Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 740 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
; COVID-19 MRNA VACCINE MODERNA (CX-
6985 =1 (2021-06- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypotension (5d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC | g2k 3 23 Professional Years Death), Pain (5d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009121255 cias applicable - [n/a - n/a - Unknown])
click or scarl Cerebral thrombosis (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
6986 2021-06- | Healthcare Non EEA 65-85 Male Condition), Cerebrovascular accident (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically ~ (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 23 Professional Years Important Condition), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important  |(CX-024414)] (S- COVID-19 immunisation - Not
10009121150 Condition), Mechanical ventilation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
o= || Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - 'VAXZEVRIA SUSPENSION FOR INJECTION
2021-06- | Healthcare 65-85 Results in Death), Dysphagia (n/a - Fatal - Results in Death), Fatigue (1d - Fatal - Results in Death), Pyrexia (1d - Fatal COVID-19 VACCINE (CHADOX1-S
6987 EU-EC- 53 Professional EEA Vears Female |- Results in Death), Pyrexia (n/a - Fatal - Results in Death), Speech disorder (n/a - Fatal - Results in Death), [RECOMBINANT]) [COVID-19 VACCINE
10009120761 | =48 ’ Thrombocytopenia (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Recovering/Resolving - Caused/Prolonged ~ |ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
Hospitalisation), Visceral venous thrombosis (n/a - Fatal - Results in Death) Not applicable - [n/a - n/a - n/a])
— : More Actte Kidney injury (99d - Fatal - Results in Death, Life Threatening Caused/Prolonged Hospitalisation, Other Medically |11 MRNA VACCINE MODERNA (CX-
2021-06-|Healthcare - - ; 024414) [COVID-19 MRNA VACCINE MODERNA
6988 . Non EEA  [than 85 [Male  |Important Condition), Death (1d - Fatal - Results in Death), Haematuria (99d - Unknown - Caused/Prolonged . L
EU-EC- 23 Professional Vears Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009120747 § applicable - [n/a - 1{DF} - Unknown])
More Depressed level of consciousness (n/a - Fatal - Results in Death, Life Threatening), Hypophagia (n/a - Fatal - Results in ME
6989 3 | 2021-06- Hea]thqare Non EEA  |than 85 |Female |Death, Life Threatening), Pyrexia (n/a - Fatal - Results in Death, Life Threatening), Respiratory arrest (n/a - Fatal - COMIRNATY [TOZIN. . | (5- COVID-19
EU-EC- 23 Professional X . . immunisation - Not applicable - [n/a - n/a - n/a])
s Years Results in Death, Life Threatening)
10009120699
o | on
6990 wl 12021-06- Healthcare EEA 65-85 Male Death (0d - Fatal - Results in Death), Fatigue (3d - Fatal - Results in Death), Malaise (3d - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 23 . Years Pyrexia (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
2 Professional
10009120429
& |5021-06- | Healthcare 18-64 Cardiac arrest (n/a - Fatal - Results in Death), Cardiovascular disorder (n/a.- Fatal - Results in Death), Coagulopathy (n/a - VAXZEVRIA [COVID-19 VACCINE ASF RAZENECA
6991 : EEA Male  |Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Infarction (n/a - Fatal - Results in Death), Vascular  [(CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
EU-EC 23 Professional Years aft thrombosis (n/a - Fatal - Results in Death) - Not applicable - [n/a - n/a - n/al)
10009120428 & CSWis In Dea PP
ElickCor scap |; : Non More
6992 al (2021-06- Healthcare EEA than 85 |Female Cerebrovascular accident (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 23 . Results in Death), Dysphagia (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
£y Professional Years
10009120425
3 2021-06-|Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - - ) . S .
6993 EU-EC- 23 Professional Non EEA Years Male | Cardio-respiratory arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10009120325 ;
:
=1 (2021-06- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; R -
6994 EUEC |¢ 3 Professional EEA Vears Male  |Myocardial infarction (n/a - Fatal - Results in Death) - n/a-n/a))
10009120279

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=10009121255&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009121150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120761&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120429&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120428&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120325&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009120279&_xpt=1&_xf=pdf
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# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
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: COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-06- [Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
! . - - , - - ..
6995 BU-EC- 103 Professional Non EEA Years Female |Acute myocardial infarction (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10009119429 applicable - [n/a - n/a - Intramuscular])
m g 2021-06- |Healthcare 65-85 Antiphospholipid syndrome (n/a - Fatal - Results in Death), Asthenia (n/a - Not Recovered/Not Resolved - ), Deep vein COMIRNATY [TOZINAMERAN] (S- COVID-19
6996 | pupc | F 5 3 Professional EEA Vears Male  |thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Interstitial lung disease (n/a - Fatal - immunisation - Not applicable - [1d- 1{DF} -
10009119362 ; Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
2021-06- |Healthcare 65-85 Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Chest pain (n/a - Not Recovered/Not Resolved - ), VAXZEVRIA [COVID-19 VACCINE ASFRAZENECA
6997 : : EEA Male (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 3123 Professional Years Dyspnoea (n/a - Not Recovered/Not Resolved - ) N .
- Not applicable - [1d - 1{DF} - Intramuscular])
10009119361 .
Elickor scal | i 5021-06- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
6998 ; : EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 2123 Professional Years Int ul
10009119347 ntramuscularl)
Eick or scal | == ; COMIRNATY [TOZINAMERAN] (S - COVID-19
6999 2 By [2021-06- Healtheare o ?ﬁgrrless Male | Subdural haematoma (nv/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- | % o |23 Professional Vears Intramuscular]), ELIQUIS[APIXABAN] (S- Atrial
10009119247 ; fibrillation - Drug withdrawn - [n/a - Smg - Oral])
iy 502106 IEiealthcare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7000 : 40, . EEA Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- ; x (23 Professional Years Int dar])
10009119237 ntramuscular
Elidcorscad | ; (COVID-19 VACCINE ASTRAZENECA (CHADOX1
r Ll (2021-06- (Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
001 puRe | P 103 Professional | T Years |Female [Sudden death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10009119229 - Not applicable - [1d - 1{DF} - Intramuscular])
5021-06-|Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7002 . . EEA Female |Death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 3123 Professional Years Intramuscular])
10009119147
Eikorsca | L i Aphasia (n/a - Unknown - ), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown -
[+ 2021-06- | Healthcare 18-64 ), Haemorrhage intracranial (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Hemiplegia (n/a - Unknown -  |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7003 EU-EC- ., 53 Professional EEA Vears Male  [Other Medically Important Condition), Heparin-induced thrombocytopenia (n/a - Unknown - Other Medically Important (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10009119056 ; Condition), Immune thrombocytopenia (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - |- n/a - n/a))
Fatal - Results in Death), Pyrexia (n/a - Unknown - ), Vertigo (n/a - Unknown - ), Vomiting (n/a - Unknown - )
2021-06- | Healthcare 65-85 Death (1d - Fatal - Results in Death), Loss of consciousness (1d - Fatal - Results in Death, Other Medically Important ﬁéﬁ%@&gﬁ?&?m‘?&?\%ﬁ
7004 . . Non EEA Female |Condition), Myalgia (1d - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (1d - Fatal - Results in |. L .
EU-EC- 123 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10009118995 Death, y 1mp Intramuscular])
Elick or scal | 2021-06- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7005 -0, : EEA Female [COVID-19 pneumonia (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- : 23 Professional Years
10009118887| % ' --SmL - Intramusclar])

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=10009119429&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119362&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119361&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119347&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119247&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119237&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009119056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009118995&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009118887&_xpt=1&_xf=pdf
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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A on
7006 i (2021-06- Healthcare Non EEA Not Not Foetal growth restriction (n/a - Fatal - Results in Death, Other Medically Important Condition), Foetal heart rate abnormal | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 2123 . Specified Specified|(n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10009118779
b |5021-06- [ Healthcare More COVID-19 (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (7d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
7007 BU-EC- : 73 Professional EEA than 85 |Female |in Death, Caused/Prolonged Hospitalisation), Vaccination failure (0d - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - .3mL -
10009118623 7.3 Years Hospitalisation) Intramuscular])
Klick-or scad | ;
2021-06- | Healthcare Not . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . - - . S .
7008 BU-EC- 103 Professional Non EEA Specified Female [Haemorrhage intracranial (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009117975
or scail i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
24 (2021-06- 65-85 Chest pain (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Headache (n/a - Fatal-  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7009 Healthcare Non EEA Female . :
EU-EC- : 3123 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10009117850| 2 - n/a - Intramuscular])
Elick or scal | ; : COVID-19 VACCINE ASTRAZENECA (CHADOX1
=4 (2021-06- [Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
;i ; Sudden - - ) o
7010 EU-EC- Hy 123 Professional Non EEA Years Male cardiac death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Not
10009117846, applicable - [n/a - n/a - Intramuscular])
Elickcor scal 2021-06- Healthcare 18-64 o ) " VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
011 pue & ) Profesal EEA V. Female |Coma (n/a - Unknown - Camed/Prolon'ged Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown |(cHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a|
10009‘1 17‘5 © rolession: cars -), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |-/, - Intramuscular])
Elickcor scad | .' Non Dyspnoea (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (1d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
24 (2021-06- 18-64 - . v ) o 024414) [COVID-19 MRNA VACCINE MODERNA
7012 Healthcare Non EEA Male  |Other Medically Important Condition), Palpitations (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - . .
EU-EC y 23 Professional Years Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009117417 : ¥ imp applicable - [n/a - 1{DF} - Unknown])
Rl orscad | B2 COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare Not . 024414) [COVID-19 MRNA VACCINE MODERNA
A . - - . .
3 puRc | A 23 Professional |NOR EEA o ified™le  [Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009116360 ] applicable - [n/a - 1{DF} - Unknown])
’
A (2021-06- Healthcare 65-85 . T COMIRNATY [TOZINAMERAN] (S- n/a - Not
7014 EU-EC- )3 Professional EEA Vears Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 3mL - Intramuscular])
10009115286,
gk or scal 5 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
7015 2021-06-|Healthcare Non EEA 65-85 Female Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory distress (n/a- |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- o (23 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10009115071 Unknown])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009118779&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009117582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009117417&_xpt=1&_xf=pdf
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% [2021-06-|Healthcare . . o COMIRNATY [TOZINAMERAN] (S- n/a - Not
7016 EU-EC- 353 Professional EEA g?an 85 |Female |COVID-19 pneumonia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 3mL - Intramuscular])
ears
10009114671
Non COVID-19 VACCINE JANSSEN (AD26.COV2.5)
12021-06- Not Cerebral thrombosis (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
7017 Healthcare Non EEA .. |Female |, L .
EU-EC- L, (23 Professional Specified in Death) Immunisation - Not applicable - [n/a - n/a -
10009114550 : Unknown])
4 (2021-06- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - R
7018 BU-EC- I B3 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - 3mL - Subeutancous])
10009114456| 23 :
oLl Non
2021-06- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
R - . ol .
7019 EU-EC- 153 Efg;i};:ifgal EEA Vears Female [Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
10009113970
Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Dehydration (n/a - Fatal - Results in Death, Caused/Prolonged
or scail Non More Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Illness (n/a - Fatal - Results
7020 2021-06- Healthcare Non EEA  |than 85 |Female in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (91d - Fatal - Results in Death, Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 23 Professional Vears Hospitalisation, Other Medically Important Condition), Nausea (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10009113937 Hospitalisation), Pneumonia (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)
: % 12021-06-|Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
% e . I - - i . .. . 3
7021 BU-EC- 23 Professional Non EEA %1:;885 Female |Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
10009113856 :
- Non Arthralgia (n/a - Not RecoveredNot Resolved -, Fatigue (1/a - Fatal - Results in Death), Headache (14d - Fatal - Resuts [ O3 VACCHIE ASTRAZENECA (A0
7022 2021-06- | ealthcare  |EEA 1864 | omale |in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (14d - Fatal - Results in Death), Renal failure (n/a - Fatal - NCOV-19) [COVID- 19 VA ASTR/ FCA
EU-EC- 23 Professional Years Results il; Death ? ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009113425 ; Results in Death) - Not applicable - [n/a - 1 {DF} - n/a])
[elick or scal |; Non SPIKEVAX [COVID-19 MRNA VACCINE
2021-06- Not Not . . . MODERNA (CX-024414)] (S- COVID-19
7023 EUEC |f 13 Efgg;;ifa] EEA Specified Specified Death (1d - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
10009113306, : Unknown])
Chest pain (1h - Fatal - Results in Death), Chills (4d - Fatal - Results in Death), Fall (4d - Fatal - Results in Death), ME
7024 EU-EC- 3221-06- E:(?:‘g;:iirr?al EEA 12:;33 Male  |Fatigue (4d - Fatal - Results in Death), Malaise (4d - Fatal - Results in Death), Myalgia (4d - Fatal - Results in Death), mgégl ggimlicablmef ;/?\:/]a)]-)l 0
10009113230 Pyrexia (4d - Fatal - Results in Death), Sudden death (4d - Fatal - Results in Death) PP
m : COVID-19 MRNA VACCINE MODERNA (CX-
More ) ) N ) 024414) [COVID-19 MRNA VACCINE MODERNA
7025| EU-EC | EE% ¥ 2021-06- Healthgare Non EEA  [than 85 |Female Deat_h.( ld—.Fatal - Results in Death, Other M@cal}y In}portqnt Condition), Inappropriate schedule of product (CX-024414)] (S- COVID-19 immunisation -
10009112537 = (23 Professional Years administration (1d - Recovered/Resolved - ), Vaccination site pain (6d - Recovered/Resolved - ) Unknown - [n/a - 1 {DF} - Intramuscular - More in
ICSR])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009113306&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009113230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009112537&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 744 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
ckorsal 2021-06-|Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
7026 ] : EEA Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - Not
EU-EC- o (23 Professional Years applicable - [n/a - n/a - Intramuscular])
10009112466 ; pp! - -n/a-
More
7027 2021-06- Healthcare Non EEA  |than 85 |Male Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 123 Professional v, Pyrexia (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
X ears
10009112365 :
m b L Non Blood pressure increased (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in Death),
7028 =112021-06- Healthcare Non EEA 65-85 Female Confusional state (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Myocardial infarction (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 2123 Professional Years Fatal - Results in Death), Renal disorder (n/a - Fatal - Results in Death), Subarachnoid haemorrhage (n/a - Fatal - Results [immunisation - Not applicable - [n/a - n/a - n/a])
10009112292 in Death), Weight increased (n/a - Fatal - Results in Death)
Abdominal discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Abdominal
pain upper (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Abdominal sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Blood uric acid increased (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cardiac disorder (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Gastrointestinal necrosis (/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hepatic
function abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intestinal
: ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Labile ME
7029 =1 (2021-06- Eg:l thearc Non EEA 65-85 Female blood pressure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Loss of mﬁjﬁgg E:Ircgzalmlicablm;% ;1/??\/[[)19
EU-EC- 3123 Professional Years consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Intramuscular]) PP
10009112273 Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Perforation (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal impairment (n/a -
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Septic shock (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Speech disorder (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition)
KlickCor scal | % - COVID-19 VACCINE ASTRAZENECA (CHADOX1
2l |2021-06- Healthcare 65-85 . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
7030 EU-EC- 3 Professional Non EEA Vears Male  |Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009111988 - Not applicable - [n/a - n/a - Intramuscular])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Not . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7031 EU-EC- 103 Ereallcthciars | Non EEA Specified Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXT NCOV-19)] (S- n/a - Not applicable - [n/a
10009111919 olessiona - n/a - Intramuscular])
gk or scal | ; COVID-19 VACCINE ASTRAZENECA (CHADOXI1
2021-06- | Healthcare 18-64 . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) -
70321 puECc 223 |Professional [N EEA lyey  [Male |Sudden cardiac death (n/a - Fatal - Results in Death (CHADOX NCOV-19)] (S- Immunisation - Not
10009111397 applicable - [n/a - n/a - Intramuscular])
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More Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
7033 bope 3221-06- E:(?i‘g;;:iirr?al Non EEA  |than 85 |Female |Condition), Gastritis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting ﬁﬁ%@ﬁéﬂoﬁiﬁwng: S;]\)/[D-D
10009111375 o Years (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) 2
2021-06-|Healthcare 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7034 . Non EEA Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- L, (23 Professional Years Int dar])
10009111368 i ntramuscular
m = : Atrial fibrillation (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not X7 CCINE RAZENE
t: (2021-06- Non 18-64 Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged VAXZEVRIA [COVID-19 VA AST CA
7035 0 Healthcare EEA Female Lo L . (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- o 22 : Years Hospitalisation), Systemic inflammatory response syndrome (n/a - Fatal - Results in Death, Caused/Prolonged
i Professional I - n/a- n/a])
10009109602 Hospitalisation)
or scaij Acute respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiovascular disorder (n/a COVID-19 VA AST INECA ( X
2021-06- | Healthcare Not . - . R - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7036 . Non EEA .. |Female |- Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically
EU-EC- 22 Professional Specified I — . - W (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
. mportant Condition), Thrombosis (n/a - Unknown - Other Medically Important Condition)
10009109323 n/a - Intramuscular])
2L (2021-06-|Healthcare 65-85 Carotid artery occlusion (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), COMIRNATY [TOZINAMERAN] (S- COVID-19
7037\ BUEC- e |22 Professional EEA Years Female |schacmic stroke (3d- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) immunisation - Not applicable - [1d - n/a - n/a])
10009108927 ;
- Asthenia (n/a - Unknown - ), Bedridden (n/a - Unknown - ), Decreased appetite (n/a - Not Recovered/Not Resolved - ),
2021-06- Non More Dehydration (n/a - Unknown - ), Delirium (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), gl‘l 3—)1 [9 &NDA_‘ IXI?\ERFII\II:]AE\XgIC)S\II{EN l\él(()%](i-RN A
7038 Healthcare Non EEA  |than 85 (Female |Fatigue (n/a- Not Recovered/Not Resolved - ), Haematochezia (n/a - Unknown - Other Medically Important Condition), . L
EU-EC- 22 Professional v Protein defic o nkn Renal failure (n/a - Fatal . her Medically I diti (CX-024414)] (S- COVID-19 immunisation - Not
10009108191 rofession: ears rotein iciency (n/a - Unknown - ), Renal failure (n/a - Fatal - Results in Death, Other Medically Important Condition), applicable - [n/a - 1{DF} - Unknown])
'Vomiting (n/a - Not Recovered/Not Resolved - )
KlickCor scap |; : Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
4 2021-06- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - - .
7039 EU-EC- 2 E:jg;sciir;al Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10009107612 & : - n/a - Intramuscular])
= o COVID-19 VACCINE ASTRAZENECA (CHADOX1
; ¥ 2021-06- |Healthcare 65-85 . . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7040 EU-EC- : i i Professional Non EEA Vears Male  |Acute coronary syndrome (n/a - Fatal - Results in Death), Acute kidney injury (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10009107567 ; applicable - [n/a - n/a - Intramuscular])
= i Abdominal pain (n/a - Unknown - ), Arthralgia (n/a - Unknown - ), Body temperature decreased (n/a - Unknown - ), Chills (n/a)
7041 2 (2021-06- |Healthcare EEA 18-64 Female | Unknown - ), Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Headache (n/a - Unknown - ), Malaise |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 22 Professional Years (n/a - Unknown - ), Muscular weakness (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Nausea (n/a - Unknown - ), Painin  |immunisation - Not applicable - [n/a - n/a - n/a])
10009107403 : extremity (n/a - Unknown - ), Poor quality sleep (n/a - Unknown - ), Vomiting (n/a - Unknown - )
g or scad | =2 5 Acute kidney injury (n/a - Fatal - Results in Death, Other Medically Important Condition), Atrial fibrillation (n/a - Fatal -
7042 £a* 2021-06- Healthcare Non EEA 65-85 Male Results in Death, Other Medically Important Condition), Diarrhoea (n/a - Fatal - Results in Death), Hypertension (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o (22 Professional Years Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a-  |immunisation - Not applicable - [n/a - n/a - n/a])
10009107011 Fatal - Results in Death, Other Medically Important Condition)

