10124 X . EEA Male " immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- x (07 Professional Years (n/a - Fatal - Results in Death) More in ICSR])
10008568841
ik orscal | B s More COVID-19 VACCINE ASTRAZENECA (CHADOX1
10125 a: |2021-05- |Healthcare Non EEA  |than 85 |Male Electrolyte imbalance (n/a - Unknown - Other Medically Important Condition), Hypophagia (n/a - Unknown - ), Influenza ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o 07 Professional v, like illness (n/a - Fatal - Results in Death), Renal failure (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
: ears
10008568788 n/a - Intramuscular])
Elick or scall | =& E Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
10126 ; 2021-05- Healthcare Non EEA 18-64 Male Coronary artery thrombosis (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | 2% e (07 Professional Years Unknown - ), Fatigue (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008568784 ofessio 1/a - Intramuscular])
click or scarl 4 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
A% 2021-05- |Healthcare .o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - Results in Death)
10127, BUEC. |5 07 Professional Non EEA ?:;ISS Female |Adverse event following immunisation (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008568780 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008568893&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008568841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008568788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008568784&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
10128 &= |2021-05- |Healthcare EEA than 85 [Male Cyanosis (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Respiratory arrest (n/a- |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |2 (07 Professional v Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
ears
10008568609
Eickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
5. ~ 024414) [COVID-19 MRNA VACCINE MODERNA
10129|  BU-EC- 3321 05 Efjg;;fgal Non EEA ?{i ﬁ: Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008568587 ; applicable - [n/a - 1{DF} - Intramuscular])
2t 105 Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
10130 X . EEA Male  [COVID-19 (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- * (07 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008568554 PP
10131 &= 12021-05- Healthcare EEA Not Female Disturbance in attention (n/a - Unknown - ), Oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i (07 : Specified Other Medically Important Condition), Somnolence (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10008568313
COVID-19 VACCINE ASTRAZENECA (CHADOX1
= g [2021-05- Non 65-85 Death (25d - Fatal - Results in Death), Diarrhoea (25d - Fatal - Results in Death), Dyspnoea (25d - Fatal - Results in ~ NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10132 Healthcare EEA Female [Death), Incorrect route of product administration (n/a - Fatal - Results in Death), Nausea (25d - Fatal - Results in (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- 07 . Years . X . .
Professional Death), Pyrexia (25d - Fatal - Results in Death) applicable - [n/a - n/a - Intravenous (not otherwise
10008567857 .
specified)])
=k ; Non COVID-19 VACCINE ASTRAZENECA (CHADOXI1
¥ (2021-05- 18-64 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10133 BU-EC- 07 Eﬁzk;;zrgal Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- Immunisation - Not
10008567855 applicable - [n/a - n/a - Intramuscular])
_ o
10134 2021-05- | Healthcare EEA than 85 |Male Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 07 Professional v Neuropsychiatric symptoms (n/a - Fatal - Results in Death) - n/a- n/a])
10008567847 cars
[elick or scal : COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
10135 pupe |5 07 Professional | oM EEA  |yreors  [Male  |Death (1d- Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008567804 applicable - [n/a - 1{DF} - Unknown])
w [=1% [ COVID-19 MRNA VACCINE MODERNA (CX-
: % 102105 Healtheare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
10136, : Non EEA Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-ECG- | & x (07 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008567365
ICSR])
o COVID-19 MRNA VACCINE MODERNA (CX-
10137 ¥ 2021-05- Healthcare Non EEA 65-85 Male Asthenia (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Lethargy (n/a- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 07 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008567351 applicable - [n/a - 1{DF} - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008567855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008567847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008567804&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008567365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008567351&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
Elick or ol | i . ;. COVID-19 MRNA VACCINE MODERNA (CX-
Tt " [2021-05- | Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
10138 ] : Non EEA Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
EU-EC- 07 Professional Years Unkn /o - 1{DF! - I .
10008567297 own - [va - 1{DF} - Intramuscular])
10139 4 (2021-05-|Healthcare EEA 65-85 Femal Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Unresponsive| COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [64d
EU-EC- | zH 07 Professional Years | "€ |to stimuli (n/a - Fatal - Results in Death) - n/a-n/a])
10008567233
Elick or scall | &= COVID-19 VACCINE ASTRAZENECA (CHADOX!1
2021-05- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - . S
10140 gy pe 07 Professional [0 Years |MVele  [Sudden death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008567146 - Not applicable - [1s - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
ra® 2021-05- Healthcare 65-85 . s s . . 024414) [COVID-19 MRNA VACCINE MODERNA
10141 EU-EC- 7 |07 Professional Non EEA Years Male  Death (21d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008567061 applicable - [n/a - 1{DF} - Intramuscular])
2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - ) )
10142 EU-EC- x (07 Professional EEA Years Female |Death (n/a - Fatal - Results in Death Not applicable - [n/a - n/a - n/a])
10008567007
k[ Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - Unknown -
- i Non Caused/Prolonged Hospitalisation), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged MERAN ME
10143 pope (2)321_05_ Healthcare ~ [Non EEA ?(Se ﬁ: I;;tci fioq Hospitalisation, Other Medically Important Condition), Haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged iTOZH\gsation i Noggozlggble - d—]ng: 1?/(2]\)/[1}19
10008566746 ; Professional Hospitalisation, Other Medically Important Condition), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation), Small PP
intestinal haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition)
o T 12021-05- Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10144 pype % |07 Professional | o" FEA gwn 85 [Female \Arthythmia (n/a - Fatal - Results in Death), Fall (w/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008566743 cas
: More
10145 2021-05- |Healtheare |\ pea  |han 85 |Female |Fall (n/a - Fatal - Results in Death), Pneumothorax (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 07 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008566739
More
10146 2021-05- Healthcare |\ ppn  |ihan 85 |Female |Terminal state (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- | % 07 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008566728
[efick or scal Chills (2d - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Hyperhidrosis (2d-  |COVID-19 MRNA VACCINE MODERNA (CX-
10147 2021-05-|Healthcare Non EEA 18-64 Female Unknown - Other Medically Important Condition), Nausea (2d - Unknown - Other Medically Important Condition), Pyrexia |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- G 07 Professional Years (2d - Unknown - Other Medically Important Condition), Seizure (2d - Unknown - Other Medically Important Condition), (CX-024414)] (S- COVID-19 immunisation - Not
10008565997 Vomiting (2d - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
H aF 2021-05- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
] A - - X - - . ol .
10148 EU-EC- i Professional Non EEA Vears Male  |Fall (n/a - Fatal - Results in Death), Subdural haemorrhage (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - n/a - n/a])
10008565981 = E:_i"i,
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008566743&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; B More COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-05- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
10149 EU-EC- 1% 07 Professional Non EEA ?:;SS Female |Infection (1440min - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008565698 applicable - [n/a - 1{DF} - Intramuscular])
o or el COVID-19 MRNA VACCINE MODERNA (CX-
- = 2021-05- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
10150 I o : Non EEA Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- o x (07 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008565628
ICR))
m E A Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOXI1
2021-05- |Healthcare 65-85 . . . - T . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10151 . Non EEA Male  |Condition), Apolipoprotein (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
EU-EC 07 Professional Years Condition), Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S - n/a - Unknown - [n/a -
10008565605 J RESUls In Death, P 1/a - Intramuscular])
or scaij % COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-05- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - . L
10152 pupe |5 H007  |Professional |VOMEFA |yeqrs [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008565580 applicable - [n/a - 1{DF} - Intramuscular])
Qr _scail I [E
10153 2021-05-|Healthcare g 65-85 |Male |Acute kidney injury (4d - Fatal - Results in Death), COVID-19 (4d - Fatal - Results in Death), Urosepsis (4d - Fatal - mﬁﬁiﬁ [I;r(ft)Z;Nﬁ cable - [ n/] S _:givf])lg
EU-EC- k. (07 Professional Years Results in Death) Intramuscular]) PP ’
10008565487
Clickor scal | erihbi 02105 eattheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
10154 EU-EC- 2y 07 Professional EEA Vears Female |Cardiopulmonary failure (1d - Fatal - Results in Death), Status epilepticus (1d - Fatal - Results in Death) 1mtm1misatli£)n - Not applicable - [n/a - .3mL -
10008565371 ntramuscular)
b More COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-05-|Healthcare . e 024414) [COVID-19 MRNA VACCINE MODERNA
10155 BU-EC- i X |07 Professional Non EEA 2’1::155 Female |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008565330 applicable - [n/a - 1{DF} - Unknown - More in ICSR])
Rlickcor scal | 2 - 2021-05- | Healthcare 18-64 Breath sounds absent (0d - Fatal - Results in Death, Other Medically Important Condition), Mydriasis (0d - Fatal - Results [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10156, : EEA Female |in Death, Other Medically Important Condition), Pulse absent (0d - Fatal - Results in Death, Other Medically Important |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- x (07 Professional Years ™
Condition) - n/a - [n/a - n/a - Intramuscular])
10008565300
i [021-05- Non Not 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10157, EU-EC- 07 Healthcare EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008565248 Professional - n/a- n/a])
ElickCor scal :
[t 12021-05- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
10158 EU-EC- 07 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008564816