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

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=10009111375&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009111368&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009109602&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009109323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009108927&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009108191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009107612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009107567&_xpt=1&_xf=pdf
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: Acute kidney injury (n/a - Unknown - Other Medically Important Condition), COVID-19 (n/a - Not Recovered/Not Resolved -
m : Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important Condition), General COVID-19 MRNA VACCINE MODERNA (CX-
? More : v - 024414) [COVID-19 MRNA VACCINE MODERNA
2021-06- | Healthcare physical health deterioration (n/a - Unknown - ), Hypoxia (n/a - Not Recovered/Not Resolved - Caused/Prolonged . o
7043 : Non EEA  [than 85 |Male o . g . . . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- ; R (22 Professional Vears Hospitalisation, Other Medically Important Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in applicable - [n/a - 1{DF} - Intramuscular - More in
10009106920 ; Death, Other Medically Important Condition), Respiratory distress (n/a - Not Recovered/Not Resolved - Caused/Prolonged lgIS)R])
Hospitalisation, Other Medically Important Condition), Vaccination failure (1d - Recovered/Resolved - )
KlickCor scal |3
e 2021-06- | Healthcare 18-64 o . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
A - - X - -
7044 EU-EC- 2 Professional EEA Vears Female |Cardiac failure acute (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10009106867
Non COVID-19 MRNA VACCINE MODERNA (CX-
7045 2021-06- Healthcare Non EEA Not Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Feeling abnormal (n/a - Unknown - ), Illness  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Specified (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009106779 applicable - [n/a - 1{DF} - Intramuscular])
— COMIRNATY [TOZINAMERAN] (S- COVID-19
— immunisation - Not applicable - [n/a - .3mL -
7046 2021-06- |Healtheare g0 18-64 |\ fale  |Sudden death (n/a - Fatal - Results in Death) Tntramuscular]), COMIRNATY [TOZINAMERAN] (S
EU-EC- 22 Professional Years . L
- COVID-19 immunisation - n/a - [n/a - .3mL -
10009106776
Intramuscular])
3 2021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7047 | EU-EC- . EEA than 85 |Female |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
22 Professional
10009105876 Years Intramuscular])
Elick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-06- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
7048 EU-EC- o gocagslsciirgal Non EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009105186 n/a - Intramuscular])
;
7049 ) 2 2021-06-|Healthcare EEA 65-85 Female Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (3d - Fatal - Results in Death,|COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EG- | ry 22 Professional Years Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10009105153 = :
il |12021-06- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
7050 EU-EC- : H 22 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - 1{DF} - n/a])
10009104599 :
3 3 (2021-06- [Healthcare More Acute kidney injury (n/a - Fatal - Results in Death), Atrial fibrillation (n/a - Fatal - Results in Death), Cardiac failure (n/a | CoM AT Y [TOZINAMERAN] (S - COVID-19
7051 . EEA than 85 (Male A immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- E 22 Professional v - Fatal - Results in Death) Int dar])
10009104570 cans nlramuseuiar
b 5021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7052 : EEA than 85 [Male  [Vaccination failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 22 Professional
10009104567 Years 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
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06-|Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - , Suddes - - . S
7053 EU-EC- i Professional EEA %1:;:5 Male  [Chest pain (n/a - Fatal - Results in Death) n death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009104452 ; - Not applicable - [1d - .5mL - Intramuscular])
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-06- Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
5 puEC 2 |professional TP |years |MAle  |[Myocardialinfarction (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10009104443 - Not applicable - [1d - 1{DF} - Intramuscular])
m i [2021-06- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7055 . EEA Male |Intestinal ischaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [50d - 2{DF} -
EU-EC- | 22 Professional Years Intr: ular])
10009104441 amuscuiar
el R | 12106 o0 ot Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Unknown - fgo‘fﬂl}l)llgg‘@cc‘ml B J?ENESEN 1“%6080%5;)] -
7056 Healthcare Non EEA .. [Female |Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - Results in Death, Other o . . ’
EU-EC- 22 Professional Specified Medically fmportant Condition) Immunisation - Not applicable - [n/a - n/a -
10009104329 4 Y mp Unknown])
Eickorscad || COVID-19 (14d - Fatal - Results in Death), Cardiac failure (14d - Fatal - Results in Death), Cardio-respiratory arrest (14d
A 2021-06-|Healthcare 65-85 - Fatal - Results in Death), Death (14d - Fatal - Results in Death), Decreased appetite (14d - Fatal - Results in Death), |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7057 | BULEC 5 Professional EEA Vears Male  |Dependence on oxygen therapy (14d - Fatal - Results in Death), Disturbance in social behaviour (14d - Fatal - Results in  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009104172 Death), Faeces soft (14d - Fatal - Results in Death), General physical health deterioration (14d - Fatal - Results in - Not applicable - [n/a - n/a - n/a])
Death), Pleural effusion (14d - Fatal - Results in Death), Somnolence (14d - Fatal - Results in Death)
o 2021-06- | Healthcare 65-85 Cardiac failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
7058 . Non EEA Male |in Death), Myocardial ischaemia (n/a - Fatal - Results in Death), Vomiting (n/a - Unknown - ), Wheezing (n/a - Unknown -|immunisation - Not applicable - [n/a - n/a -
EU-EC- x (22 Professional Years ) Int dar])
10009103759 nlramuseuiar
Elickcor scal L 2021-06-|Healthcare More Acute coronary syndrome (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Coronary artery |COMIRNATY [TOZINAMERAN] (S- COVID-19
7059 . Non EEA  |than 85 |Female |stenosis (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a {immunisation - Not applicable - [n/a - n/a -
EU-EC- 22 Professional .
! Years - Fatal - Results in Death) Intramuscular])
10009103742
klick or scaf |; AMERAN]
7060 2021-06- |Healthcare EEA 65-85 Female Dyspnoea (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Neoplasm progression (n/a - Fatal - mﬁ:ﬁgﬁ ggilNlicable - n/zf ;]/(aI?VlD-19
EU-EC- 22 Professional Years Results in Death), Pulmonary embolism (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation) PP
. Intramuscular])
10009103740
More
7061 2021-06- Healthcare Non EEA  |than 85 |Female Dyspnoea (n/a - Fatal - Results in Death), Rash (n/a - Fatal - Results in Death), Rectal haemorrhage (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 22 Professional v, Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009103730 cans
Elick or scal | 35 More ' ' N
7062 2021-06-|Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 22 Professional v Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
2 ears
10009103725 :
Non Abdominal pain upper (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Internal haemorrhage (n/a - ME
7063 EU-FC- ] 5221_06_ Healthcare Non EEA I;o;d fied Female |Unknown - Other Medically Important Condition), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged mﬁﬁgﬁ [Ir\ll-cft)zaINlicable i [1] d(_SI;/;X_)nVl/;;lﬁ)
10009103572 ; Professional Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death) 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 MRNA VACCINE MODERNA (CX-
2021-06-|Healthcare 65-85 . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
7064 EU-EC- ” Professional Non EEA Years Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009103438 applicable - [n/a - 1{DF} - Unknown])
2021-06- | Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7065 0, : EEA Female |Headache (n/a - Fatal - Results in Death), Hypertensive crisis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | x (22 Professional Years na- [n/a- .5mL - Int dar])
10009102250 -n/a-[na-. - Intramuscular
m b T Non Back pain (58d - Fatal - Results in Death), Decreased appetite (58d - Fatal - Results in Death), Fatigue (58d - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
7066 =1 (2021-06- H(e)a]thcare EEA 65-85 Female Results in Death), Insomnia (58d - Fatal - Results in Death), Liver tenderness (58d - Fatal - Results in Death), Nausea MODERNA (CX-024414)] (S- COVID-19
EU-EC- 1 (22 Professional Years (58d - Fatal - Results in Death), Portal vein thrombosis (58d - Fatal - Results in Death), Pyrexia (58d - Fatal - Results mrmonisation - /a - [n/a - /a - Tntr dar])
10009102229 ; oressiond in Death) LIHSALION = Va - Ln/a - va - fntramuseiar
or scai COVID-19 VACCINE (AD26.COV2-S
2021-06- |Healthcare 18-64 . . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
: - - ..
7067 EU-EC- 2 Professional EEA Vears Female |Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
10009100759 [n/a - n/a - n/a])
Elickcor scad | 5021-06- | Healthcare 65-85 Aphasia (n/a - Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Condition aggravated (n/a - COMIRNATY [TOZINAMERAN] (- Immunisation -
7068 : EEA Male  |Fatal - Results in Death), Myocardial infarction (17d - Fatal - Results in Death), Pneumonia aspiration (17d - Fatal -
EU-EC- L4y |22 Professional Years Results in Death n/a - [n/a - n/a - n/a])
10009100757 : Results in Death)
m
21 2021-06- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
A - -
7069 EU-EC- ” Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10009100691
Elick or scal |3 2021-06- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7070 : EEA Female |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 22 Professional Years na - n/al)
10009100550 -a-na
click or scarl
Yi (2021-06- |Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- - == . - -
7071 | EU-EC- |: A Professional EEA Years Male  |Sudden cardiac death (1/a - Fatal - Results in Death) - [n/a- /a - n/a])
10009100453 ;
iy 2021-06- Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - 3 - -
7072 EU-EC- 5 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10009100428
S g Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
7073 2021-06- yealtheare NonEEA [ 130% Male Myocarditis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 22 Professional Years Immunisation - Not applicable - [n/a - n/a -
10009100305 : Unknown])
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Purposes
: on
2021-06- 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
7074 EU-EC- ;2 5 Healthqare EEA Vears Male  |Basilar artery thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
Professional
10009100130/ g
Non Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Intra-abdominal fluid collection (n/a - Fatal - COVID-19 VA AST CCINE CAR( ZENE X1
7075 ¥ 202106 ealthcare  |EEA 18-64 I\ fle  |Results in Death, Other Medically Important Condition), Thrombosis (n/a - Unknown - Other Medically Important INCOV-19) [COVID-19 VAS AST CA
EUEC | B T (20 Herae Years (‘;s&t's ‘;‘ €a y fmp J Y Hmp (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1/a -
10009100044| ZAEZE rolessiona ndition, 1/a - Intramuscular])
Eickor scal | ; -' Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
7076 g [2021-06- | pealthare [Non EEA  |NO . |Female |Aortic thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.8)] (S-
EU-EC- |z 7 22 Professional Specified Immunisation - Not applicable - [n/a - n/a -
10009099662 ] Unknown])
klick or scar A Non Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Unknown - COVID-19 VACCINE JANSSEN (AD26.COV2.9)
i |2021-06- Not Not . - . L - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
7077 Healthcare Non EEA . .. |Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - Results in Death, Other L K
EU-EC- 122 Professional Specified Specified Medically fmportant Condition) Immunisation - Not applicable - [n/a - n/a -
10009099658 Y imp: Unknown])
Confusional state (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
or scai Non Medically Important Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Life Threatening, ~|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7078 2021-06- Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Rash (n/a - Fatal - Results in Death, |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-ECG- | :iE 3122 Professional Years Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Urosepsis (n/a - Not |- Not applicable - [1d - n/a - n/a]), [TOZINAMERAN]
10009099594 & Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important (S- COVID-19 immunisation - Not applicable - [n/a -
Condition), Wrong product administered (n/a - Unknown - ) n/a - n/al)
Confusional state (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
Non Medically Important Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Life Threatening, ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7079 2021-06- Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Rash (n/a - Fatal - Results in Death, |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | B, 3122 Professional Years Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Urosepsis (n/a - Not |- Not applicable - [1d - n/a - n/a]), [TOZINAMERAN]
10009099594| & Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important (S- COVID-19 immunisation - Not applicable - [n/a -
Condition), Wrong product administered (n/a - Unknown - ) n/a - n/a))
More COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in ME
7080 | Lopc 5221_06_ Ereglfte}slscizrg a1 |[EEA than 85 |Male  |Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), SARS-CoV-2 test positive (n/a - Unknown - %&ﬂgﬁ;&ﬂ?ﬁ? 1(S-n/a-na-[n/a
10009099365 & - Years Other Medically Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important Condition)
[elick or scall | == COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-06- | Healthcare 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - ) . L .
7081 EU-EC- 3122 Professional EEA Years Male | Death (Od - Tiatal - Results in Death COVID-19 immunisation - Not applicable - [n/a -
10009098992 .SmL - Intramuscular])
ol |
7082 T 2021-06- |Healthcare EEA 18-64 Female Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pulmonary embolism (n/a |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : 3122 Professional Years - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - n/a])
10009098987
COVID-19 VACCINE ASTRAZENECA (CHADOX1
7083 2021-06- Healthcare EEA ]t\}/llg;eg 5 |Fomale Circulatory collapse (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - NCOV-19) [COVID-19 VACCINE AST RAZENECA
EU-EC- | iH. 3 (22 Professional Y. Results in Death) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10009098913 ! cars - Not applicable - [n/a - 1 {DF} - n/a])
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Purposes
corsal 3% 12021-06- [Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7084 : . EEA Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | P 3122 Professional Years Tntramuscular])
10009098811
:
7085 ;i (2021-06-|Healthcare Non EEA 18-64 Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- .t 7 22 Professional Years Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10009098774 x
Eickor scal | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
. 2021-06- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Dizzin R - , R -
7086 EUEC. |3 ) goca%te};scizrga] Non EEA Vears Male ess (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009098555 n/a - Intramuscular])
lick or scal 9021-06- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7087 : EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG- | B 122 Professional Years Intramuscular])
10009098314/ ;
Elickcor scal | 5021-06- | Healthcare 65-85 ) COMIRNATY [TOZINAMERAN] (S- COVID-19
7088 . Non EEA Male  |Cardiac disorder (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 7, 22 Professional Years Int ul
10009098199 ntramuscular)
7089 2021-06- |Healthcare Non EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in Death), Hallucination (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | 2B 122 Professional Years Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10009098198
m b Condition aggravated (n/a - Fatal - Results in Death, Other Medically Important Condition), Diabetes mellitus (n/a - Fatal -
7090 2021-06- |Healthcare Non EEA 65-85 Male Results in Death, Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal - Results in Death, Other Qfﬁgﬁw&gozﬁiﬁgﬁﬁ SZ-_G)WD'D
EU-ECG | 22 Professional Years Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important PP
. o Intramuscular])
10009098180 Condition)
2021-06- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
7091 BU-EC- 2 Healthcare Non EEA Vears Male  |Cardiomegaly (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10009098165 - Professional Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
KlickCor scap |; immunisation - Not applicable - [n/a - .3mL -
7092 2021-06-|Healthcare —|pp 0585 pemale |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]), COMIRNATY [TOZINAMERAN] (S
EU-EG- | ZEE 22 Professional Years - COVID-19 immunisation - n/a - [n/a - .3mL -
10009097996/ & Intramuscular])
Cardiac failure (n/a - Fatal - Results in Death), Contusion (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results ME
7093 2021-06- Healthqare Non EEA 65-85 Male |in Death), Lethargy (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Unresponsive to CDMIRNATY [TOZIN. . RAN] (8- COVID-19
EU-EC- 22 Professional Years - . immunisation - Not applicable - [n/a - n/a - n/a])
stimuli (n/a - Fatal - Results in Death)
10009097759 BT
o || W [ Bradycardia (n/a - Unknown - Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - Results in
: 2% 12021-06- | Healthcare More Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
7094 EU-EC- AP Professional Non EEA  |than 85 [Male  |Condition), Fall (n/a - Unknown - Other Medically Important Condition), Gaze palsy (n/a - Unknown - Other Medically immunisation - Not applicable - [1d - n/a -
10009097673 A LAt Years Important Condition), Hemiparesis (n/a - Unknown - Other Medically Important Condition), Ischaemic stroke (n/a - Fatal - |Intramuscular])
=] R Results in Death, Other Medically Important Condition)
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More
24 (2021-06- [Healthcare . o . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
7095 EU-EC- - R 122 Professional Non EEA %1:;:5 Male  |Pneumonia aspiration (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
10009097662 ']
Cardiac death (1d - Fatal - Results in Death, Other Medically Important Condition), Cardiac disorder (n/a - Unknown - ), COVID-19 MRNA VACCINE MODERNA (CX-
2021-06-|Health 65-85 Chest pain (n/a - Unkn ircul llapse (n/a - Unkn, her Medically I diti 4 [024414 [COVID-19 MRNA VACCINE MODERNA
7096 -06- theare Non EEA - Male est.pam( a - Unknown - ), Circ atory col apse (n/a - Unknown - Other cally Important Condition), Decrease: (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | iE 122 Professional Years appetite (n/a - Unknown - ), Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - ), applicable - [n/a - 1{DF} - Intramuscular - More in
10009097555/ & Fatigue (n/a - Unknown - ), Thirst (n/a - Unknown - ) l?lgR])
click or scarf N M
R T on ore . .
I, 06 ) : . ) ) } . }
7097|  EUEC 2021-06 Healthcare Non EEA  |than 85 |Male Oerebral thrombosis (n/a fgtal Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZWAWRAM (S- COVID-19
22 . Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009097262 Professional Years
- Non
7098 A (2021-06- Healthcare Non EEA 65-85 Male Asthenia (n/a - Unknown - Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | ik 3 122 . Years Not Recovered/Not Resolved - Life Threatening) immunisation - Not applicable - [1d - n/a - n/a])
! Professional
10009097257
Elickor scall | =i : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 (2021-06- 18-64  [Not o . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - X - - :
7099 EUEC. | = 2 Eeai‘thc'are | EEA Years  |Specified Myocardial infarction (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
10009096802 ' rolessiona - n/a - Intramuscular])
Non
2021-06- 65-85 - . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - . S .
7100 BU-EC. |3 1) Erea%thciarga] Non EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
10009096780 OressIo
b Non More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown -
7101 2021-06- Healthcare  |Non EEA  |than 85 Male Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 22 Professional Vears Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Heart rate decreased (n/a - Unknown - Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10009096767 3 Hospitalisation), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
7102 ] 2 2021-06- Healthcare Non EEA 65-85 Female Cardiac tamponade (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocardial rupture (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG |z 7, 22 Professional Years Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10009096439| 2
Anaphylactic reaction (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Erythema (n/a - Fatal -
- i 2021-06- | Healthcare 65-85 Results in Death), Loss of personal independence in daily activities (n/a - Fatal - Results in Death), Rash (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7103 h . Non EEA Female |Results in Death), Stridor (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in Death), Tachypnoea  |immunisation - Not applicable - [n/a - .3mL -
EU-EC- | 2% 122 Professional Years . - T . .
10009096409| ! (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death), Use of accessory respiratory Intramuscular])
muscles (n/a - Fatal - Results in Death), Wheezing (n/a - Fatal - Results in Death)
Elick or scal | 5021-06- Non Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7104 Healthcare EEA .. tMale |Haemorrhage (n/a - Fatal - Results in Death), Vertigo (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- | E 22 : Specified
10009096257 . Professional n/a - Intramuscular])
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Purposes
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 21 (2021-06- |Healthcare 18-64 . . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7105 EU-EC- £ 5 Professional Non EEA Vears Male  [Hypertrophic cardiomyopathy (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10009096256 i - n/a - Intramuscular])
Coagulopathy (n/a - Unknown - ), Contusion (n/a - Unknown - ), Feeling abnormal (3wk - Unknown - ), Loss of consciousness
. ; Non (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary haemorrhage (n/a - ME
7106 | pope [H ¥ 5221_06_ Healthcare  |[EEA I;(:ciﬁ gMale  |Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary oedema (n/a mﬂﬁiﬁ [I;Ircft)ZaINlicable I n/] S ;]/(2(_)\:]1/15)19
5 : Professional - Fatal - Results in Death), Respiratory tract haemorrhage (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal PP
10009096213 ? ©
- Results in Death)
; 2021-06- N8 65-85 TOZINAMERAN [ TOZINAMERAN] (S- COVID-19
- - = _ - s . . . . )
7107 EUEC | ; 1) Eea%thc-area] Non EEA Vears Male  |Dyspnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009096149 rolession
Or sca Non More COVID-19 MRNA VACCINE MODERNA (CX-
7108 2021-06- Healthcare Non EEA  |than 85 |Female Subarg(f‘hnoid haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | zEd 121 Professional Vears Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009095528 i applicable - [n/a - 1{DF} - Unknown])
o |
7109 2021-06- Healthcare Non EEA 65-85 Male Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Other Medically |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |z 7 21 Professional Years Important Condition), Sudden cardiac death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009095174
; :
; Non . . . 7 . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
g -Vo-= = - =) - - > - =) -
7110 _— ;(])21 06 Healthcare Non EEA Lii a?;l Female Fe)ltlgue (n/a - Unknown - ), Infection (n/a - Fatal - Results in Death), Myalgia (n/a - Unknown - ), Pyrexia (n/a - Unknown (CHADOX1 NCOV-19)] (S- /a - Unknown - [1d- n/a
10009094862 = Professional - Intramuscular])
E COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- Non Not Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Seizure (n/a - Unknown - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
7111 | BU-EC- N 5 Healthcare  [Non EEA Specified Male  |Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009094796 h Professional applicable - [n/a - 1{DF} - Unknown])
: ;
7112 12021-06- |Healthcare Non EEA 65-85 Female Cardiac failure acute (n/a - Fatal - Results in Death), Dehydration (n/a - Fatal - Results in Death), Gastroenteritis (n/a- |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 21 Professional Years Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009094793
gk or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
7113 223 |2021-06-|Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death), Feeling abnormal (2d - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- |z |21 Professional Years Condition), Malaise (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009094712 applicable - [n/a - 1{DF} - Unknown])
¢ Abdominal pai n/: ki Disori i /a - Fatal i wsed/Prol Hospitalisati A D-19 VA Al
Y [2021-06- Non 18-64 minal pain upper (n/a - Unl now - ), Disorientation (n/a - Fatal - Resu}ts in Death, Ca TO oqged ospitalisation, |VAXZEVRIA [COVID-19 VACCINE ASTRAZENEC,
7114 \.o Healthcare Non EEA Female |Other Medically Important Condition), Headache (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Pyrexia (n/a - Unknown - |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
EU-EC- | ZE¥ 3 21 fossional Years - 1 . 1 talisati
10000094656| =3 ¥ Professional ), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - Intramuscular])
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COVID-19 MRNA VACCINE MODERNA (CX-
- 2021-06-|Healthcare 65-85 Condition aggravated (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
7115 BU-EC. | 3 : 21 Professional Non EEA Years Female |Medically Important Condition), Ventricular fibrillation (1d - Fatal - Results in Death, Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
; : Condition), Ventricular tachycardia (1d - Fatal - Results in Death, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
10009094654 ICSR])
— i 2021-06- Non Not COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7116 EU-EC- T 51 Healthcare Non EEA Specified Male  |Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10009094578 : Professional Respiratory disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - n/a - Intramuscular])
or scal COVID-19 MRNA VACCINE MODERNA (CX-
2021-06-|Healthcare 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Decreased appetite (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
7| puRc W ] Professional | "OM EEA  |yeors  [Female ¢ v ) ppetite ) (CX-024414)] (S - COVID-19 immunisation - Not
10009094548 ; applicable - [n/a - 1{DF} - Intramuscular])
or scai . Hepatic vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
7118 il 12021-06- | Healthcare EEA 18-64 Male Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Recovered/Resolved - Caused/Prolonged MODERNA (CX-024414)] (S- COVID-19
EU-EC- 21 Professional Years Hospitalisation), Raynaud's phenomenon (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Thrombocytopenia |[immunisation - Drug withdrawn - [1d - n/a -
10009094521 i (11d - Recovered/Resolved - Caused/Prolonged Hospitalisation) Intramuscular])
Asthenia (n/a - Not Recovered/Not Resolved - ), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged
or scail Non More Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysuria (n/a - Fatal -
7119 2021-06- Healthcare EEA than 85 |Female Results in Death), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- £ (21 Professional Vears Hospitalisation), Nausea (n/a - Not Recovered/Not Resolved - ), Oedema peripheral (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a - n/a])
10009093966 Y Caused/Prolonged Hospitalisation), Renal pain (n/a - Not Recovered/Not Resolved - ), Sleep disorder (n/a - Not Recovered/Not
Resolved - )
[lick or scal | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
7120 21 12021-06- Healthcare Non EEA 18-64 Male Cerebral venous thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 7 21 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009093842 ofessio 1/a - Intramuscular])
Elick or scal | 2021-06- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7121 FUEC |3 51 Healthcare Non EEA Vears Female |Drug ineffective (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10009093729 Professional - n/a - Intramuscular])
Elick or scay | COVID-19 MRNA VACCINE MODERNA (CX-
122 A i (2021-06- |Healthcare Non EEA 18-64 Female Condition aggravated (1d - Fatal - Results in Death), Hypertension (1d - Fatal - Results in Death), Oedema peripheral (1d|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009093676, applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | : 1 Non COVID-19 MRNA VACCINE MODERNA (CX-
7123 21 12021-06- Healthcare Non EEA 65-85 Male Abdominal pain upper (n/a - Unknown - ), Back pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Fb, 7 121 Professional Years Medically Important Condition), Headache (n/a - Unknown - ), Hospitalisation (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009093656 : applicable - [n/a - 1{DF} - Intramuscular])
. 2021-06-NOR 18-64 Cerebral venous thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Tmportant | V2 AZL VRIA [COVID-19 VACCINE ASTRAZENECA
7124 Healthcare  [EEA Female e nesulls In Death, P g Y mp (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 7 21 : Years Condition)
10009093594 Professional 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
More COVID-19 MRNA VACCINE MODERNA (CX-
7125 2021-06-|Healthcare Non EEA  |than 85 [Male Inflammation (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | B Sy 121 Professional Vears Condition), Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009093539 ‘o applicable - [n/a - n/a - Intramuscular])
klick or scar Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest discomfort (5d - Fatal - Results COVID-19 A VA MODERNA (CX-
2021-06- | Healthcare 18-64 . " : ¢ . 024414) [COVID-19 MRNA VACCINE MODERNA
7126 . Non EEA Female |[in Death), Dyspnoea (5d - Fatal - Results in Death), Fatigue (5d - Fatal - Results in Death), Pulmonary embolism (5d - . L
EU-EC- - y 121 Professional Years Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009093382 applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | ; COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-06- Healthcare 65-85 . . . . immunisation - Not applicable - [n/a - 1{DF} - n/a)),
; - - X - - ) L
27| cupe | ) Professional | EEA Vears |Male |Cardiac arrest (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) [NOT AVAILABLE] (S- Cardiac fibxillation - n/a -
10009093188 & [n/a - n/a - n/a])
. Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
= Condition), Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Elickor scall | 5% Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
e 2021-06- |Healthcare 65-85 Condition), Cardiac failure chronic (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
7128 | EU-EC- |5 EF 01 Professional  |Non EEA  |yeqrs  (Male  |fmportant Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Tmportant [(CX-024414)] (S- COVID-19 immunisation - Not
10009092941 Condition), Ejection fraction decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Follicular applicable - [n/a - 1 {DF} - Intramuscular])
lymphoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Vaccination failure (n/a - Unknown - )
Rlickcor scad | ; ) 2021-06- |Healthcare 18-64 Cerebral ventricular rupture (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
7129 : : Non EEA Male  [Results in Death, Caused/Prolonged Hospitalisation), Thalamus haemorrhage (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a -
EU-EC- 21 Professional Years Caused/Prolonged Hospitalisation) Int ar])
10009092681 rolonged Hospitalisation ntramuscular
COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare 65-85 . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
7130 BU-EC- AR ) Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009092339 ‘o applicable - [n/a - 1{DF} - Intramuscular])
[ | Death (22d - Fatal - Re. sults in Death Caused/Prolonge{i H'osppahsatlon, Other Medically Important.Oondltlon), Dizziness (COVID-19 MRNA VACCINE MODERNA (CX-
(22d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (22d - Fatal - Results in Death
21 (2021-06- Healthcare 65-85 PRTINE . .o |024414) [COVID-19 MRNA VACCINE MODERNA
7131 . Non EEA Female |Caused/Prolonged Hospitalisation), Subdural haemorrhage (22d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, . .
EU-EC- y 121 Professional Years Other Medically T Conditi Thrombo 2 (22d - Fatal . Caused/Proloneed (CX-024414)] (S- COVID-19 immunisation - Not
10009092261 : er Medically mportant' ndition), Throm g)(topenla( - Fatal - Results in Death, Caused/Prolonge applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation, Other Medically Important Condition)
klick or scal
2021-06- | Healthcare 65-85 . L COMIRNATY [TOZINAMERAN] (S- n/a - Not
7132 | EU-EC |9 21 Professional |EEA Years |Female [Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .5mL - Intramuscular])
10009091557
Rlick or scal :_ . 2021-06- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
7133 . EEA Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | % ey (21 Professional Years Ttramuscular])
100090913438| = Th
Non COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - ), Influenza like illness (n/a - ME
7134 2021-06- | ealthcare (Non EEA | 13°%* INale  |[Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death), Respiratory disorder (n/a - Unknown - ), Rhinitis (n/a - COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- E 13 (21 : Years immunisation - Not applicable - [1d - n/a - n/a])
e 2 T Professional Unknown - )
10009091342 @ LT th
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl))cal ICSR Form l(gate.wﬁ:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
b Cerebral artery embolism (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
. . N T - 024414) [COVID-19 MRNA VACCINE MODERNA
2021-06- | Healthcare 65-85 Condition), Cerebrovascular accident (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically . L
7135 . Non EEA Female o . © e (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | iE 21 Professional Years Important Condition), Loss of consciousness (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other licable - [n/a - 1 {DF - Int dar - More i
10009091134 Medically Important Condition) i‘g{]c)a e~ [n/a- 1{DF} - Intramuscular - More in
- COVID-19 MRNA VACCINE MODERNA (CX-
2021-06-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
7136 EUEC. |3 51 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009090593 5 - applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intracardiac
b More thrombus (13d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |COVID-19 MRNA VACCINE MODERNA (CX-
7137 2021-06- | Healthcare Non EEA  |than 85 |Female Condition), Malaise (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocardial infarction (13d - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Vears Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia |(CX-024414)] (S- COVID-19 immunisation - Not
10009090282 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombolysis  |applicable - [n/a - 1 {DF} - Intramuscular])
(13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
.
al (2021-06- Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - - ) . Nl
7138 EU-EC- 1 21 Professional EEA Years Male | Cardio-respiratory arrest (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10009090072
Rlick or sco b7 2021-06-|Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
7139 EU-EC- ] : 51 Professional EEA Vears Female |(Intestinal ischaecmia (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10009090064 ¢ immunisation - n/a - [n/a - n/a - Intramuscular])
Qr _scail
More . . N . : COMIRNATY [TOZINAMERAN] (S- COVID-19
7140 2021-06- Hea]thqare EEA than 85 [Male Coma (5d - Fata! - Results in Death), General physical health deterioration (5d - Fatal - Results in Death), Hypoxia (5d - immunisation -[Not applicable - [1 d(- 3l -
EU-EC- L3121 Professional Vears Fatal - Results in Death) Tntramuscular])
10009089965 ;]
Elick or scal | 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
7141 EU-EC- 51 Professional EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10009089942 Years Intramuscular])
2021-06- Non Not Not Platelet count decreased (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death, 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7142 BU-EC. |3 51 Healthcare Non EEA Specified Specified Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009089912 ; Professional Caused/Prolonged Hospitalisation, Other Medically Important Condition) n/a - Intramuscular])
o |
a3 % 2021-06-| Healtheare | 1864 |\, [Breast pain (3d- Fatal - Results in Death), Malaise (3d - Fatal - Results in Death), Myocarditis (v/a - Fatal - Results in ﬁéﬁm%{‘_’gﬁ 41‘)“] “(S“_*Im?afm o
EU-EC- I ;121 Professional Years Death), Sudden cardiac death (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) [a - n/a - n/a])
10009089863 a-ma-ma
! More COVID-19 MRNA VACCINE MODERNA (CX-
i | 2021-06- | Healthcare . oo . . 024414) [COVID-19 MRNA VACCINE MODERNA
7144 EU-EC- 51 Professional Non EEA gl(lan 85 |Female |Death (33d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009089851 cars applicable - [/a - 1 {DF} - Unknown])
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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-
7145 i (2021-06- |Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (1d - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (1d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | iB# 21 Professional Vears Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009089830 applicable - [n/a - 1{DF} - Intramuscular])
: Non Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
7146 2 (2021-06- Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Feeling abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation), Movement disorder (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | &k 21 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation), Pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal failure |(CX-024414)] (S- COVID-19 immunisation - Not
10009089817 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Eickor scal | ; COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare 18-64 . o 024414) [COVID-19 MRNA VACCINE MODERNA
7147 BU-EC- 51 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10009089144 applicable - [n/a - 1{DF} - Unknown])
oLl ¢ More
i (2021-06- Healthcare - . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
48| e |E 51 Professional EEA ?:;ISS Female |Oxygen saturation decreased (n/a - Fatal - Results in Death) a - [/a - /a - Intramuscular])
10009088468 ]
Elick or scad | ; : More
7149 i (2021-06- |Healthcare EEA than 85 |Female C-reactive protein increased (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- i3 121 Professional v, Death) n/a - [n/a-n/a-n/a])
10009088467 ; cans
3 i (2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
H A - -
7150 EUEC. | 2k 1 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) /a - [n/a - n/a - n/a])
10009088461/ & 1
Elick or scal | 2= More
2021-06- | Healthcare Hypoalbuminaemia (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death), Thrombocytopenia (n/a [COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
7151 . EEA than 85 |Female .
EU-EC- | & 21 Professional Years - Fatal - Results in Death) - n/a- n/a])
10009088334
T Acute kidney injury (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
7152 2021-06- Healthcare Non EEA 65-85 Female Condition), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | ZBs. 21 Professional Years Hyponatraemia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoosmolar state (1d - Fatal - Results |(CX-024414)] (S- COVID-19 immunisation - Not
10009088103 : in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
» = h 2021-06- |Healthcare 65-85 VAXZEVRIA [COVID- 19 VACCINE AST CA
7153 " . EEA Female |Cardiac failure (2d - Fatal - Results in Death), Cardiovascular disorder (2d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- T 21 Professional Years - n/a - n/a])
10009088015
52 ¥ 12021-06- Healtheare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
7154 : . EEA Male  [Dyspnoea (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 21 Professional Years
10009088008 : -n/a-nfa))