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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Primary
EV . Source . . . .
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# Ej [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
wmber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
; (021-05- | Healthcare 65-85 Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Hypotonia |[SPIKEVAX [COVID-19 MRNA VACCINE
10159 . EEA Male  |(n/a - Fatal - Results in Death), Respiratory rate increased (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
EU-EC- 07 Professional Years Results in Death n/a])
10008564812 Results in Death)
click or scarl SPIKEVAX [COVID-19 MRNA VACCINE
2021-05- |Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
A - - ) . e ;
10160 EU-EC- iy |07 Professional EEA Years Male |Cardiac arrest (/a - Fatal - Results in Death immunisation - Drug withdrawn - [n/a - n/a -
10008563517 Lh Intramuscular])
o) |
; More . . . . SPIKEVAX [COVID-19 MRNA VACCINE
10161 3 2021-05- Healthqare EEA than 85 [Male Dyspnoea (1d- I.Satal - Results in Death), Pumonary oedema (1d - Fatal - Results in Death), Respiratory failure (1d - MODERNA[(CX—024414)] (S- COVID-19
EU-EC- x (07 Professional v, Fatal - Results in Death) . o nkn /- n/a- I sl
10008563373 ears immunisation - Unknown - [n/a - n/a - Intramuscular])
Elickcor scal ] ! 2021-05- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
10162 EU-EC- i 07 Professional EEA than 85 [Female |Dyspnoea (3d- Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
olessiona Years [n/a - 1{DF} - Intramuscular])
10008561189
Sk i COVID-19 VACCINE ASTRAZENECA (CHADOX1
i [2021-05- Healtheare g pa [NoU - ple  lcovip19 ia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisati e O L T\ ASTRAZENFCE
10163| g 06 Professional on Specified e pneumonia (n/a - Fatal - Results in Deat rolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008562483 - Not applicable - [n/a - n/a - Intramuscular])
Eficicor scal ; Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
10164 EU-EC- 06 E:(z::‘i};:iirgal Non EEA Vears Male  [Hepatic cirrhosis (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008562376 applicable - [n/a - 1{DF} - Unknown])
S $8 12021-05- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10165 EU-EC- o 06 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death), Malaise (n/a - Unknown - ), Myalgia (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008562062 - Not applicable - [1d - .5mL - Intramuscular])
Klick or scal AMERAN]
& [2021-05- |Healthcare 65-85 Acute myocardial infarction (4d - Fatal - Results in Death), Chest pain (3d - Fatal - Results in Death), Pain in extremity COMIRNATY [TOZIN (8- COVID-19
10166, . EEA Male . immunisation - Drug withdrawn - [1d - n/a -
EU-EC- 06 Professional Years (4d - Fatal - Results in Death) Tntramuscular])
10008561874
Y2 2021-05- | Healtheare 65-85 ] SPIKEVAX [COVID-19 MRNA VACCINE
10167 EU-FC- I |06 Professional EEA Vears Female [Sudden death (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10008561862 . . immunisation - Not applicable - [1d - n/a - n/a])
Elickor scal | 5224 5 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10168 EU-EC- |6 Professional EEA than 85 [Male  |Generalised tonic-clonic seizure (12d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
10008561860/ = Years Intramuscular])
Rldcorscal |2 2 02105 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10169 EU-EC- '_: 06 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008561857| ZHES, A y - Not applicable - [1d - .5mL - Intramuscular])
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
10170 - 2021-05-|Healthcare EEA 65-85 Female Constipation (n/a - Recovered/Resolved - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- o 06 Professional Years Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - Results in Death) immunisation - Dose not changed - [n/a - 1{DF} - n/a])
10008561553 | :
click or scarl = More COVID-19 MRNA VACCINE MODERNA (CX-
't 12021-05- | Healthcare . T 024414) [COVID-19 MRNA VACCINE MODERNA
10171 BU-EC- 06 Professional Non EEA gljar;:%S Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008560917 applicable - [n/a - 1{DF} - Unknown])
Rlick orscad | ¥, |5021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10172 . EEA than 85 (Male  |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- |35 06 Professional v Int Jlar])
10008560780 cars ntramuscular]
¥ (2021-05-|Healthcare 65-85 COVID-19 VA AST CA( X1
e : 3 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
-EC- i - - . S
10173 10(%[};1512%647 5 |06 Professional |EEA Years [Male |Thrombosis (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
- Not applicable - [n/a - 1 {DF} - n/a])
[lick or scal |; i COVID-19 VACCINE ASTRAZENECA (CHADOX1
10174 {l 2021-05- Healthcare Non EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG | 5% 06 Professional Years Death), Tremor (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008560474 o n/a - Intramuscular])
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
i [2021-05- |Healthcare 65-85 o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
10175 puEc 06 Professional | - Years |Fomale |Cardiac failwre (0d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008560120 - Not applicable - [n/a - 1 {DF} - n/a])
.z Non
10176 A 2021-05- Healthcare Non EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Gait inability (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 - [n/a - n/a - n/a])
Professional
10008560034
COVID-19 (37d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Clostridium difficile colitis (n/a - Unknown - Caused/Prolonged Hospitalisation,
k[ Other Medically Important Condition), Cough (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other
- 7 |5021-05- Non 65-85 Medically Important Condition), Ear pain (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
10177 EU-EC- 1 X 06 Healthcare EEA Vears Female |Condition), Influenza like illness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), |immunisation - Not applicable - [n/a - 1{DF} -
10008559956 : ; Professional Klebsiella infection (n/a - Unknown - Caused/Prolonged Hospitalisation), Lacrimation increased (n/a - Unknown - ), Pain in  |Intramuscular])
extremity (n/a - Unknown - ), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Rhinorrhoea (n/a - Unknown - ), Starvation (n/a - Unknown - Caused/Prolonged Hospitalisation), Tachycardia
(n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elidcorscad | = : COVID-19 MRNA VACCINE MODERNA (CX-
10178 2021-05- |Healthcare Non EEA 18-64 Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Pulseless electrical activity (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008559805 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
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: ; COVID-19 MRNA VACCINE MODERNA (CX-
i " [2021-05-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
107 pupe |2 06 |Professional |NOMEEA yeys [Male |Death (n/a-Fatal- Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008559796 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 12021-05- | Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
101801 by e %06 [Professional |"EA  |Years |Fomale |Corcbral hacmorrhage (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008559758 -n/a- [n/a-n/a-n/al)
Eickor scall | 3 ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
42k |2021-05-|Healthcare 65-85 . . o " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10181 BU-EC- & 06 Professional Non EEA Years Male  [Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008559652 n/a - Intramuscular])
Back pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain natriuretic peptide increased (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation), Echocardiogram abnormal (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Emphysema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gait
inability (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemoglobin decreased (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intracardiac thrombus (n/a - CCINE SSEN
or scai 2021-05- | Healtheare 65-85 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Leukocytosis (n/a - Fatal - Results in Death [C(?O\QADI;? 9\<12XC1CINEJJA§N$EN(?AD§266C(C)O\\Q/Z'S;)] (s-
10182 i . Non EEA Female |Caused/Prolonged Hospitalisation), Lumbar vertebral fracture (n/a - Fatal - Results in Death, Caused/Prolonged o . . ’
EU-EC- |2 x |06 Professional Years Hospitalisation). Perinheral hrombosis (n/a - Fatal . Caused/Prol Hospitalisation). Platel Immunisation - Not applicable - [n/a - n/a -
10008559513 ospitalisation), Peripheral artery thrombosis (n/a - Fatal - Results in Death, ( O o_ngeq ospitalisation), Platelet Intramuscular])
count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Procalcitonin normal (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Pulmonary hypertension (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Thrombosis prophylaxis (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Tricuspid valve incompetence (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Troponin increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), White blood cell count increased (n/a
- Fatal - Results in Death, Caused/Prolonged Hospitalisation)
2021-05- |Healthcare 18-64 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - . i .
10183 EU-EC- 06 Professional Non EEA Vears Female [Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008559442
S % 12021-05- |Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
10184 o . EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- e (06 Professional Years More in ICSR])
10008559296 : ore
Efick or scal More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-05- |Healthcare . o . . 024414) [COVID-19 MRNA VACCINE MODERNA
10185 EU-EC- 06 Professional Non EEA gljélr S85 Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008559085 applicable - [n/a - n/a - Unknown])
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results
[ in Death, Caused/Prolo.ngﬁ'bd Hospltallsat'l(')n), Computerised tomogram head abl?ormal (n/a - Fatal - Results in Death, COVID-19 VACCINE JANSSEN (AD26.COV2.5)
] Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
3k 2021-05- | Healthcare 65-85 X oS N [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10186 8 : Non EEA Female |Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, s .
EU-EC | %% x |06 Professional Years used Prolonged Hospitalisati Diarth Wa - Fatal . used Prolonseed Hospitalisati Muscl Immunisation - Not applicable - [n/a - n/a -
10008558976 Ca rolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death Ca rolonged Hospitalisation), Muscle Unknown])
spasms (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation)
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: o COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10187 2021-05-|Healthcare Non EEA 18-64 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyslipidaemia (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- i 06 Professional Years Fatal - Results in Death), Surgery (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008558886 Intramuscular])
click or scarl ; COVID-19 VACCINE JANSSEN (AD26.COV2.5)
L (2021-05- |Healthcare 18-64 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - T .
10188] BU-EC- 06 Professional Non EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008558883 Unknown])
ik or scal | =% ; COVID-19 VACCINE JANSSEN (AD26.COV2.S)
Ak (2021-05-|Healthcare 18-64 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
I 30 | . - - Results in Death), - - Results in Death s .
10189 FUEC | X 06 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008558882 Unknown])
or scai i COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ [2021-05- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) ; - - X - - . o
10190 EU-EC- 06 Professional EEA Vears Female |Cerebrovascular accident (0d - Fatal - Results in Death), Dyspnoea (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008558756, - Not applicable - [n/a - 1 {DF} - Intramuscular])
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥t [2021-05- |Healthcare 65-85 . . L NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10191 EU-EC- 06 Professional EEA Vears Female [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008558342 - Not applicable - [3s - 1{DF} - Intramuscular])
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Adrenal haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Brain injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Computerised tomogram abdomen abnormal (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Computerised tomogram head abnormal (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Deep vein thrombosis (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dependence on respirator (n/a - Fatal -
m 2 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diarrhoea (n/a - Fatal - COVID-19 VACCINE JANSSEN (AD26.COV2.9)
10192 X 2021-05- Healthgare Non EEA 18-64 Female [Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Fatal - [(DVH_)' 1_9 VACCINE JAN$EN (AD26.COV2.9)] (S-
EU-EC- % |06 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Life support (n/a - Fatal - [mmunisation - Not applicable - [n/a - n/a -
10008558113 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Intramuscular])
Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Platelet
count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Surgery (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)
; Cor pulmonale acute (1d - Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 65-85 . . - . . 1 : o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10193 . EEA Male  [Deep vein thrombosis (1d - Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), . o
EU-FC 06 |Professional Years Pulmonary embolism (1d- Fatal - Results in Death, Life Threatening Disabling Other Medically Important Condition) | G- DOXT NCOV-19)] (S- COVID-19 immunisation
10008558093 E—— - Not applicable - [n/a - 1 {DF} - Intramuscular])
BlickCor scal COVID-19 VACCINE ASTRAZENECA (CHADOXI
10194 2021-05- Healthcare Non EEA 18-64 Female Deep vein thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Fatal - Results INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- - |06 Professional Years in Death), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008557496, & - n/a - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
ADENURIC [FEBUXOST AT] (S - Product used for
unknown indication - Unknown - [n/a - n/a - Oral]),
COMIRNATY [TOZINAMERAN] (S- COVID-19
b immunisation - Not applicable - [1d - 1{DF} -
Elickcor scal . Intramuscular]), RENVELA [SEVELAMER
10195 EU-EC- : %221_05_ l};lea;thc'are . |EEA ?{5'85 Male  [Dermatitis bullous (n/a - Fatal - Results in Death) CARBONATE] (S - Chronic kidney disease - Unknown
10008557044 rolession: cars - [n/a - n/a - Oral]), TRULICITY [DULAGLUTIDE]
(S- Type 2 diabetes mellitus - Unknown - [n/a - n/a -
Subcutaneous]), [CALCIUM CARBONATE] (S-
Product used for unknown indication - Unknown - [n/a
- n/a - Oral])
gk or scall | - A COVID-19 VACCINE ASTRAZENECA (CHADOX1
10196 a2 (2021-05- |Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Haemoptysis (n/a - Fatal - Results NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- | =% 7 00 Professional Years in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008557041 - Not applicable - [1d - 1{DF} - Intramuscular])
Elickcor scad | " 2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10197 : : EEA Male |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- Ty 06 Professional Years Not applicable - [1d- 1{DF} - Intramuscular])
10008557034 ; - ot apphicabie - [ 1d - - UsC
e % 2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10198 EU-EC- 06 Professional EEA than 85 [Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [1d- 1{DF} - Intramuscular])
Years
10008557006
Non
h 2021-05- 65-85 S . . COMIRNATY [TOZINAMERAN] (S- COVID-19
10199 FUEC. | % 06 Eeallcthc_area] EEA Vears Male  [Vaccination failure (n/a - Fatal - Results in Death) immunisation - n/a - [22d - n/a - Intramuscular])
10008556999 rofession
i 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
. 1 i 1 - - i . . .
102000 pype | 06 Professional EEA $$55 Male | Vaccination failure (n/a - Fatal - Results in Death) immunisation - n/a - [1va - 2 {DF} - Intramuscular])
10008556979
2021-05- |Healthcare 65-85 N . . T COMIRNATY [TOZINAMERAN] (S- COVID-19
10201 EU-EC- 06 Professional EEA Vears Male  |Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [22d - 2{DF} - Intramuscular])
10008556966, ]
4 |2021-05-|Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
10202 Healthcare EEA than 85 [Female |General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) . P
EU-EC- 06 . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Professional Years
10008556953
m fr 5021-05- Non More Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not COMIRNATY [TOZINAMERAN] (S- COVID-19
10203 EU-EC- 06 Healthcare EEA than 85 [Male  |Recovered/Not Resolved - ), General physical health deterioration (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not |immunisation - Not applicable - [1d - 1{DF} -
10008556916 Professional Years Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ) Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
Elickor scad | % : _. 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
10204 fract 5 2021-05- |Healthcare EEA 65-85  |Female . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 06 Professional Years Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008556895 : - Not applicable - [1d - 1{DF} - Intramuscular])
Elick or sca |; % COVID-19 VACCINE ASTRAZENECA (CHADOXI
¥ 12021-05- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
J . - - . C .
10205 pupe |2 L |06 Professional |FEA Years |Temale [Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008556826 - Not applicable - [1d - 1{DF} - Intramuscular])
2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
10206, EU-EC- 06 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) ;mtmmisatliﬂon - Not applicable - [1d - 1{DF} -
10008556791 ntramuscular)
BlickCor scad
10207 : 51 2021.05-|Healtheare | 1864 |\, |Cardiac arrst (1/a - Fatal - Results in Death, Life Threatening), Chest discomfort (n - Fatal - Results in Death, Life mﬁﬁg [ESZ;N‘H‘IC‘;EHI:_“[ 1” d(_sl‘ {(I])?:\}’I_D 19
EU-EC- | & 06 Professional Years Threatening), Dyspnoea exertional (n/a - Fatal - Results in Death, Life Threatening) PP
Intramuscular])
10008556783
- SPIKEVAX [COVID-19 MRNA VACCINE
¥ 2021-05- Healthcare 65-85 . . T MODERNA (CX-024414)] (S- COVID-19
10208 EUEC | 3% et |06 Professional EEA Vears Male  [Haemorrhagic stroke (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- 1 {DF} -
10008556782 Intramuscular])
[elick or scal | 2 More COVID-19 MRNA VACCINE MODERNA (CX-
&% (2021-05-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
X . - - Results in Death) . N
10209 FU-EC. | Y % |06 Professional Non EEA 2](1:;585 Male  |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation -
10008556728 Unknown - [n/a - n/a - Intramuscular])
3
10210 2021-05- | Healthcare EEA 65-85 Female COVID-19 pneumonia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- | & 06 Professional Years Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important Condition) - n/a - Intramuscular])
10008556718 ol
ik orscal | g COVID-19 MRNA VACCINE MODERNA (CX-
£ (2021-05-|Healthcare 65-85 . . . T 024414) [COVID-19 MRNA VACCINE MODERNA
S8 . - - Results in Death), - - . L
10211 EUEC |H b 06 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death), Myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008556645 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | = s COVID-19 MRNA VACCINE MODERNA (CX-
10212 #12021-05- | Healthcare Non EEA 65-85 Male Abdominal pain upper (3d - Fatal - Results in Death), Diarrhoea (3d - Fatal - Results in Death), Haematemesis (3d - Fatal (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |2 i (06 Professional Years - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008556154 applicable - [n/a - 1{DF} - Unknown])
Elick or scall | ¢ COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-05-|Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
10213 EU-EC- 06 Professional |Non EEA  |Years |Male |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008556130 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008556895&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008556826&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: 2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10214 . : EEA Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- ] 06 Professional Years Wa - n/a])
10008555807 B
] Haemqnhaglc strolfe (1d - Fatal - Results i n Death, Caused/Prolonged Hospl?ahgatlgn, Other Medlcally Important COVID-19 MRNA VACCINE MODERNA (CX-
L More Condition), Posturing (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory distress (1d - Fatal -
2021-05- |Healthcare . PURTINVE, - o . 024414) [COVID-19 MRNA VACCINE MODERNA
10215 : Non EEA  |than 85 |Female |Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Tachycardia (1d - Fatal - . .
EU-EC- x 5 |06 Professional v, - used/Prol Hospitalisati . iuli (1d - Fatal ! (CX-024414)] (S- COVID-19 immunisation - Not
10008555626 : ‘ears Results in Death, Ca sed’Pro longed ospltglsatlon), Unresponsye'to stimuli (1d - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
10216 ; . 2021-05- | Healthcare EEA 65-85 Female Arterial thrombosis (n/a - Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Pulmonary COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 06 Professional Years embolism (n/a - Fatal - Results in Death) - n/a- n/a])
10008555490
or scaij g COVID-19 MRNA VACCINE MODERNA (CX-
2% [2021-05-|Healthcare 65-85 . o 024414) [COVID-19 MRNA VACCINE MODERNA
10217 EU-EC- (06 Professional Non EEA Vears Female |Dyspnoea (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008555326 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | Sk : COVID-19 MRNA VACCINE MODERNA (CX-
10218 - ¥ [2021-05- Healthcare Non EEA 65-85 Male Dyspnoea (1d - Fatal - Results in Death), Gastrointestinal haemorrhage (1d - Not Recovered/Not Resolved - Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | =3 > (06 Professional Years Medically Important Condition), Hypertension (1d - Not Recovered/Not Resolved - Other Medically Important Condition) |(CX-024414)] (S- COVID-19 immunisation - Not
10008555261 applicable - [n/a - 1{DF} - Intramuscular])
: E COVID-19 VACCINE ASTRAZENECA (CHADOX]
10219 2021-05-|Healthcare EEA 65-85 Female Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- = |06 Professional Years Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008555182 - Not applicable - [n/a - .5mL - Intramuscular])
Klick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - = 5 = -
10220,  pUEC 06 s Non EEA |0 \Male  Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
10008554707 [n/a - n/a - Intramuscular])
or Scail ¥ -
3% (2021-05- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- . - - —)
10221 EU-EC- ¥ 06 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death na - [n/a - n/a - n/a])
10008554533
= . 12021-05- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10222 . EEA Male  [COVID-19 (8d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 5 |06 Professional Years - /- n/a))
10008554496 a-na
; Leukopenia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lymphopenia (9d - Fatal - Results in ME s
10223 2021-05- Healthcare 6585 pemale Death, CausedProlonged Hospitalisation), Pneumonia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 06 Professional Years Pyrexia (9d - Fatal . Caused/Prolonged Hospitalisati n/a - [n/a - n/a - n/aJ)
10008554473 yrexia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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% [2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
/ - R
10224 EUEC. | & 06 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008554439
xd (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
10225 BU-EC- S ) Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) a - [n/a - n/a - n/al)
10008554434 = Lh
10226 g (2021-05- |Healthcare EEA 1\}/1[;:68 5 [Male Acute abdomen (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intestinal ischaecmia ?]CHA]ZI)E(\)gllAI\I[C%)\\/{I 1%)1]9(:_ AImmmis‘:tsizn - a- [r(]:/':
EU-EC- 7 (06 Professional (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Years - n/a - n/aJ)
10008554423
or scaij : o
A More Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, ME o
10227 2021-05- Healthcare —pp than 85 |Female |Caused/Prolonged Hospitalisation), Influenza like illness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 5 (06 Professional . : Bocrr n/a - [n/a - n/a - n/a])
; Years Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
10008554409
A’ |2021-05- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
X ; - - . ol
10228 EU-EC- 06 Professional EEA Vears Female [Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 3mL - Intramuscular])
10008553752
m : i Non : T : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
2021-05- Not Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal -
10229 pupc |3 ¥ |06 Hea]thgare EEA Specified Female |Results in Death Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional n/a - Intramuscular])
10008553155
ol H021.05.Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
10230 EU-EC- 06 Healthcare EEA Vears Male  |Cardiac failure (0d - Fatal - Results in Death), Death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10008553139 Professional immunisation - Not applicable - [n/a - n/a - n/a])
3 C-reactive protein increased (12d - Fatal - Results in Death), Death (12d - Fatal - Results in Death), Dyspnoea (12d -
10231 2021-05- | Healthcare EEA 65-85 Male Fatal - Results in Death), General physical health deterioration (12d - Fatal - Results in Death), Oxygen saturation COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 06 Professional Years decreased (12d - Fatal - Results in Death), Pneumonia (12d - Fatal - Results in Death), Pyrexia (12d - Fatal - Results in |immunisation - Not applicable - [n/a - n/a - n/a])
10008553100 Death)
Elickcor scal ] |5021-05- | Healtheare More Confusional state (n/a - Fatal - Results in Death), Escherichia pyelonephritis (n/a - Fatal - Results in Death), Fall (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
10232 . EEA than 85 Female |Fatal - Results in Death), Klebsiella infection (n/a - Fatal - Results in Death), Platelet count decreased (n/a - Fatal -
EU-EC- 06 Professional © - N n/a - Intramuscular])
Years Results in Death), Renal failure (n/a - Fatal - Results in Death)
10008552491
Rlick orscad | ir LE 202105 Healtheare More C-reactive protein increased (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), General physical  [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10233 EU-EC- 06 Professional EEA than 85 [Female |health deterioration (n/a - Fatal - Results in Death), Inflammation (n/a - Fatal - Results in Death), Malaise (n/a - Fatal -  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008552472 Years Results in Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory disorder (n/a - Fatal - Results in Death - Not applicable - [n/a - n/a - n/a])
1 (2021-05- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl .
10234 BU-EC- 06 Professional EEA Vears Male  |Death (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008552397
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Primary
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EY 5021-05- |Healthcare 18-64 Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
10235 EU-EC- : 06 Professional EEA Vears Female [pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, |(CHADOX1 NCOV-19)] (S- Immunisation - Unknown|
10008552110 Caused/Prolonged Hospitalisation), Pyrexia (9d - Recovered/Resolved - ) - [/a - .5mL - Intramuscular])
% Non COVID-19 MRNA VACCINE MODERNA (CX-
: (2021-05- Not Not . 024414) [COVID-19 MRNA VACCINE MODERNA
r . . - - . L
10236 pupc |3 B0 peawhere - NOMEEA e erifiedSpecifieg Dt (V2 - Fatal - Results In Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008551893 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl
i [2021-05-|Healthcare 18-64 Acute myocardial infarction (n/a - Fatal - Results in Death), Asthenia (n/a - Unknown - ), Fatigue (n/a - Unknown - ), TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
10237 . Non EEA Male AN . immunisation - Not applicable - [1d - n/a -
EU-EC- F.3 06 Professional Years Vaccination site pain (1d - Recovered/Resolved - ) Intramuscular])
10008551785 1
10238 A+ (2021-05- Healthcare EEA 65-85 Male SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal |(COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- e 06 Professional Years - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - n/a - n/a])
10008550826,
oLl i More
10239 } §: |2021-05- Healthcare —pp than 85 |Female |Cardiac arrest (Od - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-ECG- | = x |06 Professional Vear immunisation - n/a - [n/a - n/a - n/a])
10008550320 cars
£ (2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i , - - i . ..
10240 EU-EC- 06 Professional EEA than 85 [Female |Acute coronary syndrome (Od - Fatal - Results in Death), Death (0d - Fatal - Results in Death) immunisation - 1/a - [1Va - 3mL - Intramuscular])
Years
10008549980
;
rf (2021-05-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
102411 pype Ex |06 Professional | PEA Years |Female [Pulmonary embolism (Od - Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008549970
Mo | AR ERAN
10242 : 3% (2021-05-|Healthcare EEA i\}/f;);eg 5 |Female Coronavirus infection (4d - Fatal - Results in Death), Multiple organ dysfunction syndrome (4d - Fatal - Results in mﬁﬁgﬁ ggzzilNlicable - n/ef -3(}n)LV{D'19
EU-EC- | & g (06 Professional Death), Septic shock (4d - Fatal - Results in Death), Vaccination failure (4d - Fatal - Results in Death) PP ’
: Years Intramuscular])
10008547679
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
Ak (2021-05- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- . - - —)
10243 EUEC |5 05 Erea:‘thciars | Non EEA Specified Male  |Paralysis (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008549816| = olessiona n/a - Intramuscular])
or scaij C COVID-19 VACCINE ASTRAZENECA (CHADOX1
10244 2021-05-|Healthcare Non EEA 18-64 Female Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 05 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008549642 n/a - Intramuscular])
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o Altered state of consciousness (n/a - Fatal - Results in Death), Arthralgia (n/a - Recovered/Resolved - Results in Death),
10245 & |2021-05- |Healthcare EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Myalgia (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 3 2 |05 Professional Years Recovered/Resolved - Results in Death) - n/a-n/a])
10008549521 &
Cerebral artery embolism (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
kol [=1% [ Hospitalisation, Disabling), Cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
sty uirt More Hospitalisation, Disabling), Chills (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, ME
10246 popo |8 (2)(5)21_05_ Eregg;:if; o |EEA than 85 |Female |Disabling), Pain in extremity (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, ?SZF?;%TY [TOZINAMERAN] (S - n/a - n/a - [n/a
10008549514 L Years Disabling), Stroke in evolution (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Thrombosis (n/a - Recovered/Resolved With Sequelae - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling)
i Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blindness (n/a - Unknown - Other Medically COVID-19 VACCINE AST INECA ( X1
= 2021-05- | Healthcare 18-64 - - X " - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10247 : Non EEA Female |Important Condition), Diarrhoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Full blood count CHADO
EU-EC 05 Professional Years abnormal (n/a - Unknown - ), Memory impairment (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (8- n/a - Unknown - [n/a -
10008549498 ’ E— n/a - Intramuscular])
Elickor scall | =& , ! Nor COVID-19 VACCINE ASTRAZENECA (CHADOX1
g3k (2021-05- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
10248 EU-EC- % (05 gocagsl;:iirgal Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008548957 - Not applicable - [n/a - n/a - Intramuscular])
N
el [2021-05-| “on 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
-EC- ] i - - Results in Death) . S .
10249 EU-EC % (05 Hea]thqare EEA Years |Male |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008548861 Professional
5
10250 &+ [2021-05- |Healthcare EEA 65-85 Male Dyspnoea (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachypnoea (3d - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | 2% ¥ |05 Professional Years Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008548687
Elickcor scal | 5% 3 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10251 . EEA than 85 |Female |Respiratory tract infection (2d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- | =% 05 Professional v, Intr: Jlar])
10008548554 cans amuscuiar
Rlickcor scad | 3 2001-05- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10252 : EEA than 85 |Female |Sudden death (31d - Fatal - Results in Death), Vomiting (n/a - Unknown - ) immunisation - Drug withdrawn - [1d - n/a -
EU-EC- x |05 Professional Vears Intramuscular])
10008548377
H 2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
10253 EU-EC- 05 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008547978
lickcor scal 2021-05- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
10254 . EEA Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [23d - 1 {DF} -
EU-EC- | %5 05 Professional Years
10008547956 Intramuscular])
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Lf 2021-05- | Healthcare 65-85 Bradycardia (0d - Fatal - Results in Death), Cardiac arrest (0d - Fatal - Results in Death), Circulatory collapse (0d - Fatal -| COMIRNATY [TOZINAMERAN] (S- COVID-19
10255 EU-EC- ] : 05 Professional EEA Vears Male  [Results in Death), Dyspnoea (0d - Not Recovered/Not Resolved - Results in Death), Fall (0d - Not Recovered/Not immunisation - Not applicable - [n/a - 1{DF} -
o X Resolved - Results in Death), Pumonary embolism (0d - Fatal - Results in Death) Intramuscular])
10008547621
3 2021-05- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10256 ; EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- x (05 Professional Years nal)
10008547374 4
o % 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
10257 ¥ . EEA than 85 |Female |Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death)
EU-EC- : 05 Professional v - n/a-n/a])
10008547226 3 cans
QoL scal ¥
i 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10258 y; |2021-05- Healtheare gy 16585y neath (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- /a - n/a - [/a - n/a -
EU-ECG- | 2% x |05 Professional Years wal)
10008546862
FeAc s 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10259 cupc |8 % 05 Professional | EEA g];an 85 |Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [1va - 1{DF} - n/a])
10008546608 cans
10260 % 2021-05- | Healthcare EEA Eﬁgrrlei;s Male Cardiac failure acute (n/a - Fata]_ - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in | o\ iRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | ¥ |05 Professional Vears Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008546570
P % 1021.05 o0 More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
10261 EU-EC- 05 Healthcare EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death), Transient ischaemic attack (n/a - Fatal - Results in Death) - n/a-n/a))
10008546414 Professional Years
: SPIKEVAX [COVID-19 MRNA VACCINE
2021-05- |Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
: - - ) . o ;
10262 EU-EC- o 05 Professional EEA Years Male COMID-19 {nfa - Futal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10008546199 Intramuscular])
% [2021-05-|Healthcare 18-64 o . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) . S .
10263 EU-EC- 05 Professional EEA Years Male  (Myocardial infarction (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008546055
2021-05-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10264 : EEA Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- |23 05 Professional Years - Not applicable - [n/a - .SmL - Intramuscular])
10008545834 ot applicabie - [n/a - . amuscuia
Non
10265 al 12021-05- Healthcare Non EEA 65-85 Male Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 05 : Years Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008545461 3 Professional
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Primary
BV Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - ?Durgtion - Dose -
Number Receipt ification for Grou Sex Route])
Date Qualifica Regulatory p
Purposes
4 2021-05- | Health 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
10266 -05-|Healthcare - pp "% IMale  [Pneumonia (8d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
EU-EC- | = 05 Professional Years - Not anplicable - [/a - .5mL - Int ul
10008544589 pplicable - [n/a - . ntramuscular])
click or scarl
2021-05- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
10267 gy e 05 Professional [0 Years |Vele  [Death (n/a- Fatal - Results in Death) immunisation - n/a - [/a - 1{DF} - Intramuscular])
10008544510,
Eligcor scal . More Death (n/a - Fatal - Results in Death), Gingival pain (n/a - Unknown - Life Threatening), Hypophagia (n/a - Unknown - |COVID-19 MRNA VACCINE MODERNA (CX-
10268 2021-05- |Healthcare Non EEA  |than 85 |Female Life Threatening), Loss of personal independence in daily activities (n/a - Unknown - Life Threatening), Oral infection (n/a - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 05 Professional Vears Unknown - Life Threatening), Swelling face (n/a - Unknown - Life Threatening), Toothache (n/a - Unknown - Life (CX-024414)] (S- COVID-19 immunisation - Not
10008544233 Threatening) applicable - [n/a - 1{DF} - Intramuscular])
oLl FrE Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
L. 12021-05- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10269 10(%%-5]:]12-2 i *1os l})II:c(flfte}Sl;:iirsal Non EEA Specified Female |Death (n/a - Fatal - Results in Death) Errmmmisation - Not applicable - [/ - 1/ -
Unknown])
[etick or scad | = Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
10270 iy 2021-05- Healthcare Non EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis  |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- i (05 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008544173 Intramuscular])
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Computerised tomogram abdomen (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Dialysis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Electroencephalogram abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Encephalopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Endotracheal intubation (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Hepatic steatosis (n/a - Fatal - Results in Death, Caused/Prolonged
Elick or scal Hospitalisation, Other Medically Important Condition), Hyperammonaemia (n/a - Fatal - Results in Death, COVID-19 VACCINE JANSSEN (AD26.COW2.5)
10271 ¥ (2021-05- |Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypotension (n/a - Fatal - Results in Death [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 05 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lethargy (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008544153 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Magnetic resonance imaging head normal (n/a - Intramuscular])
Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pelvic venous
thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Renal impairment (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Ultrasound Doppler abnormal (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Ultrasound abdomen normal (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Urinary tract infection (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Venogram normal (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# E'T L(l))cal ICSR Form (R;ate?’vs;y Source fountry Age Is’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber €CeIPt |Qualification| 0" Group €% Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [1d - 1{DF} - Intramuscular]),
or scaij ; [LITHIUM CARBONATE] (S - Psychotic disorder -
2% [2021-05-|Healthcare 18-64 . . . . n/a - [n/a - 1.2g- Oral]), [OLANZAPINE] (S-
10, 7 - R , R R a-1
10272 EU-EC- % |05 Professional EEA Vears Female |Gastrointestinal haemorrhage (1d - Fatal - Results in Death), Sudden death (1d - Fatal - Results in Death) Psychotic disorder - n/a - [n/a - 30mg - Oral]),
10008544091 PERICIAZINE] (S- Psychotic disorder - n/a - [n/a -
D4
200mg - Oral]), [SERTRALINE] (S - Psychotic
disorder - n/a - [n/a - 100mg - Oral]), [TRAMADOL
HYDROCHLORIDE] (S - Psychotic disorder - n/a -
[n/a - 200mg - Oral])
Rlickcor scal | 5 2021-05-Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10273 EU-EC ¥ (05 Professional EEA than 85 [Female |Vaccination failure (9d - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
< " rolessiona Years Intramuscular])
10008544073
3 5021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10274 EU-EC- L 2 PO Professional EEA than 85 [Male  |Vaccination failure (12d - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
10008544051 i Years Intramuscular])
klick or scal e More
a* [2021-05- |Healthcare Lo . . oo COMIRNATY [TOZINAMERAN] (S- COVID-19
10275 EU-EC- z 05 Professional EEA t\}(]::;r S85 Male  |Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [/ - 1 {DF} - Intramuscular])
10008544035
3 9021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10276 EUEC. |® | 05 Professional EEA than 85 [Female |Cardiac failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008544024 i Years Intramuscular])
Activated partial thromboplastin time normal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Anticoagulant therapy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Computerised tomogram head (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer normal (n/a -
1 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Generalised tonic-clonic seizure (n/a - Fatal - Results in
Elick or sca b 2021-05- | Heal Death, Caused/Prolonged Hospitalisation), Influenza A virus test negative (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.9)
-05- thcare 18-64 FrCET . N B . o o . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10277 . Non EEA Male  |Hospitalisation), Influenza B virus test (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), International L .
EU-EC- z |05 Professional Years i . o . AProl italisati inal oroh . Immunisation - Not applicable - [n/a - n/a -