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=10009089830&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009088334&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009088103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009088015&_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-
4 2021-06- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7155 EUEC | & 51 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009087650 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-06- | Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7156 EUEC. | 51 Professional Non EEA Vears Male  [Pulmonary embolism (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009087633 Ty applicable - [n/a - 1{DF} - Unknown])
: 2021-06-|Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - - ) . S .
7157 EU-EC- F 21 Professional EEA Years Male  |Cardio-respiratory arrest (1h - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10009087599
o or el : COVID-19 MRNA VACCINE MODERNA (CX-
- == : 9021-06- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
7158 h : Non EEA Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-ECG- | iE 21 Professional Years . .
; applicable - [n/a - 1{DF} - Intramuscular - More in
10009087442
ICSR])
Elickcor scad | : 2021-06- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7159 : . EEA Male  |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 21 Professional Years Int Jlar])
10009087440 ntramuscular]
Abdominal pain upper (/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death, Other Medically |0 1D 19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 18-64 S . : o X 024414) [COVID-19 MRNA VACCINE MODERNA
7160 : Non EEA Male  |Important Condition), Chest discomfort (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death, . L
EUEC- | B 21 Professional Years Other Medically Important Condition), Pericarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009087119 > E—— applicable - [n/a - 1{DF} - Intramuscular])
Fickorad || |
7161 A (2021-06- Healthcare EEA 65-85 Female Cerebrovascular accident (n/a - Recovering/Resolving - Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 21 Professional Years Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009087083
» COMIRNATY [TOZINAMERAN] (S - COVID-19
2021-06-|Healthcare 65-85 . -
7162 | pU.EC TAEE 01 Professional | EEA Years |Male Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10009087049
COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7163 FUEC | & 51 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009086989 applicable - [n/a - 1{DF} - Intramuscular])
Blick or seal F 5021-06- |Healthcare More Intestinal ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intestinal obstruction (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
7164 EU-EC- T 51 Professional Non EEA  [than 85 |Female |Results in Death, Caused/Prolonged Hospitalisation), Obturator hernia (n/a - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [1d - n/a -
10009086915/ & g Years Hospitalisation) 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=10009087650&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009087442&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009087440&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009087083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009087049&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009086989&_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-
L 4 2021-06-|Healthcare 65-85 . oo . " 024414) [COVID-19 MRNA VACCINE MODERNA
7165 EU-EC- 51 Professional Non EEA Vears Female |Death (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009086820 applicable - [n/a - 1{DF} - Intramuscular])
More
2021-06- | Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7166 | tugpc. | A 51 Professional | EEA t\?an 85 |Female |Death (n/a - Fatal - Results in Death) a - [n/a - n/a - Intramuscular])
10009086370| 33 cars
Rlick or scal | 225 2021-06- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7167 . EEA Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | & 21 Professional Years Int Jlar])
10009086344 ntramuscular]
or scaij i COVID-19 MRNA VACCINE MODERNA (CX-
7168 71 2021-06- Healthcare Non EEA 65-85 Female Abdominal discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gastrointestinal necrosis (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | :iF 21 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009086254 & applicable - [n/a - 1{DF} - Unknown])
Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Bone pain (n/a - Fatal - Results in
or scal Death, Caused/Prolonged Hospitalisation), C-reactive protein increased (n/a - Fatal - Results in Death, Caused/Prolonged
L3 12021-06- | Non More Hospitalisation), Cells in urine (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - ME .
7169 | EU-EC- (21 Healthcare EEA than 85 (Female |Results in Death, Caused/Prolonged Hospitalisation), Lower respiratory tract infection (n/a - Fatal - Results in Death, mﬂﬁgﬁ ge?_z[ry/a B} n/m]()s COVID-19
10009086173 Professional Years Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation)
Elick or sca | :
2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7170 FUEC |3 51 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10009085979
:
31 (2021-06-|Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
? R -
7171 FUEC. | % 51 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10009085898
; :
21 2021-06- | Healthcare 18-64 o . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - -
72| cupe |3 B o) Professional EEA Vears Male | Vasculitis (n/a - Fatal - Results in Death) na - [n/a- v/a - n/a])
10009085847
Elickorscad | 1 COVID-19 MRNA VACCINE MODERNA (CX-
73 .4 (2021-06- |Healthcare Non EEA 18-64 Male Arrhythmia (1d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in Death, [024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | ZE 21 Professional Years Other Medically Important Condition), Seizure (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009085668 T applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-06- Healthcare 65-85 . . .\ 024414) [COVID-19 MRNA VACCINE MODERNA
4| puEc R 21 Professional |"O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation -
10009085661 i Unknown - [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=10009085847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085668&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085661&_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-
A 2021-06- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
7175 BU-EC- 21 Professional Non EEA Years Female [Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009085642 applicable - [n/a - 1{DF} - Intramuscular])
o or el COVID-19 MRNA VACCINE MODERNA (CX-
- = 2021-06- |Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
7176 : Non EEA  |than 85 |Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 3 o (21 Professional . .
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10009085518
z ICR))
m L ] COVID-19 MRNA VACCINE MODERNA (CX-
7177 21 (2021-06- |Healthcare Non EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 05;4 égﬁﬁ?\lﬂg— 1 ?Dh\/[/?g_l?gv ACCINE i\./IOD}IE\IRIt\IA
EU-EC- weady (21 Professional Years Condition), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX )1 (8- Lmmunisation - 8o
10009085263 W applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-06- Healthcare 65-85 . . o 024414) [COVID-19 MRNA VACCINE MODERNA
7178 EU-EC- 51 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009085261 ] T applicable - [n/a - 1{DF} - Intramuscular])
; A |2021-06- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - - ) . S .
779 EU-EC- F 21 Professional Non EEA Years Male |Cardio-respiratory arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10009085238 | ik
o
A (2021-06- Healthcare 65-85 Cough (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in COMIRNATY [TOZINMRAN] (- COVID-19
7180 . Non EEA Male immunisation - Not applicable - [1d - n/a -
EU-EC- | iE 21 Professional Years Death) Intramuscular])
10009085237 :
Elickcor scad | = : 2021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7181 L . Non EEA  |than 85 |Female |Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- | iE 21 Professional v Int dar])
10009085232 cars ntramuscular]
: ME
A (2021-06- |Healthcare 65-85 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - G)MIRNATY (TOZIN . ] (5- COVID-19
7182 . Non EEA Male : immunisation - Not applicable - [n/a - n/a -
EU-EG |z L3121 Professional Years Results in Death) Intramuscular])
10009085225 ;
Elickcor scad | : 5021-06- Healthcare 18-64 COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), SARS-CoV-2 test positive (n/a - COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
7183 : : EEA Male  [Unknown - Other Medically Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important
EU-EC- 21 Professional Years Condition) - n/a - Intramuscular])
10009085215 ©
Elick or scall | s COVID-19 MRNA VACCINE MODERNA (CX-
221 |2021-06- | Healthcare 65-85 . oo . " 024414) [COVID-19 MRNA VACCINE MODERNA
84 pupe | B 21 Professional | "M EEA  |yreorg  [Female |Death (4d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009084999 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
12021-06- | Healthcare 65-85 . oo . . 024414) [COVID-19 MRNA VACCINE MODERNA
7185 EUEC | 51 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009084998 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=10009085232&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085225&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009085215&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009084999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009084998&_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}ateyvaty 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
; More COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-06- | Healthcare . oo . " 024414) [COVID-19 MRNA VACCINE MODERNA
7186 EUEC. | D 1 Professional Non EEA %1:; S85 Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009084965 ‘o] applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
d12021-06- Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7187 BUEC. | = 51 Professional Non EEA  |than 85 |Female |Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10009084952| #3343 £ Years applicable - [n/a - 1{DF} - Intramuscular])
m % . Asphyxia (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Aspiration (n/a - Fatal -
7188 d2021-06- |Healthcare Non EEA 65-85 Male Results in Death, Life Threatening, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results [COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- : 21 Professional Years in Death, Life Threatening, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Life immunisation - Not applicable - [1d - n/a - n/a])
10009084927 ;] Threatening)
or scaij i Sy e L
; More Acidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death), ME
7189 2021-06-|Healtheare | ppa - |than 85 [Male Dehydration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 21 Professional v Caused/Prolonged Hospitalisation). Respi wa - Fatal R immunisation - Not applicable - [n/a - n/a - n/a])
10009084921 . ears rolonged Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death)
Elick or scal | : More COVID-19 MRNA VACCINE MODERNA (CX-
7190 412021-06- | Healthcare Non EEA  |than 85 |Male Back pain (76d - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Inflammation |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Vears (76d - Unknown - Other Medically Important Condition), Sciatica (76d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009084797/ = applicable - [n/a - 1 {DF} - Unknown])
: COVID-19 MRNA VACCINE MODERNA (CX-
7101 1 12021-06- |Healthcare Non EEA 18-64 Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death, 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- | ZE 21 Professional Years Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10009084764 i applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal e A Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Foaming at mouth (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
7192 2021-06- Healthcare o ppa 0585 I\p o I neatn, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | iE S (21 Professional Years l_ort’ant Condition) ’ (CX-024414)] (S- COVID-19 immunisation - Not
10009084763 & T p applicable - [n/a - 1{DF} - Intramuscular])
: ) COVID-19 (4d - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (4d - Unknown - Caused/Prolonged  |COVID-19 MRNA VACCINE MODERNA (CX-
7193 4 12021-06- |Healthcare Non EEA 65-85 Female Hospitalisation, Other Medically Important Condition), Death (4d - Fatal - Results in Death, Other Medically Important ~ (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- | ZE 21 Professional Years Condition), Drug ineffective (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009084761 Tig y applicable - [n/a - 1{DF} - Intramuscular])
|- : Angina pectoris (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - Other Medically
F i Important Condition), Cardiac failure (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 65-85 ) " . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7194 . Non EEA Male  |Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), . o
EU-EC- | iE 21 Professional Years o/ - Unkn Other Medically T Condition). L . o/ - Unkn Other Medicall (CX-024414)] (S- COVID-19 immunisation - Not
10009084530 Dyspnoea (n/a - Unknown - Other Medically Important Con tion), eart rate irregular (n/a - Unknown - Other cally applicable - [n/a - 1{DF} - Unknown])
“F Important Condition), Peripheral swelling (n/a - Unknown - Other Medically Important Condition)
Rlick or sca | Wi 2021-06-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7195 EUEC. |3 51 Professional EEA Vears Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
10009084187 Intramuscular])
Asthenia (n/a - Recovering/Resolving - ), Circulatory collapse (n/a - Unknown - Other Medically Important Condition),
- il Non Diarrhoea (n/a - Recovering/Resolving - ), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Influenza like
719 | Lope 3(1)21-06- Healthcare ~ [Non EEA i{i-a?j Male |illness (n/a - Recovering/Resolving - ), Loss of consciousness (n/a - Recovered/Resolved - Other Medically Important ﬁﬁgﬁ%&gozﬁiﬁgﬁﬁwng: S/;]\)/[D'lg
10009084158 Professional Condition), Mobility decreased (n/a - Recovering/Resolving - ), Syncope (n/a - Recovered/Resolved - Other Medically PP
Important Condition), Thrombosis (n/a - Fatal - Results in Death)