10008543736 normal 1s§d ratio nqrmal (n/a - Fatal - Results in Death, Caused/Prolonged Hospit: 1§at1f)n)3 N-terminal prohormone brain Intramuscular])
natriuretic peptide increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Platelet count normal (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Respiratory syncytial virus test negative (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), SARS-CoV-2 test negative (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Status epilepticus (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation)
m COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ 15021-05- | Healthcare 65-85 Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10278 gy pe 05 Professional Non EEA Vears Male  |Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008543707 n/a - Intrammscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: i COVID-19 MRNA VACCINE MODERNA (CX-
" [2021-05-|Healthcare 18-64 - . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - ) . N
1279 pugc %05 |Professional |[NOMEEA yeys  [Male |Completedsuicide (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008543702 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
10280 £ 2021-05- Healthcare Non EEA 65-85 Female Feeling hot (n/a - Fatal - Results in Death), Renal pain (n/a - Fatal - Results in Death), Swollen tongue (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- e |05 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008543678 applicable - [n/a - 1{DF} - Unknown])
gk or scal More COVID-19 MRNA VACCINE MODERNA (CX-
&1 (2021-05- [Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
' : - - R - - . A
10281 BU-EC- I 05 Professional Non EEA 21{1:;;35 Male  |Asthenia (42d - Fatal - Results in Death), Dysphagia (42d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008543618 applicable - [n/a - 1{DF} - Unknown])
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Behaviour disorder (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged
ik orsad || Hospitalisation, Other Medically Important Condition), Constipation (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-05- |Healthcare More Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
10282 EU-EC- 05 Professional Non EEA  |than 85 |Female |Condition), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, |(CX-024414)] (S- COVID-19 immunisation - Not
10008543617 Years Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), applicable - [n/a - 1{DF} - Intramuscular - More in
Hypersomnia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, |ICSR])
Caused/Prolonged Hospitalisation), Restlessness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting|
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
s 2 2021-05- | Healthcare 65-85 . o COMIRNATY [TOZINAMERAN] (8 - COVID-19
10283 EU-EC- Y 05 Professional EEA Vears Male  |Cerebral haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) }Irl‘lrrnmlsatllﬂon]—) Jrug withdrawn - [1d - .3mL -
10008542558 amusciar
3 |5021-05- [ Healthcare More Not COMIRNATY [TOZINAMERAN] (S- COVID-19
10284 . EEA than 85 .. |Ischaemic stroke (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 05 Professional Vears Specified Tntramuscular])
10008542503
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
10285 2021-05- |Healthcare EEA 65-85 Female Cerebral venous thrombosis (n/a - Fatal - Results in Death), Heparin-induced thrombocytopenia test positive (n/a - Fatal -  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 05 Professional Years Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008542465 - Not applicable - [1d - 1{DF} - Intramuscular])
klick or scal
112021-05- |Healthcare 18-64 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening), Pulmonary embolism (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (8- COVID-19
10286 : EEA Male i ; immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 05 Professional Years Death, Life Threatening) Intramuscular])
10008542421
A
10287 & |2021-05- |Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Circulatory collapse (n/a - Unknown - | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-ECG- | & g (05 Professional Years Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008542153
Blood glucose increased (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death),
Elickcor scad | i : Computerised tomogram head normal (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dysphagia COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2l 2021-05- | Healthcare 65-85 . . . - - . - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10288 : Non EEA Male  |(n/a- Fatal - Results in Death), Gastrointestinal tube insertion (n/a - Fatal - Results in Death), Neurological symptom (n/aj s .
EU-EC- 05 Professional Years y . 7 ; Immunisation - Not applicable - [n/a - n/a -
- Fatal - Results in Death), Surgery (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death),
10008542075 - P X Intramuscular])
Unresponsive to stimuli (n/a - Fatal - Results in Death)
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_ Non
2021-05- Not . Lo . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - . S .
10289 EU-EC- 05 Healthgare EEA Specified Male  |General physical health deterioration (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008541726
KlickCor scal
2021-05- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10290, EU-EC- “los Professional EEA Vears Male  [COVID-19 (14d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008541172 - .5mL - Intramuscular])
o |! kg k[ Arthralgia (20d - Fatal - Results in Death), COVID-19 pneumonia (10d - Fatal - Results in Death), Chills (10d - Fatal -
: 2 |5021-05- | Healthcare 18-64 Results in Death), Cough (10d - Fatal - Results in Death), Decreased appetite (10d - Fatal - Results in Death), 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10291 EUEC. | % X 05 Professional EEA Vears Female |Diarrhoea (10d - Fatal - Results in Death), Fatigue (20d - Fatal - Results in Death), Headache (10d - Fatal - Results in  |(CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
100085410001 : ] i Death), Multiple organ dysfunction syndrome (10d - Fatal - Results in Death), Myalgia (20d - Fatal - Results in Death), |- n/a- n/a])
Pyrexia (10d - Fatal - Results in Death)
Qr _scail . .
10292 2021-05- |Healtheare —pp 0585 | pemale |Arterial occlusive discase (n/a - Fatal - Results in Death), Intestinal ischaemia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 05 Professional Years n/a - [n/a - n/a - n/a])
10008540993
Elick or scal |3 5021-05- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10293 oec 1 05 Healthcare EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008540757 ) Professional n/a])
o105 Non 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10204 oo | ¥ s Healthcare  [EEA Vears |Male  |Death (n/a - Fatal - Results in Death) (CHADOX!1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -
10008540756 i Professional n/a))
Elick or scal More COVID-19 MRNA VACCINE (NUCLEOSIDE
i [2021-05-|Healthcare . MODIFIED) COMIRNATY [TOZINAMERAN] (S-
; - - ) : L .
10295 EU-EC- 05 Professional EEA $$§5 Female |Sudden death (n/a - Fatal - Results In Death COVID-19 immunisation - Not applicable - [n/a - n/a -
10008540402 n/a])
Abdominal pain (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Arterial thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Arterial thrombosis (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged
Hospitalisation), Cerebral haemorrhage (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Cerebral
venous thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
or scail Important Condition), Chest injury (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Embolism (n/a- |COVID-19 VACCINE ASTRAZENECA (CHADOX1
10296 e (2021-05- |Healthcare Non EEA 18-64 Female Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x |05 Professional Years Haemorrhage (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important ~ |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008540400 Condition), Muscular weakness (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically - Not applicable - [1d - n/a - n/a])
Important Condition), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Venous thrombosis (n/a -
Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Visceral venous thrombosis (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
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# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Brain oedema (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebellar haematoma
[elick or scad | : (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - [COVID-19 VACCINE ASTRAZENECA (CHADOX1
10297 2021-05- |Healthcare EEA 18-64 Female Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |05 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Immune thrombocytopenia (n/a - Fatal - (CHADOX1 NCOV-19)] (S- Immunisation - Unknown|
10008540379 Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in |- [n/a - n/a - Intramuscular])
Death, Life Threatening, Caused/Prolonged Hospitalisation)
Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral infarction (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebral infarction (n/a - Unknown - Other Medically
or scail C Non Important Condition), Chills (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Gait apraxia (n/a - Unknown -
10298 2021-05- Healthcare EEA 65-85 Female Other Medically Important Condition), Headache (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Hemianopia (COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- 05 Professional Years (n/a - Unknown - Other Medically Important Condition), Malaise (2d - Recovered/Resolved - Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008540116 Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Myalgia (2d - Recovered/Resolved -
Caused/Prolonged Hospitalisation), Nausea (n/a - Recovering/Resolving - Other Medically Important Condition), Vomiting
(n/a - Recovering/Resolving - Other Medically Important Condition)
ko | &
] 2021-05- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
10299 EUEC |3 05 Professional EEA Vears Male  [Death (n/a - Fatal - Results in Death n/a - [n/a - n/a - n/a])
10008539798
=
10300 2021-05- |Healthcare EEA 18-64 Female Asthenia (3d - Fatal - Results in Death), Chills (3d - Fatal - Results in Death), Dizziness (3d - Fatal - Results in Death), (COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- = |05 Professional Years Sudden death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008539794
:i (2021-05-|Healthcare 65-85 . . o . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - X - -
10301 EU-EC- 05 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results in Death) na - [n/a- /a - n/al)
10008539791
click or scarl )
Elickor sco} B 1021-05-|Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10302 ppc : : EEA than 85 |nale | Cardiac failure (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- v/a - Not applicable - [/
-EC- 05 Professional Years Sl - 1 sl
10008539501 -. - Intramuscular])
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-05- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - - . S
10303 EU-EC- 3 ¥ |05 l};l:jgsl;:iirgal EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008539456 ; - Not applicable - [n/a - 1 {DF} - n/a])
Elick or scall | %= -. Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
- % (2021-05- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] - - > - =) - - st
10304 EU-EC- 105 Eresg;:iirsal Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - ), Influenza (n/a - Unknown - ) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008539268 applicable - [n/a - n/a - Intramuscular])
Rlicicor scal | o2k £ 502105/ Non 65.85 Aphasia (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Cerebral haematoma (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10305 EU-EC- 05 Healthcare Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), immunisation - Not applicable - [n/a - n/a - n/al)
10008538939 ; Professional Dysstasia (n/a - Unknown - ), Muscular weakness (n/a - Unknown - ), Somnolence (n/a - Unknown - ) PP
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; 5 Non More Cardiovascular disorder (n/a - Unknown - ), Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically
10306 ar 12021-05- Healthcare EEA than 85 |[Female Important Condition), Chills (n/a - Unknown - ), Fall (n/a - Fatal - Results in Death), Feeling cold (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- w05 Professional Vears Malaise (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Syncope (n/a - Unknown - Other immunisation - Not applicable - [1d - n/a - n/a])
10008538881 Medically Important Condition)
& |2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
10307, BU-EC- 05 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) a - [n/a - n/a - n/al)
10008538716
i T 12021-05-|Health More COMIRNATY [TOZINAMERAN] (S - Immunisati
10308 30 Rl o 0 TN than 85 |Female |Asthenia (n/a - Fatal - Results in Death), Tremor (n/a - Fatal - Results in Death) - mmumsation. -
EU-EC- o |05 Professional v n/a - [n/a - n/a - n/a])
10008538697 cans
S B 200 1.05- | Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10309 . . EEA Male  |Disseminated intravascular coagulation (2d - Fatal - Results in Death), Septic shock (2d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 05 Professional Years - /- n/a])
10008538657 :
- 12021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
_EC- ) : - - ) . ol .
10310 EU-EC 05 Professional EEA Years Female |Death (Od - Fatal - Results in Death immunisation - Not applicable - [n/a - .3mL - n/a])
10008538048
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
A (2021-05- 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10311 BU-EC- B 05 Eﬁg;scizrgal EEA Years Male ineffective (n/a - Fatal - Results in Death CoV-2 test positive (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Drug withdrawn -
10008538042 ; [n/a - n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-05- | Healthcare 65-85 - . . 024414) [COVID-19 MRNA VACCINE MODERNA
: ; - - . L
10312 EU-EC- : T 05 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008537582 applicable - [n/a - 1{DF} - Unknown])
klick or scal ,
2021-05- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - - X - -
10313 FUEC. | & 05 Professional EEA Vears Male  [Abdominal pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) - n/a- n/al)
10008536845
Anaemia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling), Asthenia (n/a - Recovering/Resolving -
Caused/Prolonged Hospitalisation, Disabling), C-reactive protein increased (n/a - Recovering/Resolving - Caused/Prolonged
Hospitalisation, Disabling), Fatigue (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling), Headache (n/a
o - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling), Hyperhidrosis (n/a - Recovering/Resolving - (COVID-19 VACCINE ASTRAZENECA (CHADOX1
10314 2021-05- | Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation, Disabling), Hypotension (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- > |05 Professional Years Disabling), Leukocytosis (1/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling), Lymphoma (n/a - Fatal - |(CHADOX1 NCOV-19)] (S - Immunisation - Not
10008536833 Results in Death, Disabling), Neutropenia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling), Pallor|applicable - [n/a - n/a - Intramuscular])
(n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Disabling), Tachycardia (n/a - Recovering/Resolving -
Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Recovering/Resolving - Caused/Prolonged
Hospitalisation, Disabling)
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Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
wmber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
2 1021-05- Non More Basilar artery oc.clusu)n (n/a - Fatal - Results in Death ‘CaLsed/Prolopg?d Hospnahsatlon), O:rebrovascu.lar accident (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
10315 X Healthcare ~ |[EEA than 85 (Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thalamic infarction (n/a - Fatal - Results in Death . o .
EU-EC- |05 . 0 immunisation - Not applicable - [n/a - n/a - n/a])
! Professional Years Caused/Prolonged Hospitalisation)
10008536721
click or scarl Non Death (n/a - Fatal - Results in Death), Deep vein thrombosis (n/a - Unknown - Other Medically Important Condition),
10316 2021-05- Healthcare Non EEA 18-64 Male Feeling cold (n/a - Unknown - Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 05 Professional Years Hospitalisation), Insomnia (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Thrombosis|immunisation - Not applicable - [n/a - n/a - n/a])
10008536718 (n/a - Unknown - Caused/Prolonged Hospitalisation)
Elickorscall | = : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
10317 A (2021-05- Healthcare Non EEA 18-64 Male Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 05 Professional Years Condition), Cluster headache (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008536633/ =2 oressiond n/a - Intramuscular])
Qr _scail
% 12021-05- N0 Not Aggression (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Irritability (/a - Fatal - Resultsin |\ anias i [COVID 9 VACCINE ASTRAZENECA
10318 Healthcare EEA .. _{Male . ! : . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 05 . Specified Death), Mood swings (n/a - Fatal - Results in Death), Personality change (n/a - Fatal - Results in Death)
Professional n/a - Intramuscular])
10008535997
Rlickcorscal | g VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
a* 2021-05- |Healthcare 65-85 Brain oedema (1d - Fatal - Results in Death), Cerebral haemorrhage (1d - Fatal - Results in Death), Coma (1d - Fatal - . L
10319 ) : EEA Female . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- wwx (05 Professional Years Results in Death), Syncope (1d - Fatal - Results in Death) .
10008535840 ’ - Not applicable - [n/a - .5mL - Intramuscular])
EE [021-05- [Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10320)  gEU-EC- e o L 05 Professional EEA Vears Female |Myocardial infarction (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008535604 - Not applicable - [n/a - .5mL - Intramuscular])
BINOCRIT [EPOETIN ALFA] (S - Nephrogenic
[ anaemia - Unknown - [n/a - 20000k[iU] -
- 1, (5021-05- | Healthcare 65-85 Abdominal pain upper (11d - Fatal - Results in Death), Asthenia (11d - Fatal - Results in Death), Dyspnoea exertional  |Subcutaneous]), COMIRNATY [TOZINAMERAN] (S-
10321 EU-EC- (05 Professional EEA Vears Male  |(11d- Fatal - Results in Death), Ecchymosis (11d - Fatal - Results in Death), Oedema peripheral (11d - Fatal - Results |COVID-19 immunisation - Not applicable - [n/a -
10008535391 " in Death), Tachycardia (11d - Fatal - Results in Death) .3mL - Intramuscular]), PRADAXA 110A MGHARD
CAPSULES [DABIGATRAN ETEXILATE] (S- Atrial
fibrillation - Drug withdrawn - [n/a - 220mg - Oral])
Elick or scall | g : Acute myeloid leukaemia (28d - Fatal - Results in Death), Asthenia (28d - Fatal - Results in Death), Contusion (28d - MRNA VACCINE
10322 e ¥ (2021-05- le(e):lthcare EEA 65-85 Female Fatal - Results in Death), Petechiae (28d - Fatal - Results in Death), Pyrexia (28d - Fatal - Results in Death), Rales ﬁéﬁ%@&gﬁ?&? ] (S/} (\;)XVID-I 9
EU-EC- 5 (05 fessi Years (28d - Fatal - Results in Death), Thrombocytopenia (28d - Fatal - Results in Death), Vomiting (28d - Fatal - Results in |. sation - n/a - [/
10008533371 . Professional Death immunisation - n/a - [n/a - .5mL - Intramuscular])
- COVID-19 VACCINE (AD26.COV2-S
;
E— 2 1502105 Healtheare 65.85 [RECOMBINANT ) JANSSEN [COVID-19 VACCINE
10323 X . EEA Female |Cardio-respiratory arrest (1d - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
EU-EC- F=x (04 Professional Years . isation - N licable - [1d~ SmL
10008534321 ; immunisation - Not applicable - [1d- . -
Intramuscular])
Elick or seal | 2% % |2021-05- | Healthcare Not Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10324 ) X : Non EEA .. |Female |Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), . L .
EU-EC- ; x |04 Professional Specified - . e immunisation - Not applicable - [1d - n/a - n/a])
; Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
10008534110 [ 5_4' 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
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
; b 2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10325 EU-EC- o 04 Professional EEA than 85 [Female |Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d- .3mL -
10008534042 ! Years Intramuscular])
click or scarl 2 SPIKEVAX [COVID-19 MRNA VACCINE
% (2021-05- |Healthcare 65-85 . . o MODERNA (CX-024414)] (S- COVID-19
10326, BU-EC- 2 P9 Professional EEA Vears Female |Ischaemic stroke (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- n/a - n/a - More
10008534009 in ICSR])
R 1 2021-05- | Healthcare Not Not Anencephaly (n/a - Fatal - Results in Death, Congenital Anomaly), Cleft palate (n/a - Not Recovered/Not Resolved - COMIRNATY [{\I;OZIN?MERAN]/ & _1 OngV[ D19
10327\ EU-EC- * (04 Professional ~ [EEA Specified Specified Results in Death, Congenital Anomaly), Congenital absence of cranial vault (n/a - Fatal - Results in Death, Congenital l;rnnmllsatlo? i ot applicable - [n/a - 1{DF} -
10008533707 - Anomaly), Foetal exposure during pregnancy (n/a - Recovered/Resolved - Results in Death, Congenital Anomaly) ransplacental])
10328 2 (2021-05- Healthcare EEA Not Male COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Drug COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- ok 04 . Specified ineffective (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
Professional
10008533048
Atrial fibrillation (18d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Atrial flutter (18d - Not
Elick or scall | & _ Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cardiomegaly (18d - Not Recovered/Not Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
10329 L 2021-05- |Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), Dyspnoea (18d - Not Recovered/Not Resolved - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 04 Professional Years Caused/Prolonged Hospitalisation), Dyspnoea exertional (18d - Not Recovered/Not Resolved - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008532432 Hospitalisation), Pleural effusion (18d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary applicable - [n/a - 1{DF} - Intramuscular])
congestion (18d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
Elick or scal |* ”} h COVID-19 MRNA VACCINE MODERNA (CX-
2% (2021-05-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
) ; - - . L
10330 EU-EC- T 04 Professional Non EEA Vears Male  |Acute cardiac event (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008532223 ; applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
;
7 More . 024414) [COVID-19 MRNA VACCINE MODERNA
; -05- - - X - - . .
10331 _ ¥ 2021-05 Healthc'are Non EEA  |than 85 Male Lethe}rgy (n{a Fatal - Results in Death), Somnolence (n/a - Not Recovered/Not Resolved - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation -
EU-EC- i x (04 Professional Hospitalisation) .
Years Unknown - [n/a - 1{DF} - Intramuscular - More in
10008532151
ICSR])
10332 2021-05- |Healthcare EEA ?ﬁg;eg 5 |Female Acute myocardial infarction (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- x |04 Professional v Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
ears
10008532114
% 2021-05- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
-EC- a1 i - - Results in Death) . N .
10333 0 (%%511;(23056 (04 Professional |EEA Years |Male |Cerebral haemorrhage (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1 {DF} - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
h Non
A [2021-05- Not . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
X . - - N - - ) P .
10334 EU-EC- i po Healthc_are EEA Specified Female [COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
y Professional
10008531740
T o 'VAXZEVRIA COVID-19 VACCINE (CHADOX1-S
- = 2021-05- | Healthcare 65-85 [RECOMBINANTT) SUSPENSION FOR INJECTION
10335 I 1 : EEA Female [COVID-19 (16d - Fatal - Results in Death) [COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- |23 x |04 Professional Years . A
10008531471 NCO_V-19)] (S- COVID-19 immunisation - Not
applicable - [n/a - .5mL - Intramuscular])
Elickor scall | %2 = COVID-19 VACCINE ASTRAZENECA (CHADOX1
10336 : 2021-05- Healthcare EEA 18-64 Female Pulmonary embolism (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |04 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008531274 - Not applicable - [n/a - 1 {DF} - n/a])
i 3 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
. = - 4 : - _ . - .
10337 EU-EC- H 04 Professional EEA t;}a;lr 85 |Female |Petechiae (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008530823 3 cars
Yy % [2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
; ) } .
10338 EU-EC- 04 Professional EEA ;?::r S85 Male  |Death (n/a - Fatal - Results in Death) Wa - [n/a- n/a - n/al)
10008530236
¥, 021-05- Non 65-85 Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Intestinal ischaemia (n/a - Not |COMIRNATY [TOZINAMERAN] (S- COVID-19
10339 L 40, Healthcare EEA Female |Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Septic shock (n/a - Fatal - Results in Death), Subileus (n/a-  |immunisation - Not applicable - [1d - 1{DF} -
EU-EC- i x (04 : Years e
Professional Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) Intramuscular])
10008530208
Elickcorsead | 5 12021205 [Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
10340 0| : EEA Female [Chest pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- i x |04 Professional Years Intramuscular])
10008530152/ :
2021-05- Non 65-85 Decreased appetite (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
10341 Healthcare ~ [EEA Male |, L immunisation - Not applicable - [1d - 1{DF} -
EU-EC- : 04 Professional Years in Death, Caused/Prolonged Hospitalisation) Int Jar])
10008530136 rofessional ntramuscular
kiickor sca) ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
i, | 2021-05- | Healthcare 65-85 . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
-EC- : - - 3 - - . o
10342 EU-EC 04 Professional EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Thrombophlebitis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008530131 - n/a - [1d- 1{DF} - Intramuscular])
lick or scal 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10343 . EEA than 85 (Male  |Diarrhoea (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
EU-EC- : 04 Professional
10008530126 Years Intramuscular])
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
: y M COMIRNATY [TOZINAMERAN] (S- COVID-19
% 2021-05-|Healthcare |0 h"reg s IFemsle [Petechize (o/a - Fatal immunisation - Not applicable - [1d - 1{DF} -
. - - i .
10344 pupe |5 04 Professional Yont e |Petechiae (n/a - Fatal - Results in Death) Intramuscular]), ELIQUIS [APTXABAN] (S- Atrial
10008530099 fibrillation - Not applicable - [n/a - Smg - Oral])
lick or scal 3 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10345 o . EEA Male  [Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- |3 ¥ (04 Professional Years Intramuscular])
10008530076 | i 0y
Blickor scal | 2% B 12021205 [Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10346 40 . EEA Male  [Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- |25 o (04 Professional Years Intr: ular])
10008530060 ; amuscuiar
> [ Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypernatraemia (n/a - Fatal - Results in Death
— 2 5021-05- | Healthcare 65-85 Caused/Prolonged Hospitalisation), Hypotonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
10347 EU-EC- ] 04 Professional EEA Vears Female |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results in Death, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008530037 : . Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachycardia |- Not applicable - [n/a - .5SmL - Intramuscular])
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elick or scall | & l More Balance disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Blood pressure increased (n/a - Unknown -
10348 al (2021-05- Healthcare Non EEA  |than 85 |Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 04 Professional Vears Death, Caused/Prolonged Hospitalisation), Depressed level of consciousness (n/a - Unknown - Other Medically Important immunisation - Not applicable - [n/a - n/a - n/a])
10008530000 Condition), Hemiplegia (n/a - Unknown - Caused/Prolonged Hospitalisation), Pupils unequal (n/a - Unknown - )
3 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10349 FUEC | % X 04 Professional EEA than 85 [Male ~ |[COVID-19 pneumonia (14d - Fatal - Results in Death), Vaccination failure (14d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008529955 Years Intramuscular])
ik or scad | = . More COVID-19 VACCINE ASTRAZENECA (CHADOX]
2F [2021-05-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
183500 pupc |3 %[04 |Professional | [tan 85 fFemale Death (1d-Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008529954 - Not applicable - [1d - 1{DF} - Intramuscular])
= COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 2021-05- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
151 pupe |2 04 [Professional |TEA  |Years [Fomale |Death (n/a- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008529950 = - Not applicable - [1d - 1{DF} - Intramuscular])
e i 202105, | Healthare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10352 . EEA Female |Pancreatitis acute (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- x |04 Professional Years Intramuscular])
10008529948
m L1 5021-05-|Healthcare 65-85 Communication disorder (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Depressed level of COMIRNATY [TOZINAMERAN] (S- COVID-19
10353 EU-EC- 04 Professional EEA Vears Female |consciousness (n/a - Fatal - Results in Death), Feeding disorder (n/a - Not Recovered/Not Resolved - Other Medically immunisation - n/a - [1d- 1{DF} - Intramuscular])
10008529931 Tmportant Condition), Hemiplegia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
o 5 12021-05- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
10354 0 . EA Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- x |04 Professional Years .
10008529929 - Drug withdrawn - [1d - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008530099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008530076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008530060&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008530037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008530000&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529955&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529954&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529950&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529948&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529931&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529929&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i o 2021-05- Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10355 i . EEA than 85 [Female |Vaccination failure (15d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- = x (04 Professional v Int lar])
10008529918 ears ntramuscular
SRR 8 | 01-05- Healtheare Lsd COMIRNATY [TOZINAMERAN] (S- COVID-19
10356 EU-EC- 04 Professional EEA Vears Female [COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) }mtmmisatliﬂon - Not applicable - [n/a - .3mL -
10008529875 ntramuscular])
ik or scal & 3 2021.05. Non 18-64 Abdominal pain (n/a - Unknown - ), Aortic aneurysm rupture (n/a - Fatal - Results in Death, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10357 : Healthcare Non EEA Female |Condition), Hepatic haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Illness (n/a - . oo .
EU-EC-  |g 04 . Years . . . - immunisation - Not applicable - [1d - n/a - n/a])
Professional Recovering/Resolving - ), Thrombosis (n/a - Fatal - Results in Death)
10008529637
or scail ¥ ME
10358 2% [2021-05-|Healthcare EEA i\}/f;);eg 5 |Female Condition aggravated (n/a - Not Recovered/Not Resolved - ), Cyanosis (n/a - Not Recovered/Not Resolved - ), Death (n/a - mﬁﬁgﬁ ggzalNlicable - n/] S _3?]}/{1)19
EU-ECG- |23 o (04 Professional Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - ) PP .
: Years Intramuscular])
10008529373
Elick or scad | 5% s COVID-19 MRNA VACCINE MODERNA (CX-
10359 - |2021-05-|Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death), Myocardial infarction (1d - Unknown - Life Threatening, Other Medically Important (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o 04 Professional Years Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008529165 ; applicable - [n/a - 1{DF} - Intramuscular])
; 7 2001-05- | Healtheare More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10360 BU-EC- & 04 Professional Non EEA  |than 85 (Male  |Anaphylactic reaction (1d - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- .3mL -
10008528971 Years Intramuscular])
Elickor scal | =% 7 More COMIRNATY [TOZINAMERAN] (S- COVID-19
& [2021-05- |Healthcare Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (n/a - Fatal - . P .
10361 X . Non EEA  |than 85 |Male A immunisation - Not applicable - [1d - n/a -
EU-EC- ; x (04 Professional v, Results in Death) Intr: Jar])
10008528933 cars amuseuar
- 4 More Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Anaemia (n/a - Unknown - ), Cardiac failure (n/a - Fatal
10362 A= 2021-05- |Healthcare EEA than 85 |[Female |- Results in Death, Caused/Prolonged Hospitalisation), Hyponatraemia (n/a - Unknown - ), Ileus (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- o 04 Professional Vears Caused/Prolonged Hospitalisation), Subileus (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - |immunisation - Not applicable - [1d - n/a - n/a])
10008528922 ; Caused/Prolonged Hospitalisation)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
't [2021-05-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - R - -
10363 EUEC | 04 Professional Non EEA Vears Female [Acute coronary syndrome (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10008528650 n/a - Intramuscular])
Rlick or scad | 5 3 2021-05- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10364 BU-EC- 04 Healthcare EEA Vears Male  [Haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008528610 Professional n/a])
Cardiac arrest (1d - Fatal - Results in Death), Lipase increased (1d - Not Recovered/Not Resolved - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 o b oo . 024414) [COVID-19 MRNA VACCINE MODERNA
10365 . Non EEA Female |Hospitalisation), Pancreatitis acute (1d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), White blood cell . g
EUEC |3 04 Professional Years count increased (1d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008528436 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529918&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529875&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529637&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528922&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528650&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528610&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528436&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-05- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
10366 pupe |3 04 Professional |\OMEEA  |yeors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008528423 3 applicable - [n/a - 1{DF} - Intramuscular])
Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal -
Results in Death, Other Medically Important Condition), Foaming at mouth (n/a - Fatal - Results in Death, Other
Elick or scad > Medically Important Condition), Haemoglobin decreased (n/a - Fatal - Results in Death, Other Medically Important (COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2021-05- | Healthcare 65-85 o . . - " . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10367 . Non EEA Male |Condition), Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - L .
EU-EC- 04 Professional Years . ! - - . . Immunisation - Not applicable - [n/a - n/a -
10008528186 Fatal - Res.ults in Death Other.l\'/ledlcally Important Condition), Metabolic function test (n/a - Fatal - Resglts in Death Unknown])
Other Medically Important Condition), Platelet count decreased (n/a - Fatal - Results in Death, Other Medically Important
Condition), Sputum discoloured (n/a - Fatal - Results in Death, Other Medically Important Condition)
C Abdominal pain (n/a - Fatal - Results in Death), Intestinal obstruction (n/a - Fatal - Results in Death, Other Medically ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
10368 2021-05- Healthcare Non EEA 65-85 Male Important Condition), Intestinal perforation (n/a - Fatal - Results in Death, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Sepsis (/a- |[(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008527566, Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Fatal - Results in Death) - Unknown - [n/a - n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
10369 43 12021-05- |Healthcare Non EEA  |65-85  |Female . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 104 Professional Years Cerebral haemorrhage (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008527180 applicable - [n/a - 1{DF} - Unknown])
1 (2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
10370 EU-EC- 104 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008527009 i
Elickcor scad | i 2021-05- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10371 EU-EC- ] 04 Healthcare EEA Vears Female [Back pain (n/a - Unknown - ), Limb discomfort (n/a - Unknown - ), Organ failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008526992 Professional - n/a- n/a])
= More
10372 ¥ 2021-05- | Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), Fall (n/a - Unknown - Other Medically Important Condition), Loss of consciousness |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- i (04 Professional v (n/a - Recovered/Resolved - Other Medically Important Condition) n/a - [n/a - n/a - n/a])
ears
10008526948
i (2021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-05- : i i . - N
10373 EU-EC- 04 Professional EEA $aﬂ 85 |Female |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008526922 cans
Elick or sca | - % COVID-19 VACCINE ASTRAZENECA (CHADOX1
% [2021-05-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - ) . S
10374 pupc |BESERERN 04 Professional PO |Years |lemale |Skken death (n/a-Tatal - Results in Death (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008526760 ; - Not applicable - [1d - .5mL - Intramuscular])
click or scarl M
10375 'l(2021-05- |Healthcare EEA th(a)rrleS 5 [Male Ischaemic stroke (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 1(04 Professional v Thrombocytopenia (n/a - Fatal - Results in Death) - n/a - n/a])
10008526745 cars
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008527566&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008527180&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008527009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008526992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008526948&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008526922&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008526760&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008526745&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: ox COVID-19 VACCINE ASTRAZENECA (CHADOX1
10376 A 2021-05- |Healthcare EEA 18-64 Male Cerebral haemorrhage (n/a - Fatal - Results in Death), Rash erythematous (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- For (04 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008526726 ; Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-05- Healthcare . e 024414) [COVID-19 MRNA VACCINE MODERNA
10377 EU-EC- T 4 Professional Non EEA 2}(1:;;%5 Male  [COVID-19 (22d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008526504 ; applicable - [n/a - n/a - n/a])
Elickor scad | =0 COVID-19 MRNA VACCINE MODERNA (CX-
:  (2021-05-|Healthcare 65-85 . L . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . A
10378 BU-EC- . 04 Professional Non EEA Years Female |Death (3d - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008526398 applicable - [n/a - 1{DF} - Intramuscular])
click or sca 2 More COVID-19 MRNA VACCINE MODERNA (CX-
10379 - [2021-05-|Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Mobility decreased (n/a (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- *lo4 Professional s - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008526080 applicable - [n/a - n/a - Intramuscular])
; COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MERAN ME
10380 3% 2021-05-|Healthcare Non EEA ?ﬁg;eg 5 |Female Condition), Creatinine renal clearance decreased (n/a - Unknown - Other Medically Important Condition), Drug ineffective msation - NOEEOZlIicNable 0 d-]ngg: COVID-19
EU-EC- - e 04 Professional Vears (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Platelet count Tntramuscular]) PP
10008526045 : decreased (n/a - Unknown - Caused/Prolonged Hospitalisation)
: Hy - - t] - - i bl - - il
22 5021-05- Non More Aphoma (n/a - Unknown - Disabling) Death'(n/a' Fatal Results in Death) Dysarth{la (n/a Unknowq Disabling) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10381 X Healthcare Non EEA  |than 85 |Female |Guillain-Barre syndrome (n/a - Unknown - Disabling, Other Medically Important Condition), Hypoaesthesia (n/a - Unknown - |. L .
EU-EC- e |04 : V- = immunisation - Not applicable - [n/a - n/a - n/a])
; Professional Years Disabling), Muscular weakness (n/a - Unknown - Disabling)
10008526040
S gl 5 COVID-19 MRNA VACCINE MODERNA (CX-
10382 aF 2021-05- |Healthcare Non EEA 65-85 Female Arthralgia (1d - Fatal - Results in Death), Pulmonary embolism (1d - Fatal - Results in Death), Unresponsive to stimuli  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- |55 |04 Professional Years (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008525909 applicable - [n/a - 1{DF} - Unknown - More in ICSR])
_ Non
2021-05- Not Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Injection site reaction (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
10383 Healthcare EEA .. _Male . . ol .
EU-EC- 04 Professional Specified Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008525838
Elickcor scal  (5021-05- Non More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10384 EU-EC- 04 Healthcare EEA than 85 |Female |Death (1d- Fatal - Results in Death), Thrombosis (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008525773 Professional Years - Not applicable - [n/a - n/a - n/a])
S B 12021.05- Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
10385 : EEA Female |Death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- o o 04 Professional Years . o .
10008525601 ! immunisation - Not applicable - [n/a - n/a - n/a])