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=10009084764&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009084530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009084187&_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-
7197 Bl 12021-06- | Healthcare Non EEA 18-64 Male Chest discomfort (1d - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death, Other Medically  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009083643 applicable - [n/a - 1{DF} - Intramuscular])
- — Aphasia (8d - Fatal - Results in Death), Cerebral haemorrhage (8d - Fatal - Results in Death), Chest pain (8d - Fatal
ol 06- . - Fatal - Results in Death), - Fatal - Results in Death) - Fatal - [
7198 2021-06 Healthc-are EEA 65-85 Male  [Results in Death), Headache (8d - Fatal - Results in Death), Hemiparesis (8d - Fatal - Results in Death), Pain in COMIRNATY [TOZINAMERAN] (S - Immunisation
EU-EC- | iE 21 Professional Years - N - A n/a - [n/a - n/a - Intramuscular])
extremity (8d - Fatal - Results in Death), Pyrexia (8d - Fatal - Results in Death)
10009083536 | ]
Elick or scal ok | os.ss . - COMIRNATY [TOZINAMERAN] (S- COVID-19
7199 . Non EEA Male  |Chest pain (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC |z 21 Professional Years Int dar])
10009083390| ntramuscular]
COMIRNATY [TOZINAMERAN] (S- COVID-19
E ]EE EE §Eﬂ E . . . . immunisation - Not applicable - [1d - n/a - n/a)),
; 2021-06-|Healthcare 65-85 Abdommal_pam (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Clr'culatory collapse (n/a - Not Recovered/Not Resqlved— COVID-19 VACCINE ASTRAZENECA (CHADOX]
7200 . Non EEA Male  |Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - ), Peripheral
EU-EC- 5 21 Professional Years swelling (n/a - Unknown - ), Product use issue (n/a - Unknown - ), Social avoidant behaviour (n/a - Unknown - ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10009083352, : > ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [1d - n/a - n/a])
COMIRNATY [TOZINAMERAN] (S- COVID-19
or scail . . . . immunisation - Not applicable - [1d - n/a - n/a)),
2021-06-|Healthcare 65-85 Abdommal.pam (n/a - Unknown - )-, Asthenia (n/a - Unknown - ), C1r.culatory collapse (n/a - Not Recovered/Not Reso-lved— COVID-19 VACCINE ASTRAZENECA (CHADOX1
7201 . Non EEA Male  |Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - ), Peripheral
EU-EC |z |21 Professional Years swelling (n/a - Unknown - ), Product use issue (n/a - Unknown - ), Social avoidant behaviour (n/a - Unknown - ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10009083352 : ? ? (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [1d - n/a - n/a])
Elick or scal |; : 2021-06-|Healthcare 65-85 Decreased appetite (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
7202 . . Non EEA Male |in Death), Hemiparesis (n/a - Fatal - Results in Death), Hypersomnia (n/a - Fatal - Results in Death), Unresponsive to  |[immunisation - Not applicable - [1d - n/a -
EU-EC- 21 Professional Years stimuli (n/a - Fatal - Results in Death) Int Jlar])
10009083200 imuli (n/a - Fatal - Results in Dea ntramuscular]
Elick or scal 3 -. COVID-19 VACCINE ASTRAZENECA (CHADOX1
b iy [2021-06- [Healthcare 65-85 ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7203 EU-EC- ¥ 20 Professional EEA Years Male Circulatory collapse (n/a - Unknown - Results in Death), Death (1d - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10009081811 - Not applicable - [1d - n/a - n/a])
: Asthenia (57d - Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important Condition), MRN, CCINE
lickor scal | : Decreased appetite (57d - Fatal - Results in Death), Dehydration (57d - Fatal - Results in Death), General physical health COVID-19 A VA MODERNA (CX-
il (2021-06- (Healthcare 65-85 S " . n b : 024414) [COVID-19 MRNA VACCINE MODERNA
7204 . Non EEA Male |deterioration (57d - Fatal - Results in Death), Illness (57d - Fatal - Results in Death), Immediate post-injection reaction . g
EU-EC- | iE¥ 20 Professional Years . e " . (CX-024414)] (S- COVID-19 immunisation - Not
10009081421 .. (57d - Fatal - Results in Death), Malnutrition (57d - Fatal - Results in Death), Staphylococcal sepsis (57d - Fatal - applicable - [n/a - 1{DF} - Intramuscular])
Results in Death, Other Medically Important Condition), Weight decreased (57d - Fatal - Results in Death) PP t
: COVID-19 MRNA VACCINE MODERNA (CX-
4l |2021-06- | Healthcare 65-85 . . - 024414) [COVID-19 MRNA VACCINE MODERNA
7205 EU-EC- 50 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009081418 applicable - [n/a - 1{DF} - Unknown])
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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-
=1 (2021-06- [Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7206 EUEC. | & 20 Professional Non EEA Years Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009081227 i applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
7207 =1 (2021-06- Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (8d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- .4 (20 Professional Years Caused/Prolonged Hospitalisation), Headache (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (8d [(CX-024414)] (S- COVID-19 immunisation - Not
10009081223 io i - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scad | = 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19

7208 . EEA than 85 [Male  |Cardiac arrest (0d - Fatal - Results in Death), Dyspnoea (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -

EU-EC- 20 Professional v Int Jlar])

10009081105 ' cars ntramuscular]
[elick or scal |: COVID-19 MRNA VACCINE MODERNA (CX-
R 12021-06-|Healthcare 65-85 o ) . 024414) [COVID-19 MRNA VACCINE MODERNA
7209 EU-EC- 19 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
10009081038 applicable - [n/a - 1{DF} - Unknown])
m Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare 18-64 O ; FARR 024414) [COVID-19 MRNA VACCINE MODERNA
7210 . Non EEA Female |(n/a - Unknown - Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Unknown - Caused/Prolonged Hospitalisation, . .

EU-EC- 19 Professional Years Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009080755 Y Hp applicable - [1/a - 1 {DF} - Intramuscular])
ek or scal | = : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1

: 21 12021-06- Not L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. R -
7211 EUEC | & 19 EI?(flfte};scizrgal Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009080258 n/a - n/aJ)
Back pain (n/a - Unknown - Results in Death, Other Medically Important Condition), Blindness (n/a - Unknown - Results

- in Death, Other Medically Important Condition), Cough (n/a - Unknown - Results in Death, Other Medically Important CCINE RAZENE CHADO

Non Condition), Dyspnoea (n/a - Unknown - Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - COVID-19 VA AST CA( Xl
2021-06- 65-85 X . — . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7212 Healthcare Non EEA Female [Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - Results in Death, Other Medically . .
EU-EC- 19 Professional Years I Conditi Lung ade . /a - Fatal . Other Medically I Conditi Neck (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009080080 rofessional mportant ndition), Lung adenocarcinoma (n/a - aFa - Results in Death. er Medically mportant Condition), Nec - Not applicable - [/a - n/a - n/a])
pain (n/a - Unknown - Results in Death, Other Medically Important Condition), Pain (n/a - Unknown - Results in Death
Other Medically Important Condition)
Elick or sca | : : COVID-19 VACCINE ASTRAZENECA (CHADOX1
3l 2021-06- | Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . Sudden - -
23| pupe |2 19 Professional |0 FEA g ecifieq Male death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009080070 = n/a - n/aJ)
it COVID-19 VACCINE ASTRAZENECA (CHADOX]
214 2021-06- Healtheare -} Nt | , _ o ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- 19 Professional on Specified™ale  |Myalgia (n/a - Not Recovered/Not Resolved - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009079937 - Not applicable - [1d - n/a - n/a])
ik or scal |: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1