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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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
10386, EU-EC- 04 Professional Non EEA Vears Male  |Chills (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008525599 applicable - [n/a - 1{DF} - Unknown])
o or el . i » COVID-19 MRNA VACCINE MODERNA (CX-
L Or 5Ca 502105 Health More Asthenia (n/a - Unknown - ), .Cough (n/a - Unknown - ), Death (1d- Fatgl - Results in Death' ), Nasopharyngtls (n/a- 024414) [COVID-19 MRNA VACCINE MODERNA
10387 } X -Uo- theare Non EEA  |than 85 |Female |Unknown -), Oxygen saturation decreased (n/a - Unknown - Other Medically Important Condition), Productive cough (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- o x (04 Professional Unknown - ) . .
; Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008525476
ICSR])
ik orscal | B 2 Non COVID-19 MRNA VACCINE MODERNA (CX-
10388 2021-05- Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Peripheral swelling (n/a - Unknown - ), Pyrexia (n/a - 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- o |04 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008525426 ; applicable - [n/a - 1{DF} - Intramuscular])
or scaij g Non COVID-19 MRNA VACCINE MODERNA (CX-
2 2021-05- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
) . - - . L
10389 EU-EC- T 04 E}ﬁgsfif;a] Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008525393 applicable - [n/a - 1{DF} - Unknown])
Bk or scal | o Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2% 2021-05- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] - -
10390 EU-EC- A ?eal‘thc'are | Non EEA Vears Female [Haemorrhagic stroke (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008525351| rofessiona 1/a - Intramuscular])
S % 12021-05- |Healtheare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
10391 . EEA Female |Arrhythmia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- o 04 Professional Years . isation - Not applicable - [1va - n/a - n/a])
10008525252 ; tmmnsation - ot applicable
Elickcor scal  021-05- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10392 EU-EC- 04 Healthcare Non EEA Vears Male  [Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008525100 Professional n/a - Intramuscular])
: 23 105 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
10393 I X . EEA Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- |25 x (04 Professional Years Int Jlar])
10008524449 ntramuscular]
_ COVID-19 VACCINE ASTRAZENECA (CHADOX1
10394 2021-05-|Healthcare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008523974 n/a - Intramuscular])
m . o Acute coronary syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal - COVID-19 VA AST CA( X1
2021-05- |Healthcare 18-64 R " - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10395 . Non EEA Male  [Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Tachycardia (n/a .
EU-EC- 04 Professional Years : . - - . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
- Fatal - Results in Death), Therapeutic product ineffective (n/a - Fatal - Results in Death)
10008523926 - n/a - Intramuscular])
Hikorsal | : 2021-05- |Healtheare More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10396|  pypc 5 04 Professional Non EEA  |than 85 |Female |Colitis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
10008523860 . Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
10397 4 2021-05- |Healthcare Non EEA Not Female Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- o (04 Professional Specified Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008523777 ;
> COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), COVID-19 VA AST CCINE CAR( ZENE X1
10398 2021-05-|Healtheare |\ ppa 1864 |yp o Qe (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death INCOV-19) [COVID-19 VA AST CA
EU-EC- 1[04 Professional Years Caused/Prolonged Hospitalisation) P > P ? (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008523693 ged Hosp 1/a - Intramuscular])
ks || E
10399 2021-05- Healthcare Non EEA 65-85 Male Aspiration (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Myelodysplastic syndrome (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- ¥ (04 Professional Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008523591
or scaij o COVID-19 VACCINE ASTRAZENECA (CHADOX1
10400 2021-05- |Healthcare Non EEA 65-85 Male Diarrhoea (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Dysarthria (n/a - Unknown - ), Fall INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | 2% e 04 Professional Years (n/a - Unknown - ), Influenza like illness (n/a - Unknown - ), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008523582 n/a - Intramuscular])
2021-05- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
10401 EU-EC- L3 |04 Professional EEA Years Male |Chest pain (0d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008523124 i
: E Chest pain (n/a - Unknown - Other Medically Important Condition), Chills (n/a - Unknown - ), Dyspnoea (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
10402 3} &} |2021-05- |Healthcare Non EEA 18-64 Female Other Medically Important Condition), Headache (n/a - Unknown - ), Heart rate increased (n/a - Unknown - Other Medically (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (04 Professional Years Important Condition), Pain in extremity (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death, Life (CX-024414)] (S- COVID-19 immunisation - Not
10008522732 Threatening) applicable - [n/a - 1{DF} - Intramuscular])
Klick or scal .
2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10403| EU-EC- * |04 Professional EEA than 85 [Female |Pulmonary embolism (3wk - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - .3mL -
10008522674 Years Intramuscular])
10404 i3k 2021-05- | Healthcare EEA than 85 |Female Cardiac arrest (0d - Fatal - Results in Death), Pyrexia (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- i (04 Professional Vears in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008520855
: COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-05- |Healthcare 18-64 e . 024414) [COVID-19 MRNA VACCINE MODERNA
! X ) - - Results in Death) . L
10405 FUEC. |8 1L AP Professional Non EEA Vears Female [Hypersensitivity (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008522621 ; applicable - [n/a - 1{DF} - Intramuscular])
or scaij ; COVID-19 MRNA VACCINE MODERNA (CX-
% (2021-05-|Healthcare 65-85 . . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
10406 EU-EC- b3 Professional Non EEA Vears Male  |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008522615 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008523777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008523693&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008523591&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008523582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008523124&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522732&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
b COVID-19 MRNA VACCINE MODERNA (CX-
r2 (2021-05-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
o . - - . ..
10407 gy pe 03 Professional |\OMEEA  |yeors [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008522606 ; applicable - [n/a - 1{DF} - Intramuscular])
click or scarl T COVID-19 MRNA VACCINE MODERNA (CX-
10408 2021-05- | Healthcare Non EEA 18-64 Male COVID-19 pneumonia (n/a - Fatal - Results in Death), Cough (1n/a - Fatal - Results in Death), Pneumonia viral (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | & Professional Years Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522603 applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | ¢ COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
10409 EUEC. |4 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008522585 applicable - [n/a - 1{DF} - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
104100 gy pe Professional [N EEA  |years  |Female |Cardiac arrest (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008522573 applicable - [n/a - 1{DF} - Intramuscular])
ik or scal | e COVID-19 MRNA VACCINE MODERNA (CX-
; Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
10411 EU-EC. |H Professional Non EEA Vears Female |Dyspnoea (2d - Fatal - Results in Death), Respiratory arrest (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522543 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 (n/a - Fatal - Results in Death), Headache (n/a - Unknown - Other Medically Important Condition), Neurological, COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 18-64 - . . . 024414) [COVID-19 MRNA VACCINE MODERNA
10412 . Non EEA Female |symptom (n/a - Unknown - Other Medically Important Condition), Seizure (n/a - Unknown - Other Medically Important . i
EU-EC- Professional Years Condition), Venous thrombosis (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008522499 J ¥ imp applicable - [n/a - 1{DF} - Unknown])
ko || COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare 18-64 Cardiac death (1d - Fatal - Results in Death), Malaise (1d - Unknown - Other Medically Important Condition), Syncope (1d 024414) [COVID-19 MRNA VACCINE MODERNA
10413 . Non EEA Male . o (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | & Professional Years - Unknown - Other Medically Important Condition) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008522451
ICSR])
: COVID-19 MRNA VACCINE MODERNA (CX-
; Healthcare 65-85 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
10414 EUEC. |4 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008522439 applicable - [n/a - 1{DF} - Unknown])
COVID-19 MRNA VACCINE MODERNA (CX-
11 [2021-05-|Healthcare 18-64 . . S . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
10415 EUEC. | 103 Professional Non EEA Vears Male  [Death (1d- Fatal - Results in Death), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008522372 ; applicable - [n/a - 1{DF} - Intramuscular])
Eickorscad |! : i COVID-19 MRNA VACCINE MODERNA (CX-
w3 2021-05- Healthcare 65-85 Cerebral haemorrhage (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Unresponsive to stimuli (n/a - Unknown 024414) [COVID-19 MRNA V.ACCH\.IE MODERNA
10416 30 : Non EEA Male . e (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- |2 e |03 Professional Years - Other Medically Important Condition) . .
) ; applicable - [n/a - 1{DF} - Intramuscular - More in
10008522367
ICSR])
z More Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional state COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare oS . . 024414) [COVID-19 MRNA VACCINE MODERNA
10417 . Non EEA  |than 85 |Male  |(n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), Pneumonia (n/a - Unknown - . .
EUEC |3 3|03 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) (€X-024414)] (S- COVID-19 immunisation - Not
10008522314 ged Hosp b ¥ imp applicable - [/a - 1{DF} - Intramuscular])
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Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; E COVID-19 MRNA VACCINE MODERNA (CX-
10418 a4 2021-05-|Healthcare Non EEA 65-85 Female Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Sress cardiomyopathy (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (03 Professional Years Results in Death), Vaccination complication (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522311 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: ; - - . L
10419 EU-EC- : 03 Professional Non EEA Vears Male  [Completed suicide (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522289 applicable - [n/a - 1{DF} - Unknown])
p Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death COVID-19 MRNA VACUINE MODERNA (CX-
e . o P 024414) [COVID-19 MRNA VACCINE MODERNA
2021-05- Healthcare 18-64 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gait disturbance (n/a - Unknown - . L
10420, EU-EC- it . Non EEA Male Lo . oo (CX-024414)] (S- COVID-19 immunisation - Not
10008522269 03 Professional Years Caused/Prolonged Hospitalisation), Neuro.logl'cal'symptom (n/a - Unknown - Caused/Prolonged Hospitalisation), Somnolence applicable - [n/a - 1{DF} - Unknown])
(n/a - Unknown - Caused/Prolonged Hospitalisation)
or scaij 3 COVID-19 MRNA VACCINE MODERNA (CX-
10421 &! |2021-05- |Healthcare Non EEA 65-85 Female Feeling abnormal (2d - Not Recovered/Not Resolved - ), Thrombosis (2d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | % ok |03 Professional Years Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008522267 i ; applicable - [n/a - 1 {DF} - Intramuscular])
Elick or scall | = ; : COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-05- [Healthcare 65-85 o . . " . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
10422 EU-EC- ] 03 Professional Non EEA Vears Female |Cardiac failure (1d - Fatal - Results in Death), Respiratory distress (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522249 3 applicable - [n/a - 1{DF} - Intramuscular])
Arthralgia (27d - Fatal - Results in Death), Arthritis (27d - Fatal - Results in Death), Asthenia (27d - Fatal - Results in
Elick or scal _ Death), Cardiac arrest (27d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Disorientation (27d - Fatal [COVID-19 MRNA VACCINE MODERNA (CX-
10423 2021-05- |Healthcare Non EEA 65-85 Male | Results in Death), Fall (27d - Fatal - Results in Death), Joint effusion (27d - Fatal - Results in Death), Joint injury ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 1103 Professional Years (27d - Fatal - Results in Death), Nausea (27d - Fatal - Results in Death), Pain (27d - Fatal - Results in Death), (CX-024414)] (S- COVID-19 immunisation - Not
10008522248 Pneumonia (27d - Fatal - Results in Death), Sepsis (27d - Fatal - Results in Death), Vomiting (27d - Fatal - Results in  |applicable - [n/a - 1{DF} - Intramuscular])
Death), Walking aid user (27d - Fatal - Results in Death)
Mo || ; COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-05-|Healthcare 65-85 Cardiac arrest (1d - Fatal - Results in Death), Hypertension (n/a - Unknown - Other Medically Important Condition), Limb |024414) [COVID-19 MRNA VACCINE MODERNA
10424 EU-EC- o, 03 Professional Non EEA Vears Female |discomfort (n/a - Unknown - ), Myocardial infarction (n/a - Unknown - Other Medically Important Condition), Retching (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
P - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
10008522243 ICSR])
L Condition aggravated (1d - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (1d - Not COVID-19 MRNA VACCINE MODERNA (CX-
1 12021-05- | Healthcare 65-85 Recovered/Not Resolved - ), Head injury (1d - Not Recovered/Not Resolved - Other Medically Important Condition), Loss of |024414) [COVID-19 MRNA VACCINE MODERNA
10425 pype | & e 03 Professional |V EEA | |Female | ongciousness (1d - Not Recovered/Not Resolved - Other Medically Important Condition), Myocardial infarction (1d - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10008522207 ; Results in Death, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad |3 i Non COVID-19 MRNA VACCINE MODERNA (CX-
10426 & [2021-05- Healthcare Non EEA 65-85 Female Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | = |03 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522140 : applicable - [n/a - 1{DF} - Intramuscular])
o Death (1d - Fatal - Results in Death), Hyperhidrosis (1d - Not Recovered/Not Resolved - ), Hypotonia (1d - Not COVID-19 MRNA VACCINE MODERNA (CX-
10427 & |2021-05- |Healthcare Non EEA 65-85 Male Recovered/Not Resolved - ), Musculoskeletal stiffness (1d - Not Recovered/Not Resolved - ), Pain in extremity (1d - Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i (03 Professional Years Recovered/Not Resolved - ), Syncope (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive |(CX-024414)] (S- COVID-19 immunisation - Not
10008522119; to stimuli (1d - Not Recovered/Not Resolved - ) 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522311&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522289&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522269&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522249&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522248&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522243&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522140&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522119&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
b COVID-19 MRNA VACCINE MODERNA (CX-
43 2021-05-|Healthcare 18-64 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
10428 pype |¥ =03 Professional | "M EEA  [yreors  [Female |OOVID-19 (7d - Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008522096 ] applicable - [n/a - 1{DF} - Intramuscular])
click or scarl % More COVID-19 MRNA VACCINE MODERNA (CX-
3 (2021-05-|Healthcare . . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
10429 EU-EC- w03 Professional Non EEA ?:;ISS Female [Sudden cardiac death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008522086 applicable - [n/a - 1{DF} - Intramuscular])
Elidcorscal . More COVID-19 MRNA VACCINE MODERNA (CX-
10430 i 2021-05- | Healthcare Non EEA  |than 85 Male Death (1d - Fatal - Results in Death), General physical health deterioration (n/a - Unknown - Other Medically Important ~ (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 03 Professional Vears Condition), Somnolence (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008522066 applicable - [n/a - 1{DF} - Intramuscular])
or scaij % More COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-05-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
10, 7 R R , R - ! NE
10431 EU-EC- i i P Professional Non EEA %?:;SSS Female |Death (1d- Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522063 ; applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
d1¥i [2021-05- Non 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
10432 EU-EC- |% B | Healthcare  |Non EEA Years |Male  |Death (n/a- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008522037 : Professional applicable - [n/a - 1{DF} - Intramuscular])
T Chills (12d - Not Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal - Results in Death), |COVID-19 MRNA VACCINE MODERNA (CX-
10433 k 2021-05- | Healthcare Non EEA 65-85 Female Fatigue (12d - Not Recovered/Not Resolved - Other Medically Important Condition), Nausea (12d - Not Recovered/Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |z i (03 Professional Years Resolved - Other Medically Important Condition), Pyrexia (12d - Not Recovered/Not Resolved - Other Medically Important |(CX-024414)] (S- COVID-19 immunisation - Not
10008521955 Condition), Vomiting (12d - Not Recovered/Not Resolved - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
blckorsal | g *3 |1021.05- Healthare 65-85 o COMIRRATY [ OZINAMERAN (S- COVID-19
10434 0 : EEA Male  |Acute myocardial infarction (1d - Fatal - Results in Death) immunisation - Not applicable - [3d - .3mL -
EU-EC- ¥ (03 Professional Years Int ul
10008521866 : ntramuscular)
4
: (2021-05-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
Y ? - - . S .
10435 EU-EC- : 03 Professional EEA Vears Female [Acute aortic syndrome (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008521845| ;
Elickor scal | : % 12001-05- |Healthcare Not COMIRNATY [TOZINAMERAN] (S- COVID-19
g, . . - - Results in Death) : feation - . B - .
10436 EU-EC- 03 Professional EEA Specified Male  [Syncope (1d - Fatal - Results in Death imtmmlsatllﬁ)n Not applicable - [4d - .3mL
10008521830/ - ntramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
[t 12021-05- | Healthcare 65-85 - . . 024414) [COVID-19 MRNA VACCINE MODERNA
} : - - . L
10437 pupc: 03 |Professional | NOMEEA |yeyry  [Fomale |Pain in extremity (2d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008521815 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522086&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522066&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008522037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521955&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521866&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521845&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521830&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521815&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i More Cerebrovascular accident (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (13d - Not Recovered/Not COVID-19 MRNA VACCINE MODERNA (CX-
10438 2021-05- Healthqa.re Non EEA |than 85 [Male  |Resolved - Caused/Prolonged Hospitalisation), Muscular weakness (13d - Not Recovered/Not Resolved - Caused/Prolonged 024414) [COVID-19 MRNA V.ACCH\.IE MODERNA
EU-EC- 14 (03 Professional Vears Hospitalisation) ? (CX-024414)] (S- COVID-19 immunisation - Not
10008521541 1 P applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
10439 2021-05- | Healthcare Non EEA 65-85 Male Decreased appetite (1d - Fatal - Results in Death), Fatigue (1d - Unknown - ), Mobility decreased (1d - Unknown - ), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years Muscular weakness (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008521515 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal ; COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
10440| g 03 Professional Non EEA Years Female |Cardio-respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008521514 Unknown - [n/a - 1{DF} - Intramuscular])
Elick or scall | 3= 4 More COVID-19 MRNA VACCINE MODERNA (CX-
10441 2 2021-05- | Healthcare Non EEA  |than 85 |Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 03 Professional Vears Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008521438 applicable - [n/a - 1{DF} - Unknown])
- COVID-19 MRNA VACCINE MODERNA (CX-
: MRN, CCINE
il | 2021-05- | Healthcare 65-85 Death (1d - Fatal - Results in Death), Fatigue (n/a - Unknown - Other Medically Important Condition), Mouth haemorrhage! 024414) [COVID-19 A VACCIN MODERNA
10442 . Non EEA Female - . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- g 03 Professional Years (1d - Unknown - Other Medically Important Condition) . .
T applicable - [n/a - 1{DF} - Intramuscular - More in
10008521437
ICSR])
ik or scal | oot More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
10443 EU-EC- 03 Professional Non EEA 2}(1:;;%5 Female |Dementia (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008521423 ; applicable - [n/a - 1{DF} - Intramuscular])
Non More Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Disease recurrence (n/a - Unknown -
10444 2021-05- Healthcare Non EEA  |than 85 |Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 03 Professional Vears Death, Other Medically Important Condition), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [1d - n/a - n/a])
10008521379 Medically Important Condition)
[ [ COVID-19 MRNA VACCINE MODERNA (CX-
- Al | o % |5021-05- | Healthcare More Asthenia (n/a - Fatal - Results in Death), Asthenia (n/a - Unknown - ), Confusional state (n/a - Unknown - ), Death (n/a- |024414) [COVID-19 MRNA VACCINE MODERNA
10445 EU-EC- 03 Professional Non EEA  |than 85 |Male  |Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Malaise (n/a - Unknown - ), Transient ischaemic attack  [(CX-024414)] (S- COVID-19 immunisation - Not
! . Years (1wk - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
10008521376 = Mt ICSR])
Rlick or scal LAY, ¢ Defaecation disorder (n/a - Unknown - ), Pulseless electrical activity (1d - Fatal - Results in Death, Other Medically COVID-19 A VA MODERNA (CX-
10446 =1|2021-05- | Healthcare Non EEA 65-85 Female |Important Condition), U ive to stimuli (1d - Fatal - Results in Death, Other Medically Important Condition) 024414) [COVID-19 MRNA VACCINE MODERNA
BU-EC- ; 03 Professional | 0" Years | oA \r,gﬁfl m?n ; n/ali U;‘;(‘;(’)m“r_e)sp"m‘ve 0 stimuiz (1d - Fatal - Resulls in Dea cr Viedically fmportant L-ondition), (CX-024414)] (S- COVID-19 immunisation - Not
10008521274/ & & applicable - [n/a - 1{DF} - Unknown])
i COVID-19 MRNA VACCINE MODERNA (CX-
10447 & |2021-05- |Healthcare Non EEA 18-64 Female Cardio-respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (03 Professional Years in Death), Dyspnoea (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008521272 ; 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521541&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521437&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521272&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
o Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Oropharyngeal COVID-19 MRNA VACCINE MODERNA (CX-
10448 & |2021-05-|Healthcare Non EEA 18-64 Male discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 (03 Professional Years Hospitalisation), Throat tightness (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008521254 Hik Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - n/a])
click or scarl More COVID-19 MRNA VACCINE MODERNA (CX-
10449 £t 2021-05- | Healthcare Non EEA  |than 85 |Female Dyspnoea (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary oedema (9d - Fatal - Results in  {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- e |03 Professional Vears Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008521201 ; applicable - [n/a - 1{DF} - Unknown])
Elickor scal COVID-19 MRNA VACCINE MODERNA (CX-
¥i [2021-05- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
10450 EU-EC- 03 Professional Non EEA Vears Male  |Chest pain (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008521199 applicable - [n/a - 1{DF} - Intramuscular])
— i . Cardiac arrest (2d - Fatal - Results in Death), Cardiac failure (2d - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea COVID-19 MRNA VACCINE MODERNA (CX-
& [2021-05-|Healthcare 18-64 TR . . oo ] 024414) [COVID-19 MRNA VACCINE MODERNA
10451 1 X . Non EEA Male  |(2d- Unknown - Caused/Prolonged Hospitalisation), Lung infiltration (2d - Unknown - Caused/Prolonged Hospitalisation), . L
EU-EC- 1 o (03 Professional Years Pulscless electrical activity (2d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008521197 y Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Abdominal pain (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (4d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Colitis ischaemic (4d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (1d - Fatal - Results in
- Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gastrointestinal wall thickening (4d - Fatal
X - Results in Death, Caused/Prolonged Hospitalisation), Haematochezia (4d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 65-85 T ) e . - 024414) [COVID-19 MRNA VACCINE MODERNA
10452 . Non EEA Male  |Hospitalisation, Other Medically Important Condition), Haemoglobin decreased (4d - Fatal - Results in Death . L
EU-EC- 03 Professional Years NN A RTI . |(CX-024414)] (S- COVID-19 immunisation - Not
10008521186 Caused/Prolonged Hospitalisation), Nausea (4d - Fatal - l.kes'ult's in Deat!n, Caused/Prolonged Hospitalisation), Pneumatosis applicable - [n/a - 1{DF} - Intramuscular])
(4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (4d - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Unresponsive to stimuli (4d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), White blood cell count increased (4d - Fatal
- Results in Death, Caused/Prolonged Hospitalisation)
Abdominal discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Decreased
s More appetite (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), ~ (COVID-19 MRNA VACCINE MODERNA (CX-
10453 2021-05- |Healthcare Non EEA  |than 85 |Female Hepatic failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Illness (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- = |03 Professional Vears Unknown - Caused/Prolonged Hospitalisation), Lethargy (n/a - Unknown - Caused/Prolonged Hospitalisation), Neck pain (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
10008521183 - Unknown - Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal|applicable - [n/a - 1{DF} - Intramuscular])
failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Shock (8d - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
or scaij 3 COVID-19 MRNA VACCINE MODERNA (CX-
10454 & |2021-05- |Healthcare Non EEA 18-64 Female Deep vein thrombosis (1d - Unknown - Other Medically Important Condition), Pulmonary embolism (1d - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : w03 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation -
10008521171| & Unknown - [n/a - 1{DF} - Intramuscular])
o COVID-19 MRNA VACCINE MODERNA (CX-
i [2021-05-|Healthcare 18-64 Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA V.ACCH\.IE MODERNA
10455 : Non EEA Female I . L (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 03 Professional Years Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008520787
ICSR])
- COVID-19 MRNA VACCINE MODERNA (CX-
; . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
-05- - - - X - - . L
10456 2021-05 Healthc'are Non EEA 65-85 Female Diarrhoea (18d .Eatal Results in Death), Pumonary embolism (18d - Fatal - Results in Death, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- g 03 Professional Years Important Condition) . .
4 applicable - [n/a - 1{DF} - Intramuscular - More in
10008520766 ICSR])

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=10008521254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521201&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521197&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521183&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008521171&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520766&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
3 More COVID-19 MRNA VACCINE MODERNA (CX-
10457 E 2021-05-|Healthcare Non EEA  |than 85 |Female Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Nausea |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Vears (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008520741 applicable - [n/a - 1{DF} - Intramuscular])
o or el COVID-19 MRNA VACCINE MODERNA (CX-
et (2021-05- |Healthcare 65-85 Haemoptysis (n/a - Unknown - Caused/Prolonged Hospitalisation), Internal haemorrhage (n/a - Fatal - Results in Death, 024414) [COVID-19 MRNA V.ACCINE MODERNA
10458 I | : Non EEA Female o . - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- i x |03 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008520719
ICSR])
gk or scall | ¢ # 5 Asthenia (25d - Fatal - Results in Death), Condition aggravated (25d - Fatal - Results in Death), Death (25d- Fatal - |COVID-19 MRNA VACCINE MODERNA (CX-
10459 : 2021-05- Healthcare Non EEA 65-85 Male Results in Death), Decreased appetite (25d - Fatal - Results in Death), Fatigue (25d - Fatal - Results in Death), Gastric (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i (e |03 Professional Years disorder (25d - Fatal - Results in Death), Malaise (25d - Fatal - Results in Death), Pain (25d - Fatal - Results in Death), [(CX-024414)] (S- COVID-19 immunisation - Not
10008520715 Pyrexia (25d - Fatal - Results in Death) applicable - [n/a - 1{DF} - Unknown])
] ; COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-05- Healthcare More Cerebrovascular accident (n/a - Fatal - Results in Death), Haemorrhage intracranial (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
10460 o . Non EEA  |than 85 (Male " . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- : 3 |03 Professional v Mental status changes (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) . :
ears applicable - [n/a - 1{DF} - Intramuscular - More in
10008520690
ICSR))
Asthenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiac failure acute (n/a - Fatal - Results in
Death, Life Threatemn_g, Cau§ed/Prolong§3q HOSP]ta]}Sathr})? Chills (n/a - Fatal - Res'ults in Death, Life Thrgatenmg, COVID-19 MRNA VACCINE MODERNA (CX-
] Caused/Prolonged Hospitalisation), Clostridium difficile colitis (n/a - Fatal - Results in Death, Life Threatening,
2021-05- |Healthcare 65-85 T . . - . f 024414) [COVID-19 MRNA VACCINE MODERNA
10461 L : Non EEA Female |Caused/Prolonged Hospitalisation), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death, Life Threatening, . .
EU-EC- o 03 Professional Years used/Proloneed Hospitalisati I i (n/a - Fatal X Life Th - usedProl (CX-024414)] (S- COVID-19 immunisation - Not
10008520312 Ca >d/Prolonged Hospital isation), Hypoxia (n/a - Fatal - Rgsults in Defuth ife Threatening, Ca sed/ ro'onged ) applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation), Malaise (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Renal failure
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Fatigue COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 o PRI 024414) [COVID-19 MRNA VACCINE MODERNA
10462 . Non EEA Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Influenza (n/a - Unknown - Caused/Prolonged Hospitalisation), . i
EU-EC- 23 03 Professional Years Myasthenia gravis (n/a - Unknown - CamsedProlonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008520307 : Y & ged Hosp applicable - [n/a - 1 {DF} - Unknown])
Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
L, Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
=1(2021-05-|Healthcare Non EEA 18-64 Femal Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
10463 gy pC. 2 03 Professional on Years cemale Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Leukocytosis (n/a - Fatal - Results in Death, |(CX-024414)] (S- COVID-19 immunisation - Not
10008520279 Caused/Prolonged Hospitalisation), Lung infiltration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), applicable - [n/a - 1 {DF} - Intramuscular])
Renal impairment (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Septic shock (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
Elickorscad | =t COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 18-64 . — . e 024414) [COVID-19 MRNA VACCINE MODERNA
10464 EUEC |3 X 03 Professional Non EEA Vears Female |Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008520276 ; applicable - [n/a - 1{DF} - Intramuscular])
; More COVID-19 MRNA VACCINE MODERNA (CX-
A% (2021-05-|Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
X ; - - X - -), - - . L
10465 EU-EC- 1L P Professional Non EEA 2}(1:;585 Male  |Death (n/a - Fatal - Results in Death), Hypertension (n/a - Unknown - ), Respiratory disorder (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008520260 ; 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520719&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520690&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520312&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520279&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520260&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Cardiac arrest (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Dizziness (3d -
Efick or scal ; Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Dyspnoea (3d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
: - n e L . . n 024414) [COVID-19 MRNA VACCINE MODERNA
10466 2021-05- Healthgare Non EEA 18-64 Female Death, L_1fe Threatening, Caused/Prqloqgeq Hosp%tallsgtlon, Disabling), Hypqtenswn (3d- Fatal - Results in Death Life (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- (03 Professional Years Threatening, Caused/Prolonged Hospitalisation, Disabling), Pulmonary embolism (3d - Fatal - Results in Death, Life applicable - [n/a - 1{DF} - Intramuscular - More in
10008520178 Threatening, Caused/Prolonged Hospitalisation, Disabling), Syncope (3d - Fatal - Results in Death, Life Threatening, I(%IS)R])
Caused/Prolonged Hospitalisation, Disabling)
ek or scal | i COVID-19 MRNA VACCINE MODERNA (CX-
10467 2021-05- |Healthcare Non EEA Not Male General physical health deterioration (n/a - Fatal - Results in Death), Product dose omission issue (n/a - Recovered/Resolved (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : L33 |03 Professional Specified -) (CX-024414)] (S- COVID-19 immunisation - Not
10008520119 : applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
;
? . T . . 024414) [COVID-19 MRNA VACCINE MODERNA
10468 ; 2021-05- Healthc'a.re Non EFA 65-85 Female Dyspnoea (n/a - Fatal - 'Re.sul.ts in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | =% = (03 Professional Years Caused/Prolonged Hospitalisation) . :
; applicable - [n/a - 1{DF} - Intramuscular - More in
10008520092
ICSR])
; COVID-19 MRNA VACCINE MODERNA (CX-
2% (2021-05-|Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
10469 EU-EC- 03 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008520090 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscall | = ) COVID-19 MRNA VACCINE MODERNA (CX-
&l (2021-05- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
10470 EU-EC- 03 Professional Non EEA Vears Female |Lung cancer metastatic (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008520081 applicable - [n/a - n/a - Unknown])
COVID-19 MRNA VACCINE MODERNA (CX-
Ly : More Anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), Gastrointestinal 024414) [COVID-19 MRNA VACCINE MODERNA
al (2021-05-|Healthcare N . - (CX-024414)] (S- COVID-19 immunisation - Not
10471 . Non EEA  |than 85 [Female |haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation), Spinal compression fracture (n/a - Unknown - .
EU-EC- : 03 Professional Vears Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular]), [COVID-19|
10008520079 oo VACCINE] (S - COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Intramuscular])
ok e More COVID-19 MRNA VACCINE MODERNA (CX-
&% [2021-05-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
) ; - - X - - . L
10472 EU-EC- T 03 Professional Non EEA %I{l::ISS Female |Death (1d- Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008520047 ; applicable - [n/a - 1{DF} - Intramuscular])
[efick or scal COVID-19 MRNA VACCINE MODERNA (CX-
¥i [2021-05- |Healthcare 65-85 S . 024414) [COVID-19 MRNA VACCINE MODERNA
10473 pyEc 03 Professional | "M EEA  |yrors  [Male  |Cardiogenic shock (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008520007 applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
9021-05- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
10474 i : Non EEA Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 03 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008519993 ICSR])