3 2021-06- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - X - - :
7215 EUEC | % 19 Erejg;;irga] Non EEA Specified Male  |Death (n/a - Fatal - Results in Death), Foetal exposure during pregnancy (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
10009079928| £ i - n/a - Transplacental])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009080070&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079937&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079928&_xpt=1&_xf=pdf
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Primary
£V Prima Source Patient . Suspect/interacting Drug List (Drug Char -
# BU Local ICSR Form Gate.way Sourcery 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
: Non More COVID-19 VACCINE ASTRAZENECA (CHADOXI1
7216 2021-06- Healthcare Non EEA  |than 85 [Male Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Urosepsis (7d - Not Recovered/Not Resolved - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- | i 19 Professional Vears Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009079909 - Not applicable - [n/a - n/a - n/a])
Acute kidney injury (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Adrenomegaly (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), Disseminated
intravascular coagulation (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Haemorrhagic adrenal infarction (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Lower respiratory tract infection (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Mental impairment (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Nausea (n/a - Unknown - Results in Death, Life Threatening, |COVID-19 VACCINE ASTRAZENECA (CHADOX1
7217 2021-06-|Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation, Disabling), Pelvic venous thrombosis (n/a - Unknown - Results in Death, Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 19 Professional Years Threatening, Caused/Prolonged Hospitalisation, Disabling), Pulmonary embolism (n/a - Unknown - Results in Death, Life |(CHADOX1 NCOV-19)] (S- COMD-19 immunisation
10009079900 Threatening, Caused/Prolonged Hospitalisation, Disabling), Pyrexia (n/a - Unknown - Results in Death, Life Threatening, |- Not applicable - [1d - n/a - n/a])
Caused/Prolonged Hospitalisation, Disabling), Respiratory failure (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Sepsis (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombosis (n/a - Not Recovered/Not Resolved - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombotic thrombocytopenic purpura (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Vomiting projectile (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
Elick or scal | =% . COVID-19 VACCINE ASTRAZENECA (CHADOX1
] i 2021-06- | Healthcare Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
28| pupc 19 Professional |0 FEA g cifieq Female |Rhabdomyolysis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10009079887 * - Not applicable - [1d - 1{DF} - n/a])
ik ™ COVID-19 VACCINE ASTRAZENECA (CHADOXI1
7219 3 2 (2021-06- |Healthcare Non EEA 18-64 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - Results in Death), Myocardial NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 19 Professional Years infarction (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009079875 n/a - n/aJ)
L Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
g (2021-06- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
20| pupc | 3% 19 ?fjg;;fgal Non EEA |y s [Female | Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009079868 ] n/a - n/aJ)
=) Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 12021-06- Not Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7221|  pUEC 19 Eres;te};:iir;al Non EEA Specified Specified Confusional state (n/a - Not Recovered/Not Resolved - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10009079862 - Not applicable - [n/a - n/a - n/a])
Elickcor scal b : 2021-06 Non 65-85 Cerebral haemorrhage (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown - IC\IDCZ)/I\I/)II; VACCINE ASTRAZENECA (CHADOX1
: -06- - 5 T e X ~19) [COVID-19 VACCINE ASTRAZENECA
7222 Healthcare ~ [Non EEA Female |Results in Death, Caused/Prolonged Hospitalisation), Hemiplegia (n/a - Unknown - Results in Death, Caused/Prolonged . S
EU-EC 23|10 Professional Years Hospitalisation), Nausea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10009079861 3 P d £suts in Dea P - 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=10009079909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079900&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079887&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079875&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079862&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079861&_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 Chromaturia (n/a - Not Recovered/Not Resolved - Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved (COVID-19 VACCINE ASTRAZENECA (CHADOX1
7223 i (2021-06- Healthcare Non EEA 65-85 Male || Results in Death), Illness (n/a - Not Recovered/Not Resolved - Results in Death), Incontinence (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | ZEE 19 Professional Years Recovered/Not Resolved - Results in Death), Pulmonary hypertension (n/a - Fatal - Results in Death), Urinary retention |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10009079850 (n/a - Not Recovered/Not Resolved - Results in Death) - n/a-n/al)
: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
7224 i | 2021-06- | Healthcare Non EEA  |than 85 |Femal Death (n/a - Fatal - Results in Death), Hypophagia (n/a - Recovering/Resolving - Results in Death), Vomiting (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EUEC- | % 19 Professional | O Y:;IS CMA | Recovered/Resolved - Results in Death) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10009079842 3 - Not applicable - [n/a - n/a - n/a])
Elickorscad | : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
7225 2 2021-06- Healthcare Non EEA  |than 85 |Female Back pain (n/a - Not Recovered/Not Resolved - Results in Death), Deep vein thrombosis (n/a - Not Recovered/Not Resolved NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | zE 19 Professional v, - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10009079822 ; cars - n/a-n/a])
or scaij i Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-06- . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - - . S
7226 | cupc | E 19 ;I;()cagsl;:iir;al Non EEA ?:;ISSS Female |Death (n/a - Fatal - Results in Death), Nausea (n/a - Not Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009079788 - Not applicable - [1d - 1{DF} - n/a])
: Non More Chills (n/a - Unknown - Results in Death, Life Threatening), Fatigue (n/a - Unknown - Results in Death, Life COVID-19 VACCINE ASTRAZENECA (CHADOX1
7227 71 {2021-06- Healthcare Non EEA  |than 85 [Male Threatening), Headache (n/a - Unknown - Results in Death, Life Threatening), Malaise (n/a - Unknown - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 19 Professional Years Death, Life Threatening), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening), Pyrexia (n/a - Unknown |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009079747 - Results in Death, Life Threatening) - Not applicable - [n/a - n/a - n/a])
i Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (1d - Recovered/Resolved - COVID-19 VA AST NECA ( Xl
4 (2021-06- Healthcare 65-85 . - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7228 . Non EEA Male  [Results in Death, Other Medically Important Condition), Platelet count decreased (n/a - Unknown - Results in Death . .
EU-EC- 19 Professional Years Other Medically Tmportant Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009079733 Y mp - Not applicable - [n/a - n/a - n/a])
Elick or sca | * : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
7229 3 (2021-06-|Healthcare Non EEA  |than 85 |Male Chest pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Myocardial infarction (33d - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG |, i |19 Professional Vears Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009079726, i - Not applicable - [n/a - n/a - n/a])
i Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - COVID-19 VACCINE ASTRAZENECA (CHADOX1
7230 224 2021-06- | Healthcare Non EEA Not Male Results in Death), Productive cough (n/a - Not Recovered/Not Resolved - Results in Death), Pulmonary embolism (n/a- |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | B 19 Professional Specified Fatal - Results in Death), Sepsis (n/a - Not Recovered/Not Resolved - Results in Death), Tachycardia (n/a - Not (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009079709 Recovered/Not Resolved - Results in Death) - Not applicable - [1d - 1{DF} - n/a])
Elickor scal | : : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 12021-06- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) R -
7231 BU-EC- ] 19 E:a;thciarr? | Non EEA Specified Male  [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009079633 olessiona 1/a - n/a))
Eick or scal | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
7232 BU-EC- 19 E:a%thciarga] Non EEA Years Male  |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009079585 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079850&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079842&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079822&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079733&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079726&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079709&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009079585&_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 Qualification for Group Sex Route])
Date Regulatory
Purposes
: : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
7233 =i (2021-06- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Unknown - Results in Death), Thrombosis | NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 19 Professional Years (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009078226 ] n/a - n/aJ)
Elick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
BB 2021-06- | Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7234 | pUEC 19 Professional Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10009078157 n/a - n/aJ)
Elick or scal | ; Non Cardiac failure (n/a - Fatal - Results in Death), Chills (n/a - Not Recovered/Not Resolved - Results in Death), Dizziness  [COVID-19 VACCINE ASTRAZENECA (CHADOX1
7235 2021-06- Healthcare Non EEA 18-64 Female (n/a - Not Recovered/Not Resolved - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death),[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- | & 19 : Years Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death), Syncope (n/a - Not Recovered/Not Resolved - Results in  [(CHADOX!1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional
10009078142 Death) n/a - n/aJ)
lick or scai - Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
24 (2021-06- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
7236 EU-EC- £ 19 Ere;l“g;:iffal Non EEA Vears Male  |Cerebral haemorrhage (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009077660 7 - Not applicable - [1d - n/a - n/a])
- : COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-06- | Healthcare Not . . . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
7237 EUEC. |3 19 Professional Non EEA Specified Female |Ischaemic stroke (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009077658 - Not applicable - [1d - 1{DF} - n/a])
: : COVID-19 VACCINE ASTRAZENECA (CHADOX1
41 |2021-06- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
7238 FUFC. | X 19 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009077473 n/a - n/aJ)
[lick or scal | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
24 (2021-06- Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
29| puRc 2 19 Eﬁte};;fg 1 NOMEEA I pecified Female | Death (n/a - Unknovwn -) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009077421 ; n/a - n/aJ)
[ Gastric haemorrhage (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged CCINE RAZENE CHADO
Rlickcor scal : i Non Hospitalisation, Other Medically Important Condition), Haemorrhagic stroke (n/a - Fatal - Results in Death, Life COVID-19 VA AST CA( Xl
i (2021-06- 18-64 . Pt . - e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7240 EU-EC- [ 19 Healthcare Non EEA Vears Male  |Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hepatic failure (n/a - Not (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
Professional Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically PP
10009077072 " o - n/a - n/aJ)
mportant Condition)
; Non Chills (n/a - Unknown - Results in Death), Feeling abnormal (n/a - Unknown - Results in Death), Hyperhidrosis (/a-  [COVID-19 VACCINE ASTRAZENECA (CHADOX1
7241 g [2021-06- |y ihcare [Non EEA [N Female |Unknown - Results in Death), Malaise (n/a - Unknown - Results in Death), Pneumonia (n/a - Fatal - Results in Death), [NCOV-19) [QOVID-19 VACCINE ASTRAZENECA
EU-EC |2 19 Professional Specified Respiratory failure (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009077038 - Not applicable - [1d - n/a - n/a])
Acidosis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown -
w i Results in Death, Caused/Prolonged Hospitalisation), Depressed level of consciousness (n/a - Unknown - Results in Death CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-06- |Healthcare 65-85 T . . PURTIE) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7242 . Non EEA Male  |Caused/Prolonged Hospitalisation), Hyperkalaemia (1d - Unknown - Results in Death, Caused/Prolonged Hospitalisation), . o
EU-EC- | ip#: 19 Professional Years P i (n/a - Unkn - Chused/Prol Hospitalisati ‘s (n/a - Fatal . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009076995| neumonia (n/a - own - Results in Death rolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, |° Not applicable - [1d- n/a - n/a])
Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009077473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009077421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009077072&_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 COVID-19 VACCINE ASTRAZENECA (CHADOX1
7243 2021-06- Healthcare Non EEA 65-85 Male Blood disorder (n/a - Unknown - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Rash pruritic =~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | 2E& 19 . Years (n/a - Unknown - Results in Death), Thrombosis (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
Professional
10009076713 - n/a - n/aJ)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
7244 4 (2021-06-|Healthcare Non EEA 65-85 Female Cardiac arrest (n/a - Unknown - Results in Death, Life Threatening), Death (n/a - Fatal - Results in Death, Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | zE& 19 Professional Years Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009076694 - Not applicable - [n/a - n/a - n/a])
m ; Non Asthenia (n/a - Unknown - Results in Death), Haemorrhage intracranial (n/a - Fatal - Results in Death), Headache (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOXI1
2021-06- 18-64 . . . - e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7245 Healthcare Non EEA Female |Unknown - Results in Death), Immune thrombocytopenia (n/a - Unknown - Results in Death), Iridocyclitis (n/a - :
EU-EC- 19 Professional Years Unkn - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10009076522 ' olessiona own - Sesulls in Lealh - n/a-n/a)
oL b COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Non 65-85 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7246 EU-EC- 19 Healthcare Non EEA Years Male  |Death (28d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009076130 Professional n/a - n/a))
: . Non COVID-19 VACCINE ASTRAZENECA (CHADOX]
7247 ; il (2021-06- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Gait disturbance (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 19 : Years Results in Death), Tachycardia (n/a - Fatal - Results in Death), Tremor (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
A Professional
10009075458 =% n/a - Intramuscular])
:
4 12021-06- | Healtheare 65-85 Cardiac failure acute (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death, Other Medically VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7248 . EEA Female o (CHADOX1 NCOV-19)] (S- n/a - Drug withdrawn -
EU-EC- | B 19 Professional Years Important Condition) [n/a - n/a - Intramuscular])
10009075202
m b L Angina pectoris (n/a - Unknown - Other Medically Important Condition), Brain injury (n/a - Unknown - Other Medically X7E CCINE RAZENE
7249 A (2021-06- gg:] theare EEA 65-85 Male Important Condition), Circulatory collapse (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important ?]CHAD(\)/)[EIIAI\I[(%)\\/{I gﬁg(:_ A Wa-U AST]O wn - [/a _CA
EU-ECG |z 19 Professional Years Condition), Coma (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), a - Intr Jlar])
10009075055 ofessio Dyspnoea (n/a - Unknown - ) a- ntramuscular
blick or scal 5 £ 8 12021-06. | Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
7250 o : EEA Female |Myocardial infarction (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- | iE 19 Professional Years immunisation - n/a - [n/a - .SmL - Intramuscular])
10009074684 ’
’
% 12021-06- | Healtheare More Anuria (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Dyspnoca (n/a - Fatal - Results in | L VAX [COVID-19 MRNA VACCINE
7251 ; EEA than 85 |Female - . MODERNA (CX-024414)] (S- COVID-19
EU-EC- 19 Professional Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) . L
Years immunisation - n/a - [n/a - .5mL - Intramuscular])
10009074648
o) | L
7252 xdl (2021-06- |Healthcare EEA 65-85 Male Melaena (3d - Fatal - Results in Death), Pneumonitis (3d - Fatal - Results in Death), Septic shock (3d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EG | B 19 Professional Years in Death), Vomiting (3d - Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10009074428 i
Wi 2021-06- | Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7253 : : EEA Female |Cerebral ischaemia (13d - Fatal - Results in Death), Portal vein thrombosis (13d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- E 3 (19 Professional Years
10009074020| 3343 -n/a-[n/a-.Sml - nfa])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009074684&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009074428&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009074020&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 767 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
: Non Chills (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Lymphadenopathy (n/a - Not Recovered/Not Resolved - ), Malaise (n/a [COVID-19 MRNA VACCINE MODERNA (CX-
7254 il |2021-06- Healthcare  |Non EEA 65-85 Female |- Unknown -), Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG | zE2 (18 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009073447 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 65-85 . o ) . 024414) [COVID-19 MRNA VACCINE MODERNA
7255 EUEC | = 18 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
10009073364 * T applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
7256 21202 1-06- Healthcare Non EEA 65-85 Female Altered state of consciousness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a-  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 18 Professional Years Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009073083 n/a - Intramuscular])
or scaij i Abdominal pain (n/a - Fatal - Results in Death), Arthralgia (n/a - Fatal - Results in Death), Cardiac failure congestive (n/a COVID-19 VA AST INECA ( X
al (2021-06- Healthcare 65-85 X " . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7257 . Non EEA Female |- Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Oedema
EU-EC- | ;E 18 Professional Years " : - L " (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
tn . (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
10009073021 n/a - Intramuscular])
Elick or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
7258 2021-06- |Healthcare Non EEA 65-85 Male Chest pain (n/a - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; S (18 Professional Years exertional (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009072965 7 applicable - [n/a - 1{DF} - Intramuscular])
ok orscal Coagulopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important RAZE CHADO
Lehor s : Non Condition), Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically COVID-19 VACCINE AST NECA Xl
2112021-06- 18-64 " . X IR o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7259 Healthcare Non EEA Female |Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, A
EU-EC- 18 Professional Years her Medically T it Vision blurred (n/a - Fatal . dProlonced Hospitalisati (CHADOX1 NCOV-19)] (S - Immunisation - Not
10009072830 rofession: Ot er | cally [mportant Condition), ision blurr (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, applicable - [0/a - /a - Intramuscular])
Disabling, Other Medically Important Condition)
KlickCor scap | ; COVID-19 VACCINE ASTRAZENECA (CHADOXI
7260 31 2021-06- | Healthcare Non EEA 18-64 Male Abdominal pain (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 18 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009072783 n/a - Intramuscular])
Aspiration (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coma (n/a - Unknown
. - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional state (n/a - Unknown -
Elick or scad | = i Caused/Prolonged Hospitalisation), Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results  |COVID-19 MRNA VACCINE MODERNA (CX-
7261 1 (2021-06- Healthcare Non EEA 65-85 Male in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dysphagia (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Years Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Internal haemorrhage (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
10009072698 - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia (n/a - Unknown - applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Syncope (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
A Arthralgia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in COVID-19 VA AST NECA ( Xl
41 (2021-06- Healthcare 65-85 - . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7262 . Non EEA Male  |Death), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results CHADO
EU-EC | B 18 Professional Years in Death), Myalgia (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death) ( X1 NCOV-19)] (8- w/a - Unknown - [n/a -
10009072660 ] = ? n/a - Intramuscular])
gk or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - R X - - . L
7263 EUEC. | 2% b 18 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition), Fatigue (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009072557 H applicable - [n/a - 1{DF} - Intramuscular])
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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
Elick or scad |: ) COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 X 12021-06-|Healthcare 18-64 ) . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
7264|  pUEC | 18 Professional Non EEA Vears Male  |Road traffic accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009072435 i n/a - Intramuscular])
ST COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2021-06-|Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
7265 EU-EC- | 8 18 Professional Non EEA Years Female [Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009072346 = n/a - Intramuscular])
7266 =1 2021-06- | Healthcare Non EEA Not Not Foetal growth restriction (n/a - Fatal - Results in Death, Congenital Anomaly), Foetal heart rate abnormal (n/a - Fatal - ﬁﬁgﬁ%&gozlligﬁﬁfm KE/Sa-_COV[D-19
EU-EC- | zE 18 Professional Specified Specified Results in Death), Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly) PP
Transplacental])
10009072280
Elick or scal | * : COVID-19 VACCINE ASTRAZENECA (CHADOX1
=l (2021-06- [Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - IeSUILS 1IN Blealn), - - > - -
7267 EU-EC- ] R 18 Professional Non EEA Vears Male  [Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009072060 y n/a - Intramuscular])
- COVID-19 VACCINE ASTRAZENECA (CHADOX1
7268 11 (2021-06- Healthcare Non EEA 18-64 Female Blood pressure increased (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - Fatal - Results in Death), Nausea (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | iE 18 Professional Years Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009072049 n/a - Intramuscular])
Elickor scal | : : COVID-19 VACCINE ASTRAZENECA (CHADOX1
7269 2l (2021-06-|Healthcare Non EEA 18-64 Male Asthenia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 18 Professional Years Death), Pain (n/a - Fatal - Results in Death), Pallor (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009072042 n/a - Intramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
7270 21 (2021-06- Healthcare Non EEA 65-85 Female Cardiac arrest (4d - Fatal - Results in Death, Other Medically Important Condition), Cough (4d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Years Death), Dyspnoea (4d - Fatal - Results in Death), Respiratory tract congestion (4d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009071880 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
7271 2021-06- |Healthcare Non EEA 18-64 Female Asthenia (n/a - Fatal - Results in Death), Chronic kidney disease (n/a - Fatal - Results in Death), Oedema (n/a - Fatal - ~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 18 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009071771 n/a - Intramuscular])
gk or scall | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
7272 BU-EC- 18 Professional Non EEA Vears Male  |Acute coronary syndrome (n/a - Fatal - Results in Death), Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009071596 n/a - Intramuscular])
2021-06- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
7273 EU-EC- | :Ek. 18 Professional EEA Years Female |Cercbral haemorrhage (1d - Fatal - Results in Death immunisation - Not applicable - [n/a - .3mL - n/a])
10009071513/ &
Elickor scal | : : COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-06-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