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=10008520178&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520092&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520090&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008520007&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008519993&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
: y COVID-19 MRNA VACCINE MODERNA (CX-
Ak (2021-05-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - ) . N
10475 pupe |5 03 Professional |NCREEA |yors [Male  Accident (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008519965 ; applicable - [n/a - 1{DF} - Unknown])
Acute respiratory failure (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
[ [ Condition), Brain hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MRN, CCINE
Elickcor scal ¥ |501-05- [Healthcare 18-64 Condition), Brain injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 82204\‘/‘[ 3)1 me§ 1\9/1?\/[RN A \X%%KENQ(()]C))ERN A
10476 X . Non EEA Male  |Condition), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . L
EU-ECG- |4 x |03 Professional Years . . h - " L . (CX-024414)] (S- COVID-19 immunisation - Not
10008519949 Condition), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically applicable - [n/a - 1{DF} - Intramuscular])
Important Condition), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important PP
Condition)
Lelor i 5021-05- | Healthcare 65-85 Condition aggravated (n/a - Unknown - Other Medically Important Condition), General physical health deterioration (1d - gﬁl 3—)1 [9 (DVI];‘-‘ IX?\%RQNI\AE\X%%NQ&CSERN A
10477 EU-EC- Y 03 Professional Non EEA Vears Female |Fatal - Results in Death), Liver disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal failure (n/a - Unknown (CX-024414)] (S - COVID-19 immunisation - Not
10008519943 A - Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown - More in ICSR])
ik orscal fr Brain injury (5d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |cOVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 Condition), Deep vein thrombosis (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Peripheral swelling (5d (024414) [COVID-19 MRNA VACCINE MODERNA
10478 EU-EC- 03 Professional |Non EEA  |years [Female |- Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (5d - Fatal - Results in Death, Life Threatening, (CX-024414)] (S- COVID-19 immunisation - Not
10008519676 7 Caqu/P_rol(_)nged Hospita]isation, Other Medically Important Condition), Syncope (5d - Unknown - Caused/Prolonged applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation, Other Medically Important Condition)
Elick orscal | S ebus More COVID-19 MRNA VACCINE MODERNA (CX-
&% [2021-05- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
) ; - - . L
10479 EU-EC- 03 Professional Non EEA 2}(1:;;%5 Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008519622 ; applicable - [n/a - 1{DF} - Intramuscular])
liclc or sca b 5021-05- | Healthcare 65-85 Aspiration (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal - Results in gﬁ[ 3)1 [9 (X)VlDAj 1\9/1?\4RN A \X%B%Nﬁ(()%ﬁm A
10480 BU-EC 03 P . Non EEA Male  [Death, Other Medically Important Condition), Foaming at mouth (n/a - Unknown - Other Medically Important Condition), . i
-EC- rofessional Years Food refusal (n/a - Unknown - ), Productive cough (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008519598 ? applicable - [n/a - n/a - Intramuscular - More in ICSR])
e COVID-19 MRNA VACCINE MODERNA (CX-
10481 o 2021-05- | Healthcare Non EEA 65-85 Male Complication associated with device (1d - Fatal - Results in Death), Graft haemorrhage (1d - Fatal - Results in Death), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG | % x (03 Professional Years Malaise (1d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008519567 ; applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | ¢ 5 More COVID-19 MRNA VACCINE MODERNA (CX-
10482 2021-05- Healthcare Non EEA  |than 85 |Female Chills (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Food refusal (n/a - Unknown - ), Nasopharyngitis (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Vears Unknown - ), Pain (n/a - Unknown - ), Somnolence (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008519540 ; applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
10483 2021-05- |Healthcare Non EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Bedridden (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 103 Professional Years Results in Death), Lethargy (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008519361 i applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | = o COVID-19 MRNA VACCINE MODERNA (CX-
10484 & [2021-05-|Healthcare Non EEA 65-85 Male Influenza like illness (1d - Unknown - Other Medically Important Condition), Respiratory failure (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- g |03 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008519162 ; applicable - [n/a - 1{DF} - Unknown])
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; Chills (n/a - Unknown - Other Medically Important Condition), Cough (n/a - Unknown - Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
10485 2021-05- |Healthcare Non EEA 18-64 Female Condition), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 334 03 Professional Years Headache (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
10008519110 Condition), Vomiting (n/a - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
Balance disorder (17d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Central nervous system lesion (17d
- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (17d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Confusional state (17d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),
Embolic stroke (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Encephalitis (8d - Not Recovered/Not
[etick or scal | I Resolved - Caused/Prolonged Hospitalisation), Gait disturbance (17d - Not Recovered/Not Resolved - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
10486 &= |2021-05- |Healthcare Non EEA 65-85 Female Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hemiparesis (17d- Not  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Frx 03 Professional Years Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Lethargy (17d - Not Recovered/Not Resolved - (CX-024414)] (S- COVID-19 immunisation - Not
10008519096 Caused/Prolonged Hospitalisation), Meningitis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Nausea|applicable - [n/a - 1{DF} - Intramuscular])
(17d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Neck pain (17d - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation), Pyrexia (17d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),
Thrombosis (13d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vasculitis (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation)
. Brain stem syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10487 ek 1 2021-05- | Healthcare Non EEA 65-85 Male Condition), Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- | 2§ R (03 Professional Years Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),| Immunisation - Not applicable - [n/a - n/a -
10008518966 ; Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramuscular])
w P 3 Non Biliary obstruction (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 A VA MODERNA (CX-
2021-05- 18-64 - . . oo . .. . 1024414) [COVID-19 MRNA VACCINE MODERNA
10488 Healthcare Non EEA Male  |Cholelithiasis (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis . g
EU-EC- 03 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008518535 i applicable - [n/a - 1{DF} - Intramuscular])
10489 : 3= |2021-05- |Healthcare Non EEA 65-85 Female Ageusia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Diarrhoea (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | % e 03 Professional Years Unknown - ), Malaise (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008518526, ;
e3f 12021-05-|Healthare More Anaphylactic reaction (n/a - Fatal - Resullts in Death, Other Medically Important Condition), Apnoea (n/a - Fatal - Results| - N ATy [TOZINAMERAN] (S- COVID-19
10490 1 . Non EEA  |than 85 |Female |in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically |. P .
EU-EC- o e 03 Professional . immunisation - Not applicable - [n/a - n/a - n/a])
: Years Important Condition)
10008518492
on
. 2021-05- 18-64 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . i .
10491 EU-EC- 03 E:jgslsciirgal Non EEA Vears Female |Sepsis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008518446 ;
M AMERAN AME]
10492 2021-05-|Healthcare Non EEA thg;eS 5 |Female Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebrovascular accident (n/a- |1 OZINAM [TOZIN RAN] (S- COVID-19
10 (%2'51:&243 03 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
3 Non More
10493 2021-05- Healthcare Non EEA  |than 85 |Female Cerebrgvascdar accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- ¥ |03 . Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008518438 Professional Years
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E - - - £ - - £
¥ |5021-05- | Healthcare More Cerebrovascular disorder (n/a Fatal - Results in Death) Oonchthn gggravat_ed (n/a - Fatal Results.m Death) Dyquoea TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10494 X . Non EEA  |than 85 [Female |(n/a- Unknown - ), Malaise (1d - Recovered/Resolved - ), Myocardial ischaemia (n/a - Fatal - Results in Death), Vomiting | L .
EU-EC- x |03 Professional immunisation - Not applicable - [1d - n/a - n/a])
Years (n/a - Unknown - )
10008518432
click or scarl N
10495 2 12021-05- Hg;thcm Non EEA 16585 |vle  |COVID-19 (nla - Unknown - ), Cardiac disorder (n/a - Fatal - Results in Death), Lung disorcer (n/a - Fatal - Results in  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 03 . Years Death), Renal disorder (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008518411
m L% Anosmia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), COVID-19 VACCINE ASTRAZENECA (CHADOXI1
10496 2021-05- Healthcare e ppy 6585 g0 Dysphagia (n/a - Fatal - Results in Death), Paraesthesia (n/a - Fatal - Results in Death), Urinary retention (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 5 203 Professional Years Results in Death ? = (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008518392 Results in Death) 1/a - Intramuscular])
or scail ¥ :
10497 = |2021-05- |Healthcare Non EEA Not Male Cerebral artery occlusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i (03 Professional Specified Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008518171
e ¥ |2021-05-|Non More TOZINAMERAN [TOZINAMERAN] (S - COVID-19
10498 Healthcare ~ [Non EEA |than 85 |Female |Brain stem stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) . e .
EU-EC- e 03 : immunisation - Not applicable - [n/a - n/a - n/a])
: Professional Years
10008518165
S 1 2001.05. Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10499 X . EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- | 5. R (03 Professional Vear Intramuscular])
10008518156 ' cars s
grk (2021-05- |Healthcare Not Cardiac failure congestive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MERAN ME
10500, EU-EC- h: 03 Professional  [Non EEA  |SpecifiedFemale |Condition), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, msation . NOEEOZIIii\;ble -1 d-]ng: S/j]\)/[D'lg
10008518151 Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
Elickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥t [2021-05- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
10501 EU-EC- 03 Professional EEA Years Female |Sudden death (1d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008518143 -n/a-[1d- 1{DF} - Intramuscular])
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S- COVID-19
g immunisation - Not applicable - [29d - 2 {DF} -
A% [2021-05-|Healthcare 65-85 o . . Intramuscular]), [CYAMEMAZINE, CYAMEMAZINE
) ; - - o .
10502 EU-FC- AP Professional EEA Vears Male  |Intestinal ischacmia (n/a - Fatal - Results in Death) TARTRATE] (S- Agitation - Not applicable - [n/a -
10008518048 n/a - Oral]), [TROPATEPINE, TROPATEPINE
HYDROCHLORIDE] (S - Parkinsonism - Not
applicable - [n/a - 10mg - n/a])
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' ¥ |5021-05- | Healthcare 65-85 Abdominal wall haematpm (n/a - Fatal - Results in Death), Hepatic infarction .(n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- COVID-19
10503 FU-EC. | Y AP Professional EEA Vears Female Caqu/RrolQnged Hospitalisation), _Ponal vein thromboms (n/'(} - Fatal - Results in Death, Cflus;d/Prolonged immunisation - Not applicable - [1d- 1 {DF} - n/a])
10008518035 Hospitalisation), Thrombocytopenia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation)
T (2021-05- |Healthcare 65-85 General physical health deterioration (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vaccination COMIRNATY [TOZINMRAN] (S- COVID-19
10504 pupe |2 |03 Professional [0 Years [V |fuilure (n/a - Fatal - Results in Death) immunisation - Not applicable - [29d - .6mL. -
= Intramuscular])
10008518019
T (2021-05- |Healthcare 65-85 COMIRNATY [TOZINA.‘MERAN] (S- COVID-19
10505 EU-EC- ' BT (3 Professional EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])
10008518015
Elick or sca | S aas,s SPIKEVAX [COVID-19 MRNA VACCINE
- 2021-05- | Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
10506 pype (¥ |03 Professional |0 Years |Vele  [Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008518009 Intramuscular])
Elick or scal | =5 % 1021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10507 EU-EC- i 40 P Professional EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
M Intramuscular])
10008517945
Elickcor scal 22 5021-05- [Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10508 pupc |3 R 03 Professional EEA Years Female |[Haemorrhagic stroke (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
10008517901 Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Drug withdrawn - [1d - .3mL -
Intramuscular]), [ACARBOSE] (S- n/a-n/a- [n/a- n/a
- n/a]), [ATENOLOL, ATENOLOL BP] (S-n/a-n/a-
[n/a - n/a - n/a]), [ATORVASTATIN,
ATORVASTATIN CALCIUM] (S- n/a- n/a- [n/a-
n/a - n/a]), [FLUINDIONE] (S- n/a - n/a- [n/a-n/a-
] ] n/a]), [FUROSEMIDE] (S- n/a - n/a - [n/a - n/a - n/aj),
= B |5021-05- | Healthcare More [GLICLAZIDE] (S- n/a - n/a - [n/a - n/a - n/a)),
10509 EU-EC- 2o 03 Professional EEA than 85 [Female |Cardiogenic shock (n/a - Fatal - Results in Death) [MIANSERIN HYDROCHLORIDE] (S- n/a - n/a - [n/aj
10008517900 A Years - n/a - n/a]), [MORPHINE SULFATE] (S- n/a - n/a-
[n/a - n/a - n/a]), [PARACETAMOL] (S- /a - n/a -
[n/a - n/a - n/a]), [POT ASSIUM CHLORIDE] (S- n/a -
n/a - [n/a - n/a - n/a]), [POT ASSIUM, SODIUM,
MACROGOL 3350, CHLORIDE ION, HYDROGEN
CARBONATE, SODIUM HYDROGEN CARBONATE,
POTASSIUM CHLORIDE, SODIUM CHLORIDE,
MACROGOL 3350] (S- n/a- n/a- [n/a- n/a- n/a),
[RAMIPRIL] (S- n/a - n/a - [n/a - n/a - n/a])
click or scarl kr Non
2 (2021-05- 65-85 Pulse absent (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10510 ;| Healthcare Non EEA Male N . L .
EU-EC- : 103 P . Years Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008517859 rofessional
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
:
3 2021-05- N0 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - Other Medically |1 OZNAMERAN [TOZINAMERAN] (8- COVID-19
10511 Healthcare Non EEA Female . - - - immunisation - Not applicable - [n/a - n/a -
EU-EC- | gd 103 : Years Important Condition), Loss of consciousness (n/a - Unknown - Other Medically Important Condition)
E Professional Intramuscular])
10008517843
klick or scar Non More Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (n/a - Fatal - Results in Death).
- - - - 4 - - > A \/ E R A N -
10512 BU-EC- X (2)221 05 Healthcare EEA than 85 [Male  |Hypotension (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Inflammatory marker %ﬁﬁgg ggzalmlicable I n/ef 15321;? ]—}nia?])
10008516559 = . Professional Years increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Fatal - Results in Death) PP
1 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
10513 . EEA than 85 [Male  |Cerebrovascular disorder (n/a - Fatal - Results in Death)
EU-EC- 203 Professional v, - n/a-n/a])
10008516351 cans
Lol i More
10514 2021-05- Hea]thgare EEA than 85 |Female |Cerebrovascular disorder (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- /a - n/a - [n/a
EU-EC- x |03 Professional Vears - n/a- n/a])
10008516350
Elickor scal | 2 o More Anxiety (3d - Fatal - Results in Death), Chills (2d - Fatal - Results in Death), Depressed level of consciousness (2d - Fatal COMIRNATY [TOZIN, ] (S- Immunisation -
a¥ [2021-05-|Healthcare R - . . . n/a - [n/a - n/a - Intramuscular]), [OXYCODONE
10515 X . EEA than 85 |Female |- Results in Death), Dysphagia (2d - Fatal - Results in Death), Muscle spasms (2d - Fatal - Results in Death), Pain (2d - ;
EU-EC- e 03 Professional " . " n HYDROCHLORIDE] (S- Pelvic fracture - n/a - [2d -
; Years Fatal - Results in Death), Pruritus (3d - Fatal - Results in Death), Restlessness (3d - Fatal - Results in Death)
10008516247 Smg - Oral])
& 2021-05- Non 65-85 Cardio-respiratory arrest (5d- Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Death ﬁéﬁmﬁ(g{%?:ﬁmé%\%ﬁ
10516 Healthcare Non EEA Male  |(1d- Fatal - Results in Death, Other Medically Important Condition), Ventricular fibrillation (5d - Not Recovered/Not . . .
EU-EC- 03 Professional Years Resolved - Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
10008515909 S ¥ fmp Intramuscular])
[ Blood pressure increased (n/a - Fatal - Results in Death), Brain herniation (n/a - Fatal - Results in Death, Other Medically CCINE RAZENE CHADO
Rlickcor scal | i i Important Condition), Cerebellar infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), COVID-19 VA AST CA( Xl
4 (2021-05- |Healthcare 18-64 . . ; . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10517 . Non EEA Female |Decreased appetite (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death),
EU-EC- : 103 Professional Years - : - . .. ? (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Dizziness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in
10008515630 n/a - Intramuscular])
Death)
. nkn I nkn i | .
¥ [021-05. [Non More Condition aggravated(r}/a - Unknown - ), Eating disorder (n/a - Ut own - )? Pulmonary embo ism (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
10518]  EU.EC. £ 03 Healthcare EEA than 85 |Female |/Death), Respiratory failure (n/a - Unknown - Camed/?rolf)ng‘ed Hospltallsatlgn, Other Medically Ir_nportant quthtlon), immunisation - Not applicable - [n/a - 1{DF} -
10008515574 h Professional Years Eat]:(hypnoe%; (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Intramuscular])
nknown -
gk or scal | ¢ i Dyspnoea (1d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Fatigue (2d - Not Recovered/Not Resolved -[COVID-19 MRNA VACCINE MODERNA (CX-
10519 2021-05- |Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Myalgia (2d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- % |03 Professional Years Neutropenic sepsis (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (1d - Fatal - Results in  |(CX-024414)] (S- COVID-19 immunisation - Not
10008515499 Death, Caused/Prolonged Hospitalisation), Pyrexia (1d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)  |applicable - [n/a - 1{DF} - Intramuscular])
More
10520 2021-05- |Healthcare EEA than 85 [Male COVID-19 pneumonia (n/a - Fatal - Results in Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- e (03 Professional Years Death), Vaccination failure (n/a - Unknown - Other Medically Important Condition) immunisation - n/a - [n/a - n/a - n/aJ)
10008515440 ;
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- Acute respiratory failure (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (2d - Fatal -
; Results in Death, Caused/Prolonged Hospitalisation), Cough (2d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 18-64 IIRTIIOY, . i e . . 024414) [COVID-19 MRNA VACCINE MODERNA
10521 [ : Non EEA Male  |Hospitalisation), Hypoxia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung infiltration (2d - Fatal - . L
EU-EC- | &5 03 Professional Years N T . ¢ K (CX-024414)] (S- COVID-19 immunisation - Not
10008515170 Results in Death, Caused/Prolonged Hospitalisation), Pneumonia bacterial (2d - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Pyrexia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
lick or scal i 9021-05- [Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10522 M ; EEA Female |Cardiac failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- g iy |03 Professional Years - /- n/a])
10008515029 ‘o]
7 |2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
el . i i - _ —) - -
10523 ppc 03 Professional EEA gl(lan 85 |Female |Cardiac failure acute (n/a - Fatal - Results in Death na - [n/a- n/a - n/a])
10008515017 cans
10524 a1 2021-05- Healthcare EEA Not Female Condition aggravated (n/a - Fatal - Results in Death), Dyspnoea (0d - Fatal - Results in Death), Fatigue (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- ., (03 Professional Specified Results in Death), Retching (0d - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008515016
: A% (2021-05-|Healthcare Not . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
10525 BU-EC- i 03 Professional EEA Specified Female |Condition aggravated (n/a - Fatal - Results in Death n/a - [n/a - n/a - n/a])
10008515013
U (2021-05-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
10526 EU-EC- 03 Professional EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008515012
. 2 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
10527, EUEC & 1L AP Professional EEA gl(lan 85 |Male cardiac death (n/a - Fatal - Results in Death na - [n/a- n/a - n/al)
10008515001 ' cas
C More
10528 2021-05-|Healthcare — 1pp o than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-ECG- | &5 03 Professional Vears n/a - [n/a - n/a - n/a])
10008514995
o |8
10529 gL g £ k (2021-05- |Healthcare EEA 65-85 Female COVID-19 pneumonia (9d - Fatal - Results in Death), Incomplete course of vaccination (9d - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- Immunisation -
EU-EC- " xx (03 Professional Years Infection (9d - Fatal - Results in Death), Respiratory failure (9d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008514862 ;
Rk or cal |22 i More COVID-19 pneumonia (7d - Fatal - Results in Death), Drug ineffective (7d - Fatal - Results in Death), Oxygen saturation MERAL o
10530 I 2021-05- Healthc'a.re EEA than 85 [Male |decreased (7d - Fatal - Results in Death), Respiratory failure (3d - Fatal - Results in Death), Vaccination failure (7d - Fatal COMIRNATY [TOZIN 1 (8- Immunisation -
EU-EC- - x (03 Professional v X n/a - [n/a - n/a - Intramuscular])
10008514860 : ears - Results in Death)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# llgj hi‘;cal ICSR Form l(iate.vw:y Source ?ountry 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
Bk or e i : Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), CCINE RAZENECA (CHADO
e 12021-05- | Heall Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Gait disturbance (n/a - Fatal - Results in COVID-19 VA AST CA( Xl
10531 g -05- | Healthcare Non EEA  165-85  |Male T . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. Death, Caused/Prolonged Hospitalisation), Hypoaesthesia (n/a - Fatal - Results in Death, Caused/Prolonged
EU-EC- L |03 Professional Years P > N . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008514468 E Hospitalisation), Mobility decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Paraesthesia (n/a - 1/a - Intramuscular])
Fatal - Results in Death, Caused/Prolonged Hospitalisation)
g ! Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Demyelinating polyneuropathy (n/a - |[COVID-19 VACCINE ASTRAZENECA (CHADOXI
10532 = (2021-05-|Healthcare Non EEA 65-85 Male Fatal - Results in Death), Dysphagia (n/a - Fatal - Results in Death), Gait disturbance (n/a - Fatal - Results in Death), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : L3 |03 Professional Years Guillain-Barre syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoaesthesia (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008514243 h Results in Death), Mobility decreased (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death) |n/a - Intramuscular])
Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
& (2021-05- 65-85 [Not . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - ) o .
10533 EU-ECG- | % 03 ?eai‘thc'are 1 EEA Years  |Specified Arrhythmia (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008514198 rolessiona Unknown])
Elickorscad | : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
i |2021-05- |Healthcare 18-64 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - X - - o .
10534 BU-EC- ] 03 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) Trmmunisation - Not applicable - [n/a - n/a -
10008514160 § ] Intramuscular])
or scail = 2021-05- | Healtheare 18-64 Brain stem thrombosis (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - [C(.;)\QHDS?9\<12\(CINEJJA§NSEN(%6GC)O\\QQSQ)] (s-
10535 ] . Non EEA Male  [Results in Death), Erythema (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Visual . . . )
EU-EC- x |03 Professional Years impairment (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008514159 P Results in Death) Intramuscular])
Elickor scal | = s 2021-05-|H Asthenia (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death), Mobility decreased (n/a; COVID-19 VA JAN: (AD26.COV2.§
; -05-|Healthcare 65-85 . _ . i i R : A . - : _"|[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10536 X . Non EEA Female |- Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Pyrexia (n/a o .
EU-EC- x (03 Professional Years Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008514158 atal - Results in Death) Unknown])
Brain oedema (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Carotid artery stenosis
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral disorder (n/a - Fatal - Results
Elickcor scal % (2021-05- | Healthcare 18-64 in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral thrombosis (n/a - Fatal - Results in Death, Life [C(?O\Q/IDI;IQ 9\&%]%%(%6%\%%] (s-
10537 . Non EEA Female |Threatening, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, o . g ’
EU-EC- 03 Professional Years NN . " . Immunisation - Not applicable - [n/a - n/a -
10008514153 Caused/Prolonged Hospitalisation), Computerised tomogram head abnormal (n/a - Fatal - Results in Death, Life Unknown])
Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Mental impairment (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
g More
10538 2021-05- |Healthcare EEA than 85 |Mal Confusional state (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- |03 Professional Yan ¢ |De ath) n/a - Intramuscular])
10008513886 cars
Elick or scall | % : : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-05- [Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) o
10539 EU-EC- : L3 |03 Professional Non EEA 21(1:;55 Female Dyspnoea (/2 - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008513823 ] f applicable - [n/a - n/a - Intramuscular])
ik or scal | = COVID-19 VACCINE ASTRAZENECA (CHADOXI
10540 k4 (2021-05- |Healthcare Non EEA Not Female COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling), Death (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x |03 Professional Specified Caused/Prolonged Hospitalisation, Disabling) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008513731 applicable - [n/a - n/a - Intramuscular])
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
y X7 COINE
10541 2% 2021-05- |Healthcare EEA Not Female Death (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in Death, Other Medically Important z/CHAI})E(\)/)%[lAI\I[%\\IiI 113—)59(8\/_ A - Unﬁnsor V%E?CA
EU-EC- Fox (03 Professional Specified Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening)
; n/a - Intramuscular])
10008513367
More
! 12021-05- | Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - - )
10542 bope =03 Professional EEA gljar;SS Female |Death (1d- Fatal - Results in Death) Not applicable - [1d - n/a - Intramuscular])
10008513286
More
2021-05-|Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
I y - - Results in Death) .
10543 FUEC. | Y 03 Professional EEA gl{lan 85 |Female |Death (n/a - Fatal - Results in Death Not applicable - [n/a - n/a - n/al)
10008513141 ' s
Or Sca : COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-05-|Healthcare 65-85 . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - o
1054 pupe | s 03 Professional [0 Years |Vele  [Pulmonary thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - n/a - [n/a
10008513025| &1 - n/a - n/aJ)
10545 e 4 2021-05-|Healthcare EEA 65-85 Male Cerebral infarction (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 03 Professional Years embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10008513023 ;
10546 2021-05-|Healthcare EEA 65-85 Female Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a| COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 7, 103 Professional Years - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
10008512983
[etick or scad | _ More COVID-19 VACCINE ASTRAZENECA (CHADOX1
10547 A |2021-05- |Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (n/a - Fatal - Results in Death), Choking (n/a - Fatal - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ) (03 Professional Y Hospitalisation), Loss of consciousness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008512939 cars 1/a - Intramuscular])
Atrioventricular block complete (n/a - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Cardiac ME
10548 ka 2021-05- | Healthcare EEA 65-85 Male failure congestive (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal mﬁﬁgg [T:Ir(gZaINlicable i n/] ;% _3?1\/{]}19
EU-EC- (03 Professional Years - Results in Death), Ischaemic cardiomyopathy (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Intramuscular]) PP :
10008512923 ; Results in Death), Syncope (n/a - Fatal - Results in Death)
Rlickor scal * More COVID-19 VACCINE ASTRAZENECA (CHADOX1
F: 12021-05- |Healthcare . . . Lo . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
-EC- i A - - X - -
10549 10(%%5]:;%706 03 Professional Non EEA %?:;:5 Male  |Chest pain (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
n/a - Intramuscular])
. . . . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
-05- - - - X - - , - - . S
10550 2021-05 Healthqare EEA 18-64 Male Cardiac arrest (Od - Fatal - Results in Death), Malaise (0d - Fatal - Results in Death), Pyrexia (Od - Fatal - Results in (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 03 Professional Years Death) wa - T/
10008511901 2 -n/a-[n/a-.5SmL - 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
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s
10551 & |2021-05- |Healthcare EEA 65-85 Male Ischaemic cerebral infarction (n/a - Fatal - Results in Death, Life Threatening), Pulmonary embolism (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : e |02 Professional Years in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008511027 ;
click or scarl
Vi [2021-05-|Healthcare 18-64 Cerebral haemorrhage (18d - Fatal - Results in Death), Cerebral thrombosis (18d - Fatal - Results in Death), Nervous VAXZEVRIA [COVID-19 VAQCINE ASTRAZENECA
10552 . EEA Female . . . N (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | &5 =ia |02 Professional Years system disorder (18d - Fatal - Results in Death), Thrombocytopenia (18d - Fatal - Results in Death) .
r - Not applicable - [n/a - .5uL. - Intramuscular])
10008510285
Rlick or scol | = 7 021-05- | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10553 0 : EEA Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- |35 x (02 Professional Years Intr: ular])
10008510219 amuseuar
= [ SPIKEVAX [COVID-19 MRNA VACCINE
= 2 021-05-|Healthcare 65-85 MODERNA (CX-024414)] (S- COVID-19
10554 : EEA Female |Ischaemic cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a)),
EU-EC- (01 Professional Years
10008503126 ; [NQT AVAILABLE] (S- Product used for unknown
indication - Dose not changed - [n/a - n/a - n/a])
Blick or scal | = o Non More
10555 212021-05- Healthcare EEA than 85 [Male Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Productive cough (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- > (01 : in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
: Professional Years
10008503081
;
rtf (2021-05-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
X A - - Results in Death) ) S .
10556 EU-EC | R (01 Professional EEA Years Female |Sudden cardiac death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008503025 ;
ik or scad | = . More COVID-19 VACCINE ASTRAZENECA (CHADOX]
T (2021-05- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
10557 pupc % (01 Professional |-/t then 85 Female Dyspnoea (- Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008502871 - Not applicable - [n/a - 1 {DF} - n/a])
it 3 021-05. Non More SPIKEVAX [COVID-19 MRNA VACCINE
10558 Healthcare ~ [EEA than 85 [Male  |Coma (n/a - Fatal - Results in Death, Life Threatening) MODERNA (CX-024414)] (S- COVID-19
EUEC |4 % (01 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008502849
— i COVID-19 VACCINE ASTRAZENECA (CHADOX1
10559 2021-05-|Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal -  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 01 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008502085 n/a - Intramuscular])
Elickor scall | % : L COVID-19 VACCINE ASTRAZENECA (CHADOX1
2% [2021-05-|Healthcare Non EEA 65-85 Female |Deen vein thrombosis (n/a - Fatal . Other Madically L Condit NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10560 EU-EC- & 01 Professional on Years ‘emale p vein thrombosis (n/a - Fatal - Results in Death, er cally Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008502069 n/a - Intramuscular])
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-05-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10561 EUEC. | i P Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008502063 ; - n/a - Intramuscular])
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Purposes
3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05-|Healthcare 65-85 . . . .. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - > - =) - -
10562 EU-EC- 01 Professional Non EEA Vears Male  |Malaise (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008502060 n/a - Intramuscular])
Confusional state (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Feeding
N disorder (n/a - Unknown - ), Haemorrhage intracranial (n/a - Fatal - Results in Death, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
10563 A |2021-05- |Healthcare Non EEA 65-85 Female Condition), Hypotension (n/a - Fatal - Results in Death), Incoherent (n/a - Unknown - ), Malaise (n/a - Unknown - ), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |01 Professional Years Meningitis (n/a - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Fatal - Results in Death), |((CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008501900 ; Pathogen resistance (n/a - Unknown - ), Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition), n/a - Intramuscular])
Vomiting (n/a - Fatal - Results in Death)
Confisional state (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Feeding
Elick or scal _ disorder (n/a - Unknown - ), Haemorrhage intracranial (n/a - Fatal - Results in Death, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOXI1
10564 2021-05- |Healthcare Non EEA 65-85 Female Condition), Hypotension (n/a - Fatal - Results in Death), Incoherent (n/a - Unknown - ), Malaise (n/a - Unknown - ), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 01 Professional Years Meningitis (n/a - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Fatal - Results in Death), |((CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008501897 Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - n/a - Intramuscular])
Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death)
Agonal death struggle (n/a - Fatal - Results in Death), Blood pressure increased (n/a - Unknown - ), Cardiac arrest (n/a -
C More Unknown - Other Medically Important Condition), Feeling abnormal (n/a - Unknown - ), Hypertension (n/a - Fatal - Results (COVID-19 VACCINE ASTRAZENECA (CHADOX1
10565 2021-05-|Healthcare Non EEA  |than 85 |Female in Death), Muscle rigidity (n/a - Unknown - ), Nerve stimulation test abnormal (n/a - Unknown - ), Neurological examination|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 4(01 Professional Vears (n/a - Unknown - ), Paraesthesia (n/a - Fatal - Results in Death), Paraesthesia (n/a - Unknown - ), Pupillary reflex impaired |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008501874 (n/a - Unknown - ), Respiratory arrest (n/a - Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a |n/a - Intramuscular])
- Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
- ¥, |5021-05- Non 65-85 Cough (n/a - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death), Dry throat (n/a - Fatal - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10566, EU-EC- AP Healthcare Non EEA Vears Male  [Death), Headache (n/a - Fatal - Results in Death), Oropharyngeal pain (n/a - Fatal - Results in Death), Pyrexia (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
. Professional Fatal - Results in Death) n/a - Intramuscular]), [ACET YLSALICYLIC ACID] (S
10008501657
- n/a - Unknown - [n/a - n/a - n/a])
i [2021-05 Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10567, " |Healthcare ~ [EEA 3 Male |Loss of consciousness (n/a - Fatal - Results in Death) . o )
EU-EC- 01 Professional Years immunisation - n/a - [n/a - .3mL - Intramuscular])
10008501445
%2 |5021-05- |Healthcare 65-85 Asthenia (_Od.- Fata.l - Rgsults in Death), Chest pain (0d - Fatal - Results in ]_)eath )s Death (0d - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10568 X . EEA Female [Death), Fibrin D dimer increased (Od - Fatal - Results in Death), Myocardial infarction (0d - Fatal - Results in Death), |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- x (01 Professional Years - .
Thrombocytopenia (0d - Fatal - Results in Death) -n/a-[n/a-.5mL - Intramuscular])
10008500979
106 3 2021.05- Healtheare | MO, | |Chest pain (n/a - Fatal - Results in Death), Chronic kidney disease (n/a - Ftal - Results in Death), Confisional state (n/a - ﬁéﬁm%{\_’gﬁ 4“)11] H(SJ/_*JA_OCI“/I J_E[ e S
EU-EC- : Frr: (01 Professional Yan M€ | Fatal - Results in Death ), lleostomy (n/a - Fatal - Results in Death) wa)) a-ma-na-.
10008500889 2 ; cars -
: N COVID-19 MRNA VACCINE MODERNA (CX-
? on
=% (2021-05- 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
10570 EU-EC- & (01 Healthqare Non EEA Vears Female |Cerebrovascular accident (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008500611 Professional applicable - [n/a - 1{DF} - Intramuscular])
Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Brain death (n/a - Unknown - Caused/Prolonged
; Hospitalisation, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death CCINE RAZENE CHADO
Elickcor scal " b Non Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gait disturbance (n/a - Unknown - COVID-19 VA AST CA( X1
& [2021-04- 18-64 Lo . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10571 | Healthcare EEA Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - Caused/Prolonged
EU-EC- x (30 fessi Years talisati " . o AProl TR ise () nkn (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008500468 2 Professional Hospitalisation), Loss of cgnsglousness( a - Unknown - Caused/Prolonged Hospitalisation), Malaise ( a- U oWn - na - Intramuscular])
Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
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Non More
10572 202104/ althcare |EEA than 85 |Male  |Chest pain (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 7 130 Professional v n/a - [n/a - n/a - n/aj)
10008499914 rotession cars
lick or scal 5021-04- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10573 EU-EC- 30 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008499911 AR Professional - n/a-n/a])
gk or scall | E25 . COVID-19 VACCINE ASTRAZENECA (CHADOX1
10574 ™E 2021-04- Healthcare Non EEA 18-64 Female Atrial fibrillation (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Embolic stroke (n/a-  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 5 30 Professional Years Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008499902 n/a - Intramuscular])
Eetick or scal A} Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
7112021-04- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) R -
10575 EU-EC- 30 ?eal‘thc'are | Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008499893 rofessiona 1/a - Intramuscular])
Elickor scal | ; . COVID-19 MRNA VACCINE MODERNA (CX-
10576 i (2021-04- (Healthcare Non EEA 65-85 Male Cardiac arrest (17d - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 30 Professional Years Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008499867 T applicable - [n/a - 1{DF} - Unknown])
= 5021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
10577 : EEA than 85 [Male  |Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- s 30 Professional v, Tnir ar - More in ICSR])
10008499822 ' cars amuscuiar - vore
b i 2021-04- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10578 EU-EC- 30 Healthcare EEA Vears Male  |Asthenia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008499764 5 = Professional - Not applicable - [1d - n/a - n/a])
Rlickor scal | & 5021-04- | Healthcare More Dyspnoea (2d - Fatal - Results in Death), Fatigue (2d - Fatal - Results in Death), Hyperhidrosis (2d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
10579 : : EEA than 85 [Female |Death), Oxygen saturation decreased (2d - Fatal - Results in Death), Pyrexia (2d - Fatal - Results in Death), Tremor (2d |immunisation - Not applicable - [1d - 1 {DF} -
EU-EC- 30 Professional .
- Years - Fatal - Results in Death) Unknown])
10008499688
COVID-19 MRNA VACCINE MODERNA (CX-
10580 2021-04-|Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death), Feeling abnormal (2d - Unknown - Other Medically Important Condition), Oxygen |024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- D L3 130 Professional Years saturation decreased (1d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008499506 i applicable - [n/a - 1{DF} - Subcutaneous])
ik or scad | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
105811 pypc 30 Professional |o" EEA g‘:;r 885 Male Death (n/a - Fatal - Results in Death (CX-024414)] (S~ COVID-19 immunisation - Not
10008499314 applicable - [n/a - 1{DF} - Unknown - More in ICSR])
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: 3 More Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
10582 4= |2021-04- |Healthcare Non EEA  |than 85 Male Hospitalisation), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (30 Professional Vears Myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia  |(CX-024414)] (S- COVID-19 immunisation - Not
10008499231 (n/a - Unknown - Caused/Prolonged Hospitalisation), Tremor (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
: COVID-19 MRNA VACCINE MODERNA (CX-
klickor scad |25 5 More . . . o . . 024414) [COVID-19 MRNA VACCINE MODERNA
10583 3 2021-04- Healthgare Non FEA  |than 85 |Male Aortic stenosis (.ld - Fatal - Results in Death), Cardiac failure (1d - Fatal - Results in Death), Parkinson's disease (1d - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- ¥ 30 Professional Vears Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular - More in
10008499135 ICSR])
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . T NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10584 EU-EC- aE 130 ?re(?tl‘i};:iirgal Non EEA Vears Male [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008499119 Ziki - Not applicable - [n/a - n/a - Intramuscular])
m [=15: COVID-19 MRNA VACCINE MODERNA (CX-
] _: " : % |2021-04- | Healtheare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
10585 : . Non EEA Male  [Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 30 Professional Years . .
: applicable - [n/a - 1{DF} - Intramuscular - More in
10008499000
ICSR])
oLl ; More
10586 g 2021-04- |Healtheare g ppa fihan 85 [Male | Concomitant discase progression (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- L+ 130 Professional Vear immunisation - Not applicable - [n/a - n/a - n/a])
10008498467 ' cars
Elick or scad | ot _ More COVID-19 VACCINE ASTRAZENECA (CHADOX1
10587 2021-04- Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | & 7 (30 Professional Years Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008498037 applicable - [n/a - n/a - Intramuscular])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R - , - - o
10588 BU-EC- ] 130 Ereallcthciarsa] EEA Vears Male  [Brain death (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - n/a - [n/a
10008497930 ofessio - n/a- n/a])
Elick or scal |5 More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2021-04- | Healthcare Asthenia (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death), Nausea |. o .
10589 : Non EEA  [than 85 |Male o, immunisation - Not applicable - [n/a - n/a -
EU-EC- ek 30 Professional Vears (n/a - Unknown - ), Vomiting (n/a - Unknown - ) Intramuscular])
10008497730
: Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
24 (2021-04- [Healthcare 18-64 e - - b . 024414) [COVID-19 MRNA VACCINE MODERNA
10590 : Non EEA Female |Hospitalisation, Other Medically Important Condition), Respiratory failure (n/a - Unknown - Caused/Prolonged . L
EU-EC- o, 130 Professional Years Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008497643 P g ¥ 1mp applicable - [1/a - 1 {DF} - Intramuscular])
or sca ; COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-04-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
A . - - , - - . . .
10591 EU-EC- H 20 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Malaise (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008496860 ; applicable - [n/a - 1{DF} - Intramuscular])
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Activated partial thromboplastin time prolonged (n/a - Unknown - ), Activated partial thromboplastin time ratio increased
(n/a - Unknown - ), Alanine aminotransferase increased (n/a - Unknown - ), Altered state of consciousness (n/a - Unknown -
Caused/Prolonged Hospitalisation), Blood alkaline phosphatase increased (n/a - Unknown - ), Blood osmolarity increased (n/a -
Unknown - ), Blood urea increased (n/a - Unknown - ), C-reactive protein increased (n/a - Unknown - ), COVID-19 (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (1/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Cerebellar atrophy (n/a - Unknown - Other Medically Important Condition), Cerebral
Elickor scal | ; i o100 et ;trop.hzl (n/e} - Unlljlnovm - Oyhzclzlledcallz/ Imponrlt;nt Condition), Dyslgliqoi:abcr(n/a - Unnl/cnown - CaLsed/PrI:)IlongT]d - COMIRNATY [TOZINAMERAN] (S- COVID-19
10592 i 2021-04- Healthcare EEA 65-85 Female | 0%t isation), Haematocrit decreased (/2 - Unknown - ), Haemoglobin decreased (w/a - Unknown - ), Hypothermia (n/a - immunisation - Not applicable - [1d - n/a -
EU-EC- Fxx (30 Professional Years Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), Lymphocyte Intramuscular])
10008496840 ; count decreased (n/a - Unknown - ), Mean cell haemoglobin concentration increased (n/a - Unknown - ), Monocyte count
decreased (n/a - Unknown - ), Neutrophil count increased (n/a - Unknown - ), Normochromic normocytic anaemia (n/a -
Unknown - ), Oxygen saturation decreased (n/a - Unknown - ), Platelet count decreased (n/a - Unknown - ), Red blood cell
count decreased (n/a - Unknown - ), Reticulocyte count increased (n/a - Unknown - ), Septic shock (n/a - Unknown -
Caused/Prolonged Hospitalisation), Tachypnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a
- Unknown - Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
Elickor scad | 3 More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare — - . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
10593 EU-EC- 3130 Professional Non EEA %1{1:;585 Female |Pericardial effusion (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008496785 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
10594 EU-EC- T 30 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008496764 applicable - [n/a - 1{DF} - Intramuscular])
L ¥4 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
o -04- ; : _ - i . o . . }
10595 EU-EC- a 130 Professional Non EEA glan 85 [Male  |Depressed level of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [/a - n/a - n/al)
10008495895 cas
P More COVID-19 MRNA VACCINE MODERNA (CX-
10596 2 (2021-04- [Healthcare Non EEA  |than 85 Male Death (n/a - Fatal - Results in Death), Haematemesis (n/a - Unknown - Other Medically Important Condition), Vomiting {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L+ 130 Professional Vears (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008495852 : applicable - [n/a - 1{DF} - n/a - More in ICSR])
Elick or scall | % ; : COVID-19 VACCINE ASTRAZENECA (CHADOX1
10597 = 2021-04- Healthcare EEA 65-85 Female Endocarditis bacterial (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Intestinal ischaemia (n/a - Fatal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | &3 7,130 Professional Years - Results in Death), Septic shock (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008495248 - Not applicable - [1d - 1{DF} - Intramuscular])
Rlckorscal | 05 02104 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
10598 : . EEA Male  |COVID-19 pneumonia (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 1 {DF} -
EU-EC- 130 Professional Years Intramuscular])
10008495211
More
2021-04- |Healthcare I . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl
1059 g |3 130 Professional EEA glan 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - 0/a - [n/a - 1{DF} - Intramuscular])
10008495180 cars
klick or scal
Non . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
-04- - - - X - - - X . Nl .
10600 2021-04 Healthcare EEA 65-85 Male Acute pulmonary oedema (n/a lfatal Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- 1 {DF} -
EU-EC- : ey 30 . Years Dyspnoea (n/a - Fatal - Results in Death)
KL T Professional Intramuscular])
10008495121 R
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i b 2021-04- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10601 : : EEA Male  [Cerebral venous thrombosis (n/a - Fatal - Results in Death), Thrombocytopenia (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 130 Professional Years ithar [1d- SmL - Int ar])
10008495043 - Drug withdrawn - [1d - .5ml. - Intramuscular
lick or scal ¥ 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
10602 EU.EC e 30 Professional |EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
10008495012 : Years Intramuscular])
; More SPIKEVAX [COVID-19 MRNA VACCINE
Al (2021-04- [Healthcare . MODERNA (CX-024414)] (S- COVID-19
: Sudden - - ) . o ;
10603 EU-EC- 7 130 Professional EEA ;?an 85 [Male death (1d - Fatal - Results in Death immunisation - Not applicable - [1d - 1{DF} -
10008495000 - cars Intramuscular])
Qr _scail
COMIRNATY [TOZINAMERAN] (S- COVID-19
10604 2021-04- Healtheare s 16585 ypie |Sudden death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1 {DF} -
EU-EC- 3130 Professional Years Tntramuscular])
10008494999
m o ; Non Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - Unknown - Results in COVID-19 VACCINE JANSSEN (AD26.COV2.5)
10605 112021-04- Healthcare Non EEA 65-85 Female Death, Other Medically Important Condition), Headache (n/a - Recovered/Resolved - Results in Death, Other Medically — |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 3 130 Professional Years Important Condition), Hypertension (0d - Recovered/Resolved - Results in Death, Other Medically Important Condition), (Immunisation - Not applicable - [n/a - n/a -
10008494983 Vomiting (n/a - Unknown - Results in Death, Other Medically Important Condition) Unknown])
[lick or scall | ikt COVID-19 MRNA VACCINE MODERNA (CX-
Ak (2021-04-|Healthcare 65-85 . . e 024414) [COVID-19 MRNA VACCINE MODERNA
10606 EU-EC- B30 Professional Non EEA Years Female |Thrombosis (11d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008494867 ; applicable - [n/a - 1{DF} - Intramuscular])
m e, A Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (1d - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
10607 2021-04- |Healthcare Non EEA 65-85 Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- B 3130 Professional Years Caused/Prolonged Hospi ta]isation,) ? (CX-024414)] (S- COVID-19 immunisation - Not
10008494778 usedProlonged Hosp applicable - [n/a - 1{DF} - Intramuscular])
.z More SPIKEVAX [COVID-19 MRNA VACCINE
10608 ; 2021-04- Healthcare EEA than 85 [Male COVID-19 pneumonia (6d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Influenza like |MODERNA (CX-024414)] (S- COVID-19
EU-EC- | % = 30 Professional v, illness (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} -
10008494742 ; cars Intramuscular])
o | B = Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10609, 30202104 eattheare (NonEEA | 139 Inate Myocardial infarction (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (8-
EU-EC- 0 3130 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008494689| Unknown])
: Non Death (1/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - Results in Death, [COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10610 o [2021-04- |y e [NonEEA 1NOU . Invile  |Other Medically Important Condition), Unresponsive to stimuli (a - Unknown - Results in Death, Other Medically [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 3 30 Professional Specified TImportant Condition) Immunisation - Not applicable - [n/a - n/a -
10008494607 : Unknown])
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; Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10611 202108y dlthcare [NonEEA |18 Male  |coviD-19 (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (8-
EU-EC- T 130 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008494534| & Unknown])
: More COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10612 il (2021-04- (Healthcare Non EEA  |than 85 |Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Tremor (n/a - Unknown - Results in Death, |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- | &3 i3 |30 Professional v, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10008494053 =3 : cars Intramuscular])
gk or scall | 3 : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
al (2021-04- [Healthcare 65-85 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - ) o .
10613 EU-EG |4 3 130 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - .5mL -
10008494042 | =3t Unknown])
COVID-19 pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
[ Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
— ; Hospitalisation, Other Medically Important Condition), Fibrin D dimer increased (n/a - Not Recovered/Not Resolved - COVID-19 VACCINE JANSSEN (AD26.COV2.§)
2% (2021-04- |Healthcare 65-85 X . . I : " . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10614 | . Non EEA Female |Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gastric L .
EU-EC- x 30 Professional Years h hage (n/a - Not Re od/Not Resolved X Life Thr ino. Caused/Proloneed Hosnitalisati Immunisation - Not applicable - [n/a - n/a -
10008494017 aemorr] age( a - Not Recover d/ ot Resolved - Resulgs in Death, Life Threatening, used/Prolonged I ospitalisation, Intramuscular])
Other Medically Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
ik orscal COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10615 g% |2021-04- | Healthcare  [Nop EEA |65-85  |Female |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- k. (30 Professional Years Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008493881 Intramuscular])
[I%i l Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal -[COVID-19 VACCINE JANSSEN (AD26.COV2.9)
10616 21 (2021-04- |Healthcare Non EEA 18-64 Male Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 130 Professional Years Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Not Recovered/Not Resolved - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008493867 ] Caused/Prolonged Hospitalisation) Intramuscular])
10617 ; 21 2021-04- Healthcare EEA 65-85 Male Cardiac failure acute (n/a - Fatal - Results in Death), Cerebral ischaemia (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : L 130 Professional Years Condition) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008493803 :
i
i (2021-04- (Healthcare 65-85 - . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
10618 EU-EC- 3130 Professional Non EEA Years Male  Pneumonia (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008493481
i ¥ 12021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% . i i - - i . . . .
10619 EU-EC- 130 Professional Non EEA $aﬂ 85 |Male  |Cardiogenic shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008493479 cans
Elick or scal |; : More
10620 r i (2021-04- [Healthcare Non EEA  |than 85 [Female Hypotension (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o, i (30 Professional v Results in Death), Pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008493475 TSRS cars
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10621 1 i [2021-04- Healtheare |\ ppa  |than 85 |Female |Concomitant discase progression (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- ek 30 Professional v, immunisation - Not applicable - [n/a - n/a - n/a])
10008493470 s
Acute respiratory failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Asthenia (n/a - Unknown - ), Autoimmune
haemolytic anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Back pain
(n/a - Unknown - ), Cardio-respiratory arrest (24d - Fatal - Results in Death), Chest pain (n/a - Unknown - ), Chromaturia
[elick or scall | 23 (n/a - Unknown - ), Condition aggravated (n/a - Unknown - ), Confusional state (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
10622 2021-04-|Healthcare Non EEA 18-64 Female Hospitalisation, Other Medically Important Condition), Decreased appetite (n/a - Unknown - ), Dizziness (n/a - Unknown - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Feeling abnormal (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008493422 ; Unknown - ), Haematochezia (n/a - Unknown - Other Medically Important Condition), Hypersensitivity (n/a - Unknown - ), |applicable - [n/a - 1{DF} - Intramuscular])
Impaired work ability (n/a - Unknown - ), Mobility decreased (n/a - Unknown - ), Muscular weakness (n/a - Unknown - ),
Myalgia (n/a - Unknown - ), Normochromic anaemia (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Rash (n/a -
Unknown - ), Sinus tachycardia (n/a - Unknown - )
Elickorscal : COVID-19 MRNA VACCINE MODERNA (CX-
10623 =12021-04- Healthcare Non EEA 18-64 Female Death (1d - Fatal - Results in Death), Erythema (n/a - Not Recovered/Not Resolved - ), Pain (n/a - Not Recovered/Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 130 Professional Years Resolved - ), Peripheral swelling (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008493296 applicable - [n/a - 1{DF} - Intramuscular])
oLl 2021-04- Non 65-85 Aphasia (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Coma (n/a - Fatal - Results in Death), Diarrhoea (1d - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10624 EU-EC- aE 30 Healthcare Non EEA Vears Male  [Recovered/Resolved - ), Dysphagia (n/a - Unknown - ), Feeling cold (n/a - Unknown - ), Movement disorder (n/a - Not immunisation - Not applicable - [1d - n/a -
10008493186] & J e Professional Recovered/Not Resolved - ), Renal impairment (n/a - Fatal - Results in Death), Tremor (n/a - Unknown - ) Intramuscular])
: 2021-04- Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10625 EU-EC- B 130 Hea]thc'are Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008493181
2021-04-|Healthcare 65-85 C—regctlve protein increased (n/a - Fa}tal - Results in Death ‘Llfe Threatening, Caused/Pfolqn@id Hos-pltal-lsatlon, D1sablmg), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10626, EU-EC- a 30 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Inflammation immunisation - Not applicable - [n/a - n/a - n/al])
10008493172 ] : (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) PP
o | e -
& 12021-04- 65-85 Inappropriate schedule of product administration (n/a - Unknown - ), Overdose (n/a - Unknown - ), Sudden death (n/a - Fatal - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
10627 X Healthcare Non EEA Male . . Lo .
EU-EC- = |30 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008493157 ;
DIE More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
10628 EU-EC- 130 Professional Non EEA 21(1‘:;585 Female |Death (1d- Fatal - Results in Death), Swelling (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008493135/ applicable - [n/a - 1{DF} - Intramuscular])
o More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
10629 gy pc 130 |Professionar  [Non FEA - |than 85 |Female |Dxath (1 Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008493133 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
10630 gy e 130 Professional |\O" EEA |yeqrg  [Male  Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008493092 applicable - [n/a - 1{DF} - Intramuscular])
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i COVID-19 MRNA VACCINE MODERNA (CX-
b 2021-04-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
10631 . Non EEA Male  |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- = (30 Professional Years . .
; applicable - [n/a - 1{DF} - Intramuscular - More in
10008493022
ICSR])
click or scarl Non COVID-19 VACCINE JANSSEN (AD26.COV2.5)
2021-04- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - T .
10632 EU-EC- a2y 3130 ?re(?fl‘g;scifga] Non EEA Specified Female |Death (n/a - Fatal - Results in Death) Trnmunisation - Not applicable - [n/a - /a -
10008492977 Unknown])
Elickorscal | 5 Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10633 o 2021-04- Healthcare Non EEA Not .~ (Male |Adverse reaction (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death) [COVH?'I? VAQCINE JANSSEN (AD26.COV2.9)] (S~
EU-EC- | 130 Professional Specified Immunisation - Not applicable - [n/a - n/a -
10008492933 rolessiona Unknown])
ek or scal | :m3 Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (n/a - Fatal - Results in |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10634 2021-04-|Healthcare Non EEA 18-64 Female Death, Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- : 130 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Immunisation - Not applicable - [n/a - n/a -
10008492924 Caused/Prolonged Hospitalisation) Unknown])
Rl orscad | B COVID-19 VACCINE JANSSEN (AD26.COV2.9)
A 2021-04- Healthcare 65-85 . . IRTI [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10635 EU-EC |4 30 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Tmmunisation - Not applicable - [n/a - n/a -
10008492912/ 34 Intramuscular])
: COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2 (2021-04- [Healthcare 18-64 . . oo [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10636 EU-EC- -3 3130 Professional Non EEA Years Female |Thrombosis (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008492890 Intramuscular])
Rlickcor scal | gm i Death (n/a - Fatal - Results in Death), Intensive care (n/a - Fatal - Results in Death), Multiple organ dysfunction COVID-19 VA JAN (AD26.COV2.)
2 2021-04- | Healthcare 65-85 " L . - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10637 . Non EEA Female [syndrome (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - L .
EU-EC- 3130 Professional Years Results in Death Immunisation - Not applicable - [n/a - n/a -
10008492885 Results in Death) Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- [Healthcare 65-85 . . A . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
10638 EU-EC- T: 130 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), Malaise (2d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008492842 applicable - [n/a - 1{DF} - Unknown])
[lick or scal | zm ’ COVID-19 MRNA VACCINE MODERNA (CX-
i1 2021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
10639 pupc |§ ER 130 [Professional | M EEA |yepys  [Female |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008492759 t applicable - [n/a - 1{DF} - Intramuscular])
m F i Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Death COVID-19 VA JAN (AD26.COV2.8)
3l (2021-04-|Healthcare 65-85 . L1 S [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10640 : Non EEA Female |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Results L .
EU-EC- 130 Professional Years in Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008492730 = P Unknown])
: Fall (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Hip fracture (n/a - Not COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10641 21 2021-04- Healthcare Non EEA 65-85 Female Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Spinal fracture (n/a - Not Recovered/Not  [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 3130 Professional Years Resolved - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008492691 Caused/Prolonged Hospitalisation) Unknown])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008492890&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008492885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008492842&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008492759&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008492730&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
41 (2021-04- [Healthcare 65-85 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - R - - o .
10642 EU-EC- 130 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [V - n/a -
10008492676 Unknown])
click or scarl . More COVID-19 VACCINE JANSSEN (AD26.COV2.5)
10643 2l (2021-04- (Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in ([COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 130 Professional Vears Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008492675 Unknown])
10644 i 5 2021-04-| Healthare EEA 1\}/1[2;685 Female |Chest pain (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Unknown - ), Malaise (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (S - COVID-19
BU-EC- Y130 Professional v P Kesults In Death), Hyp g immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008492623 : cans
Qr _scail
2021-04-|Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
/ - R
10645 EU-EC- 130 Professional EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008492552 ;
Mikorsad ;g 2021-04-|Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
10646, EU-EC- 1., 4P Healthcare EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S - Immunisation - n/a -
10008492518 p Professional [n/a - n/a - n/a])
i Non More
10647 202104/ althcare |EEA than 85 Male  [Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- |4 130 Professional Vear n/a- [n/a-n/a-n/a])
10008492507 ; OressIo cars
Rlickcor scad | ; '_ 5021-04- Non 65-85 Death (n/a - Fatal - Results in Death, Life Threatening), Pneumonia (n/a - Unknown - Results in Death, Life [((IZDO\Q/[DI;lg 9\<[2XCUNEJJI§AI\II\I$EN(?A[§266CC%<ZQS§)] (s-
10648 h Healthcare Non EEA Female |Threatening), Pulmonary embolism (n/a - Unknown - Results in Death, Life Threatening), Thrombosis (n/a - Fatal - . . . ’
EU-EC 3|30 Professional Years Results in Death, Life Threatening) fmmunisation - Not applicable - [n/a - n/a -
10008492415 Unknown])
: COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-04- | Healthcare 65-85 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
10649 EU-EC- 130 Professional Non EEA Vears Male  |Thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008492394 Unknown])
o COVID-19 VACCINE JANSSEN (AD26.COV2.S)
o 2021-04-|Healthcare 65-85 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - ) T .
10650 EU-EC- 3130 Professional Non EEA Years Male  Death (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008492391 Intramuscular])
Blickcor scad e
=1 (2021-04- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . ol .
10651 EU-EC- i3 |30 Professional EEA Years Male |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008492262 T
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008492552&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008492518&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: N
2021-04- HZ:] thearc 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19