274 puRc | 18 Professional |0 FEA |yeqrs  [Male  |Dyspnoea (n/a - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- n/a - Unknown - [n/a -
10009071445 n/a - Intramuscular])
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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
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
7275 ! 2021-06- Healthcare Non EEA Not Female Cerebrovascular accident (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Thrombosis (n/a - Fatal - Results [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | ip 18 Professional Specified in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009071378 n/a - Intramuscular])
Death (117min - Fatal - Results in Death, Other Medically Important Condition), Oxygen saturation decreased (117min - COVID-19 A VA MODERNA (CX-
7276 2021-06- Healtheare o ppa 6585 |ypie Ratal - Results in D th), Rales (117min - Fatal - Results in Death), Respiratory tract stion (117min - Fatal 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 3% 18 Professional | 0" Years ¢ |Reculis i Doty i el Tesucls I SeatL), Sspilatory Tact congestion {1 Amin - Tl (CX-024414)] (S - COVID-19 immunisation - Not
10009071365 Results in Death) applicable - [1/a - 1 {DF} - Intramuscular])
Eickor scal | ; COVID-19 MRNA VACCINE MODERNA (CX-
7277 2021-06- Healthcare Non EEA 18-64 Male Aneurysm (1d - Fatal - Results in Death), Pain in extremity (1d - Fatal - Results in Death), Sudden death (1d - Fatal - 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Years Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009071192 applicable - [n/a - 1{DF} - Intramuscular])
7278 "3l 2021-06-|Healthcare Non EEA 18-64 Female Carotid artery thrombosis (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in ?/C'I-IAIE(})/)%III%[CC.?\\/? 11;—)59(8\/_ AnC/SI_I\lIJEnfnngm -[d- S/lz
EU-EC- 3|18 Professional Years Death), Pulmonary embolism (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death)
- Intramuscular])
10009071083
[elick or scad |: COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Healthcare 65-85 . S . . . . .. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7279 EUEC. |2 18 Professional Non EEA Vears Male  |Unresponsive to stimuli (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009070706 n/a - Intramuscular])
Acute kidney injury (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Life ME
7280 2021-06-| Healtheare —pp o 6585 |\ fale Threatening), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Life Threatening), Rhabdomyolysis (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | B 18 Professional Years . immunisation - n/a - [n/a - 1{DF} - n/a])
= Results in Death)
10009070393
Elickorscal | , COVID-19 VACCINE ASTRAZENECA (CHADOXI
2! (2021-06- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
i A - -
7281 EU-EC- 18 Professional Non EEA Years Male  |Abdominal pain (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009070257 n/a - Intramuscular])
m 3F & 5021-06-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7282 ] oy . EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- E 18 Professional Years More in ICSR])
10009070246 ore
COVID-19 VACCINE ASTRAZENECA (CHADOX1
7283 2021-06- |Healthcare Non EEA 65-85 Female Cough (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 18 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009069952 n/a - Intramuscular])
Elickor scall | = : COVID-19 MRNA VACCINE MODERNA (CX-
7284 i (2021-06- Healthcare Non EEA 18-64 Male Cardiogenic shock (8d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- P 18 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009069895 applicable - [n/a - 1{DF} - Unknown])
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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 Arthralgia (n/a - Unknown - ), Back pain (n/a - Unknown - ), Bacterial infection (n/a - Unknown - Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
7285 2021-06- Healthcare Non EEA Not Female Hospitalisation, Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 18 Professional Specified Hospitalisation), Cough (n/a - Unknown - ), Dengue fever (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009069536 Fatigue (n/a - Unknown - ), Pain in extremity (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ) n/a - Intramuscular])
click or scarl . COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-06- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7286 EU-EC- 18 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009069224 Py applicable - [n/a - 1{DF} - Intramuscular])
o | % COVID-19 MRNA VACCINE MODERNA (CX-
7287 2021-06- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |z 18 Professional Years infarction (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009068329 i applicable - [n/a - 1{DF} - Intramuscular])
oLl 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-06- |Healthcare 18-64 . L
7288 . EEA Female |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-ECG- | iE 18 Professional Years - n/a - /a])
10009068108| 3
;
% (2021-06- Healthcare 18-64 - . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- - . R - - i
7289 | EU-EC & Flis Professional EEA Years Male  [Myocardial infarction (n/a - Fatal - Results in Death) 1/a- [w/a - n/a - n/a])
10009068068
2021-06- | Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7290 . EEA Male [Klebsiella sepsis (4d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- | :E 18 Professional Years na - n/al)
10009067796 -ha-na
Klick-or sca | : ;
24 12021-06- Healthcare 65-85 Sudd . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
1 puRc - T. 18 Professional | T Years |Temale death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10009067629 i
;.
7202 Eezh |2021-06-|Healthcare EEA 65-85 Female Arrhythmia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 18 Professional Years Results in Death) n/a - [n/a - n/a - n/a])
10009067622 i
7203 4 (2021-06-|Healthcare EEA 65-85 Female Sudden cardiac death (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death), Ventricular |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- | ZER 18 Professional Years tachycardia (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10009067610
m
24 (2021-06- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7294 BU-EC- 18 Professional EEA Years Male  [Sudden death (n/a - Fatal - Results in Death) n/a - [/a - n/a - n/a])
10009067608
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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
i 2021-06- | Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7295 : . EEA than 85 (Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EG | iE 18 Professional v Not anplicable - [d - 1 {DF" - Int ar])
10009067418 ears - Not applicable - [1d - 1{DF} - Intramuscular]
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
41 |2021-06- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - - ) . S
9| puEC 218 [Professional |Fo Years |Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10009067401 > - Not applicable - [n/a - 1 {DF} - Intramuscular])
o | B : More COVID-19 MRNA VACCINE MODERNA (CX-
7297 L =1 2021-06- Healthcare EEA than 85 |Female Diarrhoea (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Vears Results in Death), Vomiting (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009067280 applicable - [1d - 1{DF} - Intramuscular])
oLl i 5021-06-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
7298 : : EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
EU-EC- - 18 Professional Vears Intramuscular])
10009067210/ =
Elickcor scad | : 5021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7299 : : EEA than 85 |Female |(Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 18 Professional v, Int ul
10009067208 cars ntramuscular])
Elick or scal o _-;. 5021-06- | Healthcare More COMIRNATY [TOZTNA'MERAN] (S- COVID-19
7300 | BU.EC A Professional |EEA than 85 |Female |COVID-19 (4d - Fatal - Results in Death), Vaccination failure (4d - Fatal - Results in Death) lmmlsafn - Not applicable - [22d - 2{DF} -
10009067202 Years Intramuscular])
Non
2021-06- 65-85 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - . Nl
7301 EUEC. | = 18 l[;l:(?fl‘gslsciirga] EEA Vears Male  |Cardio-respiratory arrest (1d- Fatal - Results in Death) ; isation - n/a - [1d- 1{DF} - Intramuscular])
10009067124 ]
ElickCor scap | :
31 |2021-06- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
7302 EU-EC- | ZE 18 Professional EEA Years Mele  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10009067098| £
S B8 2021.06- Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7303 : : EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- | iEE 18 Professional Years Intramuscular])
10009067079
: 8% 12021-06-|Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. h : . - - i . . . )
7304 tugpe | 18 Professional | EEA g];an 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [1d- 1 {DF} - Intramuscular])
10009067047 cars
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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
2021-06-|Healthcare 65-85 oo . COMIRNATY [TOZINAMERAN] (S- COVID-19
: uenza - - ) . S
7305 EU-EC- | B 18 Professional EEA Years Male Inft like illness (n/a - Fatal - Results in Death immunisation - n/a - [1d - 1{DF} - Intramuscular])
10009066988 =
lick or scal 2021-06- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
7306 EUEC. |3 18 Healthcare EEA Vears Male  |Coronary artery thrombosis (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10009066972 Professional Intramuscular])
gk or scall | ; COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7307 EUEC | H th | Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009066139 = applicable - [n/a - 1 {DF} - Intramuscular])
= 4 12021-06- Healtheare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
7308 o : EEA Female |Cerebral infarction (0d - Fatal - Results in Death), Thrombocytopenia (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC | 2 18 Professional Years Not applicable - [n/a - .5mL - Intramuscular])
10009065813 - hot appheabie - [va - omt -
Eickorad ||
2021-06- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
7309 EU-EC- 18 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10009065540
COVID-19 MRNA VACCINE MODERNA (CX-
7310 2021-06-|Healthcare Non EEA 65-85 Female Acute kidney injury (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- | 1B 18 Professional Years Condition), Asthenia (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10009065516 applicable - [n/a - 1{DF} - Intramuscular])
K. 2021-06- |Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7311 : EEA than 85 |Female |Death (0d - Fatal - Results in Death), Malaise (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 18 Professional Years - Not applicable - [n/a - n/a - n/a])
10009065349 PP
; 2021-06- | Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7312 : EEA than 85 [Female |Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | ZF 18 Professional v Not applicable - [n/a - n/a - n/a])
10009065348 ears - Not applicable - [n/a - n/a - n/a
[elick or scal |: Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-06- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - T .
BB pupe | E 18 Eeai‘thc'are | Non EEA Specified Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) Trrmunisation - Not applicable - [n/ - 1/a -
10009065309 rolessiona Unknown])
S| Brain herniation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain oedema (n/a - Fatal - Results in
: : Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
7314|  pobe : ?32 1-06- ?:(?Ilgslsciirgal EEA ;iﬁj Female |Dizziness (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not mﬂﬁgﬁ ggﬁmﬁgﬁ%g '1 ?D)F\;l ]_}ni:])
10009064882 Resolved - Caused/Prolonged Hospitalisation), Hypertensive crisis (n/a - Not Recovered/Not Resolved - Caused/Prolonged PP
Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl))cal ICSR Form l(gate.wﬁ:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
: W Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
il 12021-06- 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - - ! 0
7315 EU-EC- £ 13 Eﬁ;ﬁf& EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Pyrexia (10d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009064535 - Not applicable - [1d - .5SmL - Intramuscular])
T
i 12021-06- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
7316 BUEC. | 3 R 18 Professional EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10009064120 i
o || gerebral mfarctlf)n (n/a - Unknown - Cau;ed/Prolor_lgefi Hgspltallsatlon, cher Medically Impor_ta‘nt Condmo_n), Death (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOXI1
atal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Embolism (n/a -
2021-06- |Healthcare 65-85 oo O . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7317 . Non EEA Female |Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fall (n/a - Unknown - ), Femur fracture A
EU-EC- 18 Professional Years I . " (CHADOX1 NCOV-19)] (S - Immunisation - Not
r (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Muscular weakness (n/a - .
10009063762 Unknown - ) applicable - [n/a - n/a - Intramuscular])
oLl 2021-06- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7318 . e rebral artery thrombosis - Fatal - Results in Death rolon; ospitalisation - - O] axis -
EU-EC- 18 Professional EEA Vears Mal Cerebral artery thrombosis (6d - Fatal Caused/Prol Hospitalisati CHADOX1 NCOV-19)] (S- COVID-19 prophylaxi
10009063705 Not applicable - [n/a - .5mL - Intramuscular])
Elick or scall | = : COVID-19 VACCINE (AD26.COV2-S
7319 1 21 (2021-06-|Healthcare EEA 65-85 Male Circulatory collapse (n/a - Fatal - Results in Death), Malaise (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Not [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 18 Professional Years Recovered/Not Resolved - ) JANSSEN (AD26.COV2.9)] (S- COVID-19
10009062851 immunisation - n/a - [n/a - 1{DF} - Intramuscular])
- COMIRNATY CONCENTRATE FOR DISPERSION
% 2021-06-| Healthcare 65-85 FOR INJECTION COVID-19 MRNA VACCINE
7320 EU-EC- 13 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10009062238 COVID-19 immunisation - n/a - [n/a - n/a -
Intramuscular])
ko || COMIRNATY CONCENTRATE FOR DISPERSION
5021-06- Non 18-64 FOR INJECTION COVID-19 MRNA VACCINE
7321 EUEC. |3 18 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10009061941 Professional COVID-19 immunisation - n/a - [n/a - n/a -
Intramuscular])
: More COMIRNATY CONCENTRATE FOR DISPERSION
7322 2021-06- Healthcare EEA than 85 [Male Diarrhoea (6d - Fatal - Results in Death), Gait disturbance (6d - Fatal - Results in Death), Malaise (7d - Fatal - Results in|FOR INJECTION COVID-19 MRNA VACCINE
EU-EC- °F 18 Professional v, Death), Myalgia (6d - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10009061528 ; cars /a-n/a- [n/a- n/a - Intramuscular])
ony 2021-06- Non 65-85 Cerebral artery embolism (12d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other COMIRNATY [TOZINAMERAN] (S - COVID-19
7323 EUEC | X 18 Healthcare EEA Vears Female |Medically Important Condition), Cerebral haemorrhage (12d - Fatal - Results in Death, Life Threatening, Caused/Prolonged |immunisation - Not applicable - [30s - 1 {DF} -
10009061336 3 Professional Hospitalisation, Other Medically Important Condition) Intramuscular - More in ICSR])
: 2021-06- |Healthcare More TOZINAMERAN [TOZINAMERAN] (S - COVID-19
hae . jal 1 i - - i . . . . -
7324 EU-EC- 18 Professional Non EEA gl(leaarll_SSS Female |Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10009061151
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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
Activated partial thromboplastin time prolonged (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Agitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
Death), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular COVID-19 VACCINE ASTRAZENECA (CHADOX1
u coagulation (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea exertional (n/a - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Blick or scad gt A Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
75| e |k i %g21-06- E:jggsiir;al Non EEA ;5;?_2 Female |Lymphocytosis (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation),. Mutltiple organ dysfunction syndrome | Not applicable - [/ - n/a - n/a]), HUMAN
10009060493| & - (n/a - Fatal - Re.sults in Death), Poor peripheral f:]rc‘ulat.lon (n/a - Fatal - Re.sults in .De ath), Pulmonary embo'hsm (n/a- 'NORMAL IMMUNOGLOBULIN [HUMAN NORMAL|
Fatal - Results in Dea-th,.Calllsed/Prolonged Hospltahsatlon), Pulseless electrical activity (n/a - Fatal - Results in Death, IMMUNOGLOBULIN] (S - Product used for unknown
Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged indication - Unknown - [n/a - n/a - n/a])
Hospitalisation), Syncope (1/a - Unknown - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
klick or scaj | : ; More
7326 221 2021-06-|Healthcare EEA than 85 |Female Blood pressure inadequately controlled (29d - Fatal - Results in Death), Cognitive disorder (29d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | ;B 18 Professional v Death), Pyrexia (29d - Fatal - Results in Death), Sopor (29d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
: ears
10009056886
or scaij : COVID-19 MRNA VACCINE MODERNA (CX-
=i | 2021-06- | Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7327 EU-EC |5, 17 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10009058882 Unknown - [n/a - 1{DF} - Intramuscular])
Elick or scal | : : COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 |2021-06- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - - . S
7328 EUEC. |3 17 Professional Non EEA Vears Male  |Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10009058783 - Not applicable - [1d - n/a - Intramuscular])
o % 12021-06- Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
7329 : . EEA Male  |Pericarditis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S- COVID-19
EU-FC | iE 17 Professional Years immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10009058609 PP
o |
7330 2021-06- |Healthcare EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening), Chest pain (n/a - Not Recovered/Not gﬁgﬁgﬁ ggﬁmﬁgﬁ%g '1 ?D)F\;l ]_}19
EU-EC- . 17 Professional Years Resolved - Results in Death, Life Threatening) Int dar]) PP
10009058539 niramuseuar
i 2021-06- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7331 BU-EC- £ 17 Professional EEA Vears Male  |Respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) ;mtmmisatliﬁ)n - Unknown - [n/a - 1{DF} -
10009058387| Hxi; ntramuscular])
; i Non More . -
T % (2021-06- Herpes zoster (n/a - Fatal - Results in Death), Neuralgia (n/a - Fatal - Results in Death), Wound complication (n/a - Fatal |COMIRNATY [TOZINAMERAN] (S - COVID-19
7332 Healthcare EEA than 85 |Female . . P .
EU-ECG- |z 17 Professional Vears - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009058036
klick or scal T
2021-06- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . S .
7333 BU-EC- (17 Professional EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [/a - n/a - n/al)
10009058009; -
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Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 775 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
- SPIKEVAX [COVID-19 MRNA VACCINE
i (2021-06- [Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
: - - X - - . o ;
7334 FUEC. | & 17 Professional EEA Vears Female |Fall (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL - n/a -
10009057465 ] More in ICSR])
click or scai 0 1502106 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7335 : . EEA Female |Dyspnoea (8d - Fatal - Results in Death), Pumonary embolism (8d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- | zE& S, (17 Professional Years Unknown])
10009057423 ; oW
i | -
7336 2021-06- Healthcare EEA 65-85 Male Acute myocardial infarction (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (2d - ICDMI?;ISEIK [TOZVHVih drale}lA—I\Pl Eis_-n(/?\/mw
EU-EC- | & 17 Professional Years Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation) s
Intramuscular])
10009057378
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
{1 (2021-06- Healthcare Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - Results in Death)
7337 EU-EC- 17 Professional Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009056433 | £ n/a - Intramuscular])
[elick or scad |: COVID-19 VACCINE ASTRAZENECA (CHADOX1
7338 2021-06- |Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | ZE% 17 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009056108| 2213 1/a - Intramuscular])
B 12021-06- | Healthcare 18-64 - . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl
7339 | EU-EC- 17 Professional | EEA Vears  |Male Myocardial infarction (n/a - Fatal - Results in Death) immunisation - 1/a - [n/a - 1 {DF} - n/a])
10009056072
Acute respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
K Medically Important Condition), Angina pectoris (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
lick or scal iE A Hospitalisation, Other Medically Important Condition), Cardiogenic shock (n/a - Fatal - Results in Death, Life Threatening, COVID-19 MRNA VACCINE MODERNA (CX-
21 2021-06- | Healthcare 65-85 N . o : . 024414) [COVID-19 MRNA VACCINE MODERNA
7340 : Non EEA Female |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Life . .
EU-EC- 17 Professional Years Thr . used/Prol Hospitalisati her Medically T diti Henatic failure (n/a - Fatal (CX-024414)] (S- COVID-19 immunisation - Not
10009055805 eatenmg,‘Ca TO _on@d ospitalisation, Ot er Medically Important Condition), Hepatic ai lure (n/a - atal - Results applicable - [n/a - 1{DF} - Unknown])
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal failure (n/a -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
734 A4 2021-06- Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | iE 17 Professional Years Injection site pain (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009055691 : n/a - Intramuscular])
Eickorsca | B1% COVID-19 VACCINE ASTRAZENECA (CHADOX1
7342 2021-06- Healthcare Non EEA Not Female Acute cardiac event (n/a - Fatal - Results in Death), Pulmonary embolism (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 - Not applicable - [1n/a)
10009055597 - n/a - Intramuscular])
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
7343 22 (2021-06-|Healthcare Non EEA 65-85 Male Adverse event following immunisation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypertension (n/a[NCOV-19) [COMID-19 VACCINE ASTRAZENECA
EU-EC- | 1 R (17 Professional Years - Fatal - Results in Death), Pleural effusion (n/a - Unknown - ), Syncope (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009055420 ¢ i n/a - Intramuscular])
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p Cardiac flutter (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in  |COVID-19 MRNA VACCINE MODERNA (CX-
7344 2021-06- Hea]thgare Non EEA 65-85 Male |Death, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | iE 17 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009055152( 3 applicable - [n/a - 1{DF} - Unknown])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
A |2021-06- | Healthcare 65-85 ; . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7345 EUEC. | = 17 Professional Non EEA Vears Male  |Disease progression (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009055076| &3 n/a - Intramuscular])
ST gl Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
il 12021-06- Not o . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
7346 BU-EC. | & 17 goca%te};scizrgal EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10009054569 ] Unknown])
click or scarl i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
il 12021-06- |Healthcare Lo L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
7347 EUEC. | 17 Professional Non EEA ?::ISS Female |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
10009054544 - n/a - Intramuscular])
Elickcor scal ,_ i 2021-06- | Healthcare 18-64 ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7348 . Non EEA Male  [Haemorrhagic stroke (5d - Fatal - Results in Death), Thrombocytopenia (24d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
EU-EC- . 17 Professional Years Int u
10009054540 - Intramuscular])
i 4 2021-06- Non 18-64 Aphonia (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Decreased appetite (n/a- |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7349 Healthcare EEA Female |(Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Feeling of body temperature change (n/a - Fatal - (CHADOX1 NCOV-19)] (S- COVID-19 - Unknown -
EU-EC- | ZE& 17 . Years N - "
h Professional Results in Death), Listless (n/a - Fatal - Results in Death) [n/a - n/a - Intramuscular])
10009054311
ik || |
42021-06- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7350 BU-EC. 17 Professional EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10009054300
; COVID-19 VACCINE (AD26.COV2-S
= 2021-06- | Healthcare 18-64 . . . . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
: - - X embo - - e
7351 BU-EC- 17 Professional EEA Years Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Pulmonary lism (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
10009054293 [n/a - n/a - n/a])
Elick or scal |3 3 More Death (1d - Fatal - Results in Death, Other Medically Important Condition), Injection site pain (1d - Fatal - Results in COVID-19 A VA MODERNA (CX-
2021-06- | Healthcare h o : : . 024414) [COVID-19 MRNA VACCINE MODERNA
7352 . Non EEA  [than 85 |Male  |Death, Other Medically Important Condition), Pyrexia (1d - Fatal - Results in Death, Other Medically Important . L
EU-EC 17 Professional Years Condition), Vomiting (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S~ COVID- 19 immunisation - Not
10009054223 ? applicable - [n/a - 1{DF} - Unknown])
fcorses 2021-06- |Healthcare 65-85 V. VRIA [COVID-19 VA AST A
7353 . EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 17 Professional Years L
10009053507 - Not applicable - [1d - 1{DF} - 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
o 2021-06- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
7354 . EEA Female [Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC- Ed: 17 Professional Years Tntramuscular])
10009053505
: COVID-19 MRNA VACCINE MODERNA (CX-
4l (2021-06- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
. Sudde: - - ) . .