10652  gU.gC EX 30 Professional EEA Years |Female |Somnolence (wa - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008492261
Elickor scal | ; 1 COVID-19 MRNA VACCINE MODERNA (CX-

10653 =1 (2021-04-|Healthcare Non EEA 65-85 Male Feeling cold (1d - Unknown - ), Illness (1d - Unknown - ), Influenza like illness (1d - Unknown - ), Myocardial infarction (1d -|024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- -3 30 Professional Years Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008492202 applicable - [n/a - 1{DF} - Intramuscular])
Non Brain injury (n/a - Fatal - Results in Death, Other Medically Important Condition), Chills (n/a - Unknown - ), Dizziness (/a| Co i1 VACCINE ASTRAZENECA (CHADOXI
2021-04- Not . ” . . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10654 Healthcare Non EEA .. |Male |- Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Fatal - Results in Death, Other Medically A
EU-EC " 3|30 Professional Specified Important Condition), Pain (n/a - Unknown - ), Pruritus (n/a - Unknown - ), Rash erythematous (n/a - Unknown - ) (CHADOX NCOV-19)] (S - Immunisation - Not
10008491995 | =y ? ’ ? applicable - [n/a - n/a - Intramuscular])
Decreased appetite (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Diarrhoea (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Faeces discoloured (n/a - Not Recovered/Not Resolved -
O Other Medically Important Condition), Gait inability (n/a - Not Recovered/Not Resolved - Other Medically Important
m‘ i Condition), Gastrointestinal haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Nausea| COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-04- | Healthcare 65-85 . " - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10655 . Non EEA Female |(n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Opisthotonus (n/a - Not Recovered/Not Resolved . .
EU-EC- ) 30 Professional Years Other Medically T Condition). Pain (n/a - Not Rec /Not Resolved - Other Medically T Conditi (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008491825 E - Other Medically Important Cony tion), Pain (n/a - Not overedNot Resolved - Other Medically Important Con tion), |* Not applicable - [n/a - n/a - Intramuscular])
Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Retching (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Syncope (n/a - Not Recovered/Not Resolved - Other
Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Health More Not o o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10656| EU-EC- |4 50 el Peaf care | [NonEEA than 85 | Fod Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008491786 - rolessiona Years  [Specifi 1a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . .

10657 pupc. 230 |Professional |NOMEEA lyepg  [Male |Death (wa - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008491755 applicable - [n/a - 1{DF} - Intramuscular])
klick or scal |; : More

10658 :d (2021-04- |Healthcare EEA than 85 [Male COVID-19 (7d - Fatal - Results in Death), Drug ineffective (7d - Fatal - Results in Death), Nausea (1d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - Immunisation -

EU-EC- o, 7 130 Professional v in Death), Vaccination failure (7d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
I ‘ears
10008491691
:d (2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
. - - ) X

10659 EU-EC- . 1 130 Professional EEA Years Male  Death (1d- Fatal - Results in Death n/a - [n/a - n/a - Intramuscular - More in ICSR])
10008491689| =¥
Elickor scall | 5 ; COVID-19 VACCINE ASTRAZENECA (CHADOX1

2021-04- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - , Sudden - - . o

10660 BU-EC- ] 130 Professional EEA Vears Male  [Nausea (n/a - Fatal - Results in Death) death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation

10008491557 : - Not applicable - [n/a - 1 {DF} - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
10661 al (2021-04- |Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Mobility decreased (n/a - Unknown - Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- eyl 130 Professional Years Vaccination complication (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008491499 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl X COVID-19 VACCINE ASTRAZENECA (CHADOX1
10662 al (2021-04- (Healthcare Non EEA 65-85 Female Diarrhoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | &B wady |30 Professional Years Nasopharyngitis (n/a - Fatal - Results in Death), Vomiting (n/a - Recovered/Resolved With Sequelae - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008491473| & ' n/a - Intramuscular])
B o | B : COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
10663 EU-EC- ] 130 Professional Non EEA Vears Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008491470 applicable - [n/a - 1{DF} - Intramuscular])
2Ll i More Anxiety (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), COVID-19 A VA MODERNA (CX-
= (2021-04- |Healthcare . . . 024414) [COMD-19 MRNA VACCINE MODERNA
10664 . Non EEA  [than 85 |Female |Dyspnoea (n/a - Fatal - Results in Death), Heart rate abnormal (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - . L
EU-EC- 3|30 Professional Years Results in Death), Pain in extremity (n/a - Fatal - Results in Death) (CX_.0244]4) | (S- COVID-19 immunisation - Not
10008491299 > applicable - [n/a - 1{DF} - Intramuscular])
Klick or scal | = :
% =1 2021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
10665 EU-EC- a2 130 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008491295| =4
: More
10666 =1 2021-04- Healthcare EEA than 85 |Male Bradycardia (n/a - Fatal - Results in Death), Cardiovascular disorder (n/a - Fatal - Results in Death), Depressed level of ~ |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- o7 130 Professional v, consciousness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
ears
10008491248
Elick or scal | More Bacteraemia (n/a - Unknown - Other Medically Important Condition), Chronic obstructive pulmonary disease (n/a - Unknown COVID-19 A VA MODERNA (CX-
2021-04- Healthcare . .. R 024414) [COVID-19 MRNA VACCINE MODERNA
10667 . Non EEA  |than 85 Male |- Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other . L
EU-EC- 3|30 Professional Years Medically Important Condition), Respiratory disorder (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008491158 ? applicable - [n/a - 1{DF} - Intramuscular])
5021-04- |Healthcare More Cardiopulmonary failure (n/a - Fatal - Results in Death), Crepitations (n/a - Fatal - Results in Death), Dyspnoea (n/a-  |SPIKEVAX [COVID-19 MRNA VACCINE
10668 EU-EC- 30 Professional EEA than 85 [Male  |Fatal - Results in Death), Haemoptysis (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death), MODERNA (CX-024414)] (S- COVID-19
10008490951 p Years Pyrexia (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
or scai More Asthenia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Parkinson's disease (n/a - Fatal - Results in
10669 2021-04-|Healthcare EEA than 85 [Male Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Urinary |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EG- | LT 3130 Professional Vears retention (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Urosepsis (n/a - Fatal - Results in Death, immunisation - Not applicable - [n/a - 1{DF} - n/a])
1000849093 1| & Caused/Prolonged Hospitalisation)
4 COVID-19 MRNA VACCINE MODERNA (CX-
Klick or scal 024414) [COVID-19 MRNA VACCINE MODERNA
10670 srodh (2021-04- Healthc'are Non EEA  [65-85 |Male  |Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Respiratory (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- g (30 Professional Years arrest (n/a - Unknown - Other Medically Important Condition) applicable - [n/a - 1 {DF} - Intramuscular - More in
10008490900 ICSR])

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=10008491499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008491473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008491470&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008491299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008491295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008491248&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008491158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490951&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490931&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490900&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
[ | ﬁcut; klfine_y injury (n/a - Unknown - CaLsed/.Prolonged Hospltal{satlon), Anaemia (n/a - Unknown - Caused/Prolonged (COVID-19 MRNA VACCINE MODERNA (CX-
ospitalisation), Death (1d - Fatal - Results in Death), Generalised oedema (28d - Unknown - Caused/Prolonged
21 2021-04- | Healthcare 65-85 O . P . 024414) [COVID-19 MRNA VACCINE MODERNA
10671 . Non EEA Female [Hospitalisation), Hyperammonaemia (28d - Unknown - Caused/Prolonged Hospitalisation), Hypermagnesaemia (28d - . g
EU-EC- : 30 Professional Years Unkn CasedProl Hospitalisati Mental h 53d.- Unkn Cansed/Prolonged Hospitalisati (CX-024414)] (S- COVID-19 immunisation - Not
10008490877 oWn - rolonged Hospitalisation), tal status changes (28d- own - Caused/Prolonged Hospitalisation), applicable - [n/a - 1{DF} - Intramuscular])
Pulmonary oedema (28d - Unknown - Caused/Prolonged Hospitalisation)
COVID-19 MRNA VACCINE MODERNA (CX-
Vi [2021-04- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
10672 EU-EC- | 30 Professional Non EEA Years Male |Chest pain (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008490696 applicable - [n/a - 1{DF} - Unknown])
ik or scal | 245 i 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
10673 : . EEA Female |Asthenia (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- -3 130 Professional Years Int Jlar])
10008490687 ntramuscular]
or scail ¥ -
2% [2021-04-|Healthcare 65-85 . L . COMIRNATY [TOZINAMERAN] (S- COVID-19
A . - - N - - . . . .
10674 EU-EC- AP Professional Non EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008490611
12 8 |2021-04- [ NOn 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
10675 : Healthcare EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death) . o .
EU-EC- i3 |30 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008490605 : rotessiona
: : COVID-19 MRNA VACCINE MODERNA (CX-
&l (2021-04- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
10676 pupc | 230 [Professional [NONEEA Iyeqy [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008490602 : applicable - [n/a - 1{DF} - Unknown])
Elick or scal | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10677 2021-04-|Healthcare —|pp 18-64 |\ gl | Cough (4d - Fatal - Results in Death), Pulmonary embolism (0d - Fatal - Results in Death), Pyrexia (4d - Fatal - Results |1, nox| NCOV-19)] (S- COVID-19 immunisation
EU-EC- 130 Professional Years in Death), SARS-CoV-2 test positive (2d - Fatal - Results in Death) .
- Not applicable - [n/a - .5mL - Intramuscular])
10008490597
Klick or scad
10678 irodd 2021-04-|Healthcare  |Nop EEA [65-85  |Female |Cardiac arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Headache (n/a - Unknown - ), Malaise (n/a- | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- By (30 Professional Years Unknown - ), Nausea (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008490583
More
2021-04- | Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
10679 EU-EC- a 130 Professional Non EEA gl(lan 85 |Male  |Cardiogenic shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008490569 ; cans
oLl More
10680 2021-04- Healthcare |\ ppa|ihan 85 |Female |General physical health deterioration (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 3130 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
10008490562 % EE cars

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=10008490877&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490687&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490611&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490605&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490602&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490583&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490562&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
; More COVID-19 MRNA VACCINE MODERNA (CX-
4l (2021-04- [Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
10681 EU-EC- 124 130 Professional Non EEA 21{1:}:;585 Female |Pneumonia aspiration (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008490493 applicable - [n/a - 1{DF} - Intramuscular])
o or el COVID-19 MRNA VACCINE MODERNA (CX-
- = i 2021-04- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
10682 h . Non EEA Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- gt 30 Professional Years . .
E i applicable - [n/a - 1{DF} - Intramuscular - More in
10008490480 :
- ICSR])
Y %1 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
10683 Loy oe } " 30 Professional EEA glan 85 |Male  |Acute kidney injury (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) n/a - [/a - n/a - n/al)
10008490476 =3 cars
oLl b 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-04-|Healthcare 65-85 . L
10684 : EEA Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 30 Professional Years - /- n/a])
10008490474
Elick or scall | = s More Acute myeloid leukaemia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |COVID-19 MRNA VACCINE MODERNA (CX-
10685 & |2021-04- Healthcare Non EEA  |than 85 |Female Condition), Acute respiratory failure (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- > 30 Professional Years Important Condition), COVID-19 pneumonia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other (CX-024414)] (S- COVID-19 immunisation - Not
10008490458 Medically Important Condition), Death (1d - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
:
al 1 2021-04- Healthcare 65-85 |Not . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
. . - - Results in Death)
10686, BU-EC- ] 130 Professional EEA Years  |Specified Cardiac failure (1d - Fatal - Results in Death n/a - [n/a - n/a - n/a])
10008490426 ;]
BliciCor scal
2021-04- |Healthcare 65-85 st
A - - i COMIRNATY [TOZINAME! S - Immunisation -
10687 EU-EC- 30 Professional |EEA Vears |Female Death (n/a - Fatal - Results in Death - [na - —[n/a]) RAN] (
10008490407
10688 . 2021-04- |Healthcare EEA 65-85 Female Aortic thrombosis (4d - Fatal - Results in Death), Cardiogenic shock (1d - Fatal - Results in Death), Coagulopathy (1d - wﬁgx 113—)59(8\/_ ﬁﬁﬁsﬂmﬁﬁs’:
EU-EC- ; L+ 130 Professional Years Fatal - Results in Death), Thrombocytopenia (1d - Fatal - Results in Death) - n/a - n/a])
10008490392 :
5021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
10689 : EEA Male  [Pulmonary embolism (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 130 Professional Years Int ul
10008490372] A3 ntramuscular])
o= | B : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
10690 L =1 2021-04- Healthcare Non EEA Not Female Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hospitalisation (n/a - Unknown - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- ! 3130 Professional Specified Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008490280 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490493&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490426&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490407&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490392&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490280&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : COVID-19 MRNA VACCINE MODERNA (CX-
2l (2021-04- [Healthcare 65-85 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
10691 EU-EC- ™ 30 Professional Non EEA Vears Female [COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008490211 L applicable - [n/a - 1{DF} - Intramuscular])
Anaemia (9d - Unknown - Other Medically Important Condition), Cardiac disorder (9d - Unknown - Other Medically
Important Condition), Cerebral small vessel ischaemic disease (9d - Unknown - Other Medically Important Condition),
Chronic obstructive pulmonary disease (9d - Unknown - Other Medically Important Condition), Condition aggravated (9d -
m i Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Hepatic enzyme abnormal (9d - (COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . . . . o 024414) [COVID-19 MRNA VACCINE MODERNA
10692 . Non EEA Male  [Unknown - Other Medically Important Condition), Hypertension (9d - Unknown - Other Medically Important Condition), . L
EU-EC- ; 130 Professional Years i (9d - Unkn ical diti e h dicall (CX-024414)] (S- COVID-19 immunisation - Not
10008490197 Hypokalaemia (? - Unknown - cher Medically Important Con. tion), Hypothyr01d15¥r% (9d- Unknovyn - Other Medically applicable - [n/a - n/a - Intramuscular])
Important Condition), Malnutrition (9d - Unknown - Other Medically Important Condition), Mental disorder (9d - Unknown
- Other Medically Important Condition), Thrombosis (9d - Unknown - Other Medically Important Condition), Tremor (n/a -
Unknown - Other Medically Important Condition)
B o sl COVID-19 MRNA VACCINE MODERNA (CX-
frys 2021-04- | Healtheare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
10693 al 1 . Non EEA Male  [Sudden death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | &5 x 30 Professional Years . .
: applicable - [n/a - 1{DF} - Intramuscular - More in
10008490196,
ICSR])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . T e 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . D
10694 EU-EC- 2130 Professional Non EEA ?:;ISS Male  |Death (1d- Fatal - Results in Death), Hospitalisation (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008490195/ & applicable - [n/a - 1{DF} - Intramuscular])
o |! COVID-19 MRNA VACCINE MODERNA (CX-
; 5021-04- | Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
10695 . Non EEA  |than 85 |Female |Intestinal obstruction (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- el 30 Professional . .
o Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008490126,
ICR)
Cardiac disorder (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Pulmonary COVID-19 MRNA VACCINE MODERNA (CX-
3l (2021-04- [Healthcare 65-85 N - e X ... [024414) [COVID-19 MRNA VACCINE MODERNA
10696 . Non EEA Female |thrombosis (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (1d - Fatal - Results in Death, Life . i
EU-EC- |« 30 Professional Years Threatening, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008490020 : S Y imp applicable - [/a - 1{DF} - Intramuscular])
e 7 9021-04- |Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
10697 0 : EEA Female |Cardiac failure acute (Od - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- # x (30 Professional Years Sl - Int dar])
10008489925 ; - oL - Intramuseuar
o |! [ COVID-19 MRNA VACCINE MODERNA (CX-
: ¥ |5021-04- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
10698 a0 ) . Non EEA Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- = (30 Professional Years . .
: applicable - [n/a - 1 {DF} - Intramuscular - More in
10008489662
ICSR])
i Aphasia (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain abscess (26d - Fatal - Results in Death,
m o o, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral mass effect (26d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
10699 2021-04-|Healthcare Non EEA 65-85 Female Reath, Caused/Prolonged Hospitalisation), Death (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other 024414) [COVID-19 MRNA VAGCINE MODERNA
EU-EC- 30 Professional Years Medically Important Condition), Headache (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Motor (CX',024414)] (S- COVID-19 immunisation - Not
10008489660 dysfunction (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Movement disorder (26d - Fatal - Results applicable - [n/a - 1{DF} - Unknown])
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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490197&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490196&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490126&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490020&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008489925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008489662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008489660&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
10700 4 (2021-04- Healthcare Non EEA 18-64 Male Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 30 Professional Years Condition), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008489636 n/a - Intramuscular])
o or el COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 Death (1d - Fatal - Results in Death), Hepatic mass (n/a - Unknown - Other Medically Important Condition), Pulmonary 024414) [COVID-19 MRNA V.ACCINE MODERNA
10701 ; . Non EEA Male " - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- eyl 30 Professional Years mass (n/a - Unknown - Other Medically Important Condition) . .
o applicable - [n/a - 1{DF} - Intramuscular - More in
10008489563
ICSR])
klick or scal , More
10702 2021-04- Healthcare Non EEA  |than 85 |Female Dysarthria (n/a - Fatal - Results in Death), Fine motor skill dysfunction (n/a - Fatal - Results in Death), Lethargy (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 5 30 Professional v, Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
ears
10008489536
Qr _scail
2021-04-|Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
10703 EU-EC- 12} 30 Professional Non EEA Vears Male |Intestinal obstruction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
10008489523
Elick or scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
al . - - ) . . .
10704 EU-EC- | K w30 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008489443 ; applicable - [n/a - 1{DF} - Unknown])
: COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- [Healthcare 18-64 . s . . 024414) [COVID-19 MRNA VACCINE MODERNA
L o . - - , - - . s e
10705 EU-EC- 234 30 Professional Non EEA Vears Male  [Death (1d- Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008489406 3 : applicable - [n/a - 1{DF} - Intramuscular])
ik orsad || COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-04- |Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
10706 h : Non EEA  [than 85 |Male  |Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- ; 30 Professional . .
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008489400
ICSR])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
More 024414) [COVID-19 MRNA VACCINE MODERNA
2021-04- |Healthcare than 85 . . L
10707 EU-EC- % el oo Professional Non EEA an &> |Male  |Sudden death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008489392 ; Years applicable - [n/a - 1{DF} - Intramuscular])
Asthenia (6d - Unknown - Other Medically Important Condition), Confusional state (6d - Unknown - Other Medically
Important Condition), Death (1d - Fatal - Results in Death), Dysstasia (1d - Unknown - Other Medically Important
Rlickcor scad | & Condition), Epistaxis (1d- Unknown - Other Medically Important Condition), Fall (6d - Unknown - Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
; 2021-04- | Healthcare 18-64 L . : - 024414) [COVID-19 MRNA VACCINE MODERNA
10708 . Non EEA Female |Important Condition), Fatigue (1d - Unknown - Other Medically Important Condition), Lethargy (1d - Unknown - Other . L
EU-EC- : 30 Professional Years Medically T Conditi Mouth h h 1d- Unin Other Medically T Conditi Musaul (CX-024414)] (S- COVID-19 immunisation - Not
10008489339| 3. cally Important Condition), Mouth haemorrhage (1d - Unknown - Other Medically Important Condition), Muscular o oie 11/ 1 {DF} - Intramusoular])
weakness (6d - Unknown - Other Medically Important Condition), Respiratory arrest (1d - Unknown - Other Medically t
Important Condition), Visual impairment (6d - Unknown - Other Medically Important Condition)
click or scarl : Cardiac arrest (1d - Fatal - Results in Death), Confusional state (1d - Unknown - Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
10709 =i |2021-04- | Healthcare Non EEA 65-85 Male Dyspnoea (1d - Unknown - Caused/Prolonged Hospitalisation), Gait disturbance (1d - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | £ 30 Professional Years Hospitalisation), Pneumonia (1d - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (1d - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008489295 Caused/Prolonged Hospitalisation), Renal disorder (1d - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008489400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008489392&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008489339&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay 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
: Non
%i |2021-04- 65-85 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
107101 gy pe o 30 Eea}thc_are i Non EEA. |y rs  [Female [Hypertension (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008489260| 4% rofession
Elickor scal COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
10711 gy pe 30 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008489208 applicable - [n/a - 1{DF} - Unknown])
Elickor scall | Gt COVID-19 MRNA VACCINE MODERNA (CX-
W ai (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: ; - - ) . L
07121 pupe |2 2 130 Professional [NOREEA  lyroors  [Female [Dyspnoea (1d- Fatal - Results in Death (CX-024414)] (S~ COVID-19 immunisation - Not
10008489064 i applicable - [n/a - 1{DF} - Unknown])
ElickCor scal ;
2021-04- | Healthcare Not . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
{ : . eased - - X - - . S .
10713 EU-EC- : 30 Professional Non EEA Specified Female |Decr appetite (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
10008489031
Elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
014 ey g 30 [Professional | NOMEEA vy Male  Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008488965 applicable - [n/a - 1{DF} - Intramuscular])
| Concussu')n (n/a - Unknown - CausedProlonged Hospitalisation, Other Medically Important Condition), Death (1d- Fatal - | v/ 19 MRNA VACCINE MODERNA (X
Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
;i (2021-04-|Healthcare 65-85 - .\ e S . 024414) [COVID-19 MRNA VACCINE MODERNA
10715 o : Non EEA Female |Medically Important Condition), Pneumothorax (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically . N
EU-EC- 30 Professional Years .. . L I . (CX-024414)] (S- COVID-19 immunisation - Not
Important Condition), Pulseless electrical activity (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically .
10008488781 .- applicable - [n/a - 1{DF} - Intramuscular])
Important Condition)
gk or scall | 55 i Condition aggravated (n/a - Unknown - ), Diabetes mellitus (3d - Fatal - Results in Death), Diabetic complication (3d - Fatal[COVID-19 MRNA VACCINE MODERNA (CX-
10716 g (2021-04-|Healthcare Non EEA 18-64 Female | Results in Death), Dyspnoea (n/a - Unknown - ), Electrolyte imbalance (3d - Fatal - Results in Death), Impaired driving (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- k; = 30 Professional Years ability (n/a - Unknown - ), Myocardial infarction (3d - Fatal - Results in Death), Nausea (n/a - Unknown - ), Unresponsive |(CX-024414)] (S- COVID-19 immunisation - Not
10008488753 ; to stimuli (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular])
Klick or scad | _ “
s -04- ore . .
B R : 5821 04 f}ea?hc.are | leEa than 85 |Female | Actte Kidney injury (n/a - Fatal - Results in Death), Asymptomatic COVID-19 (n/a - Not RecoveredNot Resolved-), |COMIRNATY [TOZINAMERAN] (S - COVID-19
100 08;18 8-6 43 e | A rolessiona Years Quarantine (12d - Recovered/Resolved - ), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved - ) immunisation - n/a - [n/a - 1{DF} - n/a])
: COVID-19 MRNA VACCINE MODERNA (CX-
5i |2021-04-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
10718 EU-EC- 30 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008488628 = 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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 09-10-2021


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008489260&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008488781&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i : Condition aggravated (1d - Fatal - Results in Death), Dyspepsia (1d - Fatal - Results in Death), Loss of consciousness (1d COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- Healthcare 65-85 R - » L - . 024414) [COVID-19 MRNA VACCINE MODERNA
10719 . Non EEA Female |- Fatal - Results in Death, Other Medically Important Condition), Pain in extremity (1d - Fatal - Results in Death), . .
EU-EC |30 Professional Years Respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation y Not
10008488621 ; applicable - [n/a - 1{DF} - Unknown - More in ICSR])
- COVID-19 MRNA VACCINE MODERNA (CX-
SRR 5021.04.|Healthcare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
10720 4 0 : Non EEA Female |Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- i = (30 Professional Years . .
; ¥ applicable - [n/a - 1{DF} - Intramuscular - More in
10008488606
ICR))
1 2021-04- N8 Not TOZINAMERAN [ TOZINAMERAN] (S- COVID-19
- - . . - - 0 . . . . )
10721 BU-EC- 30 Eﬁ;l;scizrgal Non EEA Specified Male  [Thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008488566 i
g Non
25 (2021-04- Not . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
) . - - X - - . o .
10722 EUEc. | B 50 Healthgare Non EEA Specified Male  [COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) mmmisation - Not applicable - [/a - n/a - n/a)
J Professional
10008488562
Elickcor scad | : 5021-04- |Healthcare 65-85 Cardiogenic shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Necrotising fasciitis (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - COVID-19
10723 ; . EEA Male  [Results in Death, Other Medically Important Condition), Septic shock (n/a - Fatal - Results in Death, Other Medically ~ [immunisation - Not applicable - [n/a - .3mL -
EU-EC- 30 Professional Years Important Conditi Int ul
10008488478 mportant Condition) ntramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
't [2021-04-|Healthcare . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
10724 EU-EC. |8 30 Professional Non EEA ?:;ISS Male  |General physical health deterioration (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008488426 applicable - [n/a - 1{DF} - Intramuscular])
3 W |2021-04- | Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
10725 . EEA Male  |Cardiovascular insufficiency (n/a - Fatal - Results in Death), Coronary artery occlusion (n/a - Fatal - Results in Death) |MODERNA (CX-024414)] (S- COVID-19
EU-EC- .4 (30 Professional Years ; isation - n/a - [n/a - 1 {DF} - Intramuscular])
10008488424 3 mmanisation - n/a - Ln/a - - ntramusera
C Cardiogenic shock (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Fatigue (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
10726 2021-04- | Healthcare Non EEA 65-85 Male Unknown - ), Lethargy (3d - Recovered/Resolved - ), Multiple organ dysfunction syndrome (n/a - Unknown - Other Medically [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | @ g 30 Professional Years Important Condition), Respiratory failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008488306 n/a - Intramuscular])
Elick or scal | o : Cold sweat (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Dehydration oo\ - 7 MRNA VACCINE MODERNA (CX-
: =i (2021-04- Healthcare 18-64 . o . " . 024414) [COVID-19 MRNA VACCINE MODERNA
10727 . Non EEA Male |(n/a- Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), . L
EU-EC- ; 30 Professional Years Pyrexia (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008488213 y Y imp applicable - [n/a - 1{DF} - Intramuscular])
klick or scal | o= : Non
10728 i (2021-04- Healthcare Non EEA Not Female Death (n/a - Fatal - Results in Death), Rash (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Syncope (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 30 . Specified Recovered/Resolved - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
) Professional
10008488004
% 2021-04- Non 18-64 Acut; l_mpatlc failure (r}/a - Fatal - Results in Death Camed/Prolonged Hospitalisation, Other Medically Important 'VAXZEVRIA [COVID-19 VACCINE AST RAZENECA
10729 EU-EC- 30 Healthcare EEA Vears Male  |Condition), Influenza like illness (2d - Recovered/Resolved - ), Pyrexia (2d - Recovered/Resolved - ), Pyrexia (n/a - Unknown |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008487381 : Professional -) - 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
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; AXZ] OCINE
10730 A (2021-04- |Healthcare EEA 18-64 Female Coma (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in z/CHAI})E(\)/)%[lAI\I[%\\IiI 113—)59(8\/_ A - Na%%TCA
EU-EC- o 30 Professional Years Death), Nausea (n/a - Fatal - Results in Death), Venous thrombosis (n/a - Fatal - Results in Death
: £ [Death) Results in Death) Results in Death) n/a))
10008487259 :
(COVID-1