B puEc | & 17 Professional |0 Years |V2€ n death (n/a - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10009053449 applicable - [n/a - 1{DF} - Intramuscular])
m b . Non More Blood pressure dfecreased (n/a - Fatal - Results in De gth,. Caused/Proloqged Hospitalisation), Blolod pressure increased (n/a - COMIRNATY CONCENTRATE FOR DISPERSION

=112021-06- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged

7356 Healthcare EEA than 85 [Male Mierer . Porrmer - FOR INJECTION [TOZINAMERAN] (S- COVID-19 -

EU-EC- |z 17 Professional Vears Hospitalisation), Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - a- [n/a- /a - n/a])
10009053246 Results in Death, Caused/Prolonged Hospitalisation)
> : COMIRNATY [TOZINAMERAN] (S - COVID-19
— : 2021-06- | Healthcare 18-64 immunisation - Not applicable - [n/a - .3mL -
7357 . : EEA Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]), COMIRNATY [TOZINAMERAN] (S
EU-EC- F 17 Professional Years . L
- COVID-19 immunisation - n/a - [n/a - .3mL -
10009053098
Intramuscular])
[elick or scad |: Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2021-06- Not . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - L .
7358 | LUEC : 17 Eea}thqare | Non EEA Specified Female |Cerebrovascular accident (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10009052537 rolessiona Unknown])
m
il (2021-06-|Healthcare 65-85 Asphyxia (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Not Recovered/Not Resolved - Other Medically COMIRNATY (TOZIN . | (5- COVID-19
7359 . Non EEA Female . P ) - N immunisation - Not applicable - [n/a - n/a -
EU-EC- 17 Professional Years Important Condition), Hypoxic-ischaemic encephalopathy (n/a - Fatal - Results in Death)
Intramuscular])
10009052440
i
sk 12021-06- | Healthcare A |18-64 male |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Lower respiratory tract infection (n/a COMIRNATY [TOZINAMERAN] (S - COVID-19
7360 t 4 Non EE Female
EU-EC- B, (17 Professional Years - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - Unknown])
10009052438
ke | |
= (2021-06- (Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
% - -
7361 | ppc 7 17 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - [n/a- /a - n/a])
10009051865/ i ]
:
a (2021-06-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
7362 EUEC. |3 17 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10009051854
Qr _scail a
21 2021-06- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7363 BU-EC- 17 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [/a - n/a - n/a])
10009051815
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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
:
31 (2021-06-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - R
7364 BU-EC. | 3 17 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10009051801/ =
click or scarl
2021-06- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7365 EUEC |22 17 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) - [n/a- /a - n/a])
10009051782 "0
2 2021-06- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7366 EU-EC- 17 Professional EEA Vears Female |Death (8d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10009051427 ]
or scaij i COVID-19 VACCINE JANSSEN (AD26.COV2.S)
al (2021-06- Healthcare 18-64 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - ) o .
7367 EU-EC- 17 Professional Non EEA Years Mele  (Thrombosis (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10009051063 ] Unknown])
Klickcor scad | ; 2021-06-|Healthcare 65-85 Blood pressure increased (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
7368 [ . EEA Male |- Results in Death), Dyskinesia (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Haemorrhagic
EU-EC- | ZE 17 Professional Years . - n/a - Intramuscular])
stroke (n/a - Fatal - Results in Death)
10009050581
Aphasia (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Bedridden (n/a - Fatal - Results in
Death), Blood glucose fluctuation (n/a - Fatal - Results in Death), Blood iron decreased (n/a - Fatal - Results in Death),
Eick or ol || Cardiac failure (2d - Fatal - Results in Death), Confusional state (n/a - Fatal - Results in Death), Discomfort (n/a - Fatal -
Non Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Eye movement disorder (n/a - Fatal - Results in Death),
7369 EU-EC- ] %321-06- Healthcare EEA gseﬁ: Male  |Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), mﬁﬁiﬁ gi?_zgg‘:‘ﬁm]()s - COVID-19
10009050573 3 Professional International normalised ratio increased (n/a - Fatal - Results in Death), Loss of personal independence in daily activities
(n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pericardial effusion (n/a - Fatal - Results in
Death), Pleural effusion (n/a - Fatal - Results in Death), Renal failure (2d - Fatal - Results in Death), Renal impairment
(n/a - Fatal - Results in Death), Wheelchair user (n/a - Fatal - Results in Death)
or scaij 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
7370 2021-06- |Healthcare Non EEA 65-85 Female Feeling cold (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009050506 : n/a - Intramuscular])
M ||
7371 i 2021-06- Healthcare EEA 65-85 Female Cardiac arrest (0d - Fatal - Results in Death), Cough (0d - Fatal - Results in Death), Dyspnoea (6d - Recovered/Resolved |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-ECG- |z 17 Professional Years With Sequelae - ), Pyrexia (5d - Fatal - Results in Death), Resuscitation (0Od - Fatal - Results in Death) - .3mL - Intramuscular])
10009050313
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 2021-06- | Healthcare 18-64 . . . . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - -), - -
7372 EU-EC- 17 Professional Non EEA Years Female |Chronic obstructive pulmonary disease (n/a - Unknown - ), Concomitant disease aggravated (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009050235 n/a - Intramuscular])
Elick or scal | ik 2021-06- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7373 : EEA Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- |z 17 Professional Years
10009049759 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 VACCINE ASTRAZENECA (CHADOX1
i 2021-06- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - , Sudden - - . S
7374 FUEC | & 17 Professional EEA Years Female [Back pain (n/a - Fatal - Results in Death) death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009049722 f - Not applicable - [1d - .5mL - Intramuscular])
. COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- (Non 18-64 Malaise (n/a - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7375| EU-EC- 17 Healthcare  [Non EEA  |years  |Male Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10009049656 Professional - n/a - Intramuscular])
2021-06- | Healthcare 65-85 o ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7376 EU-EC- 17 Professional EEA Vears Female |Cardiac failure (n/a - Fatal - Results in Death) 1(SHADOXI NCOV-19)] (S- n/a - n/a - [n/a - 1{DF} -
10009049561 a)
o i 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=i |2021-06- | Healthcare 18-64 . . o
7377 . EEA Male  |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC | ; 17 Professional Years Not applicable - [n/a - .5mL - Intramuscular])
10009049275 - hot appheabie - [va - omt -
klick or scal | :
2021-06- | Healthcare 65-85 . . " - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
7378 EUEC |3 17 Professional EEA Vears Male  [Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) - n/a - Intramuscular])
10009049184
[lick or scal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2021-06-|Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
7379 EUEC | & 17 Professional Non EEA Years Female |Dyspnoea (n/a - Fatal - Results in Death), Spinal compression fracture (n/a - Unknown - ) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009049174 Ten n/a - Intramuscular])
Elick or scal | o 2021-06- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7380 h : Non EEA Male  [Myocardial ischaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a -
EU-EC- : 17 Professional Years Intramuscular])
10009049034
i Non More
7381 R [2021-06- | althcare  [Non EEA |than 85 |Female Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | zE 17 . immunisation - Not applicable - [1d - n/a - n/a)])
Professional Years
10009049032;
Elickorscad |: ;. SPIKEVAX [COVID-19 MRNA VACCINE
i | 2021-06- | Healthcare 65-85  [Not . MODERNA (CX-024414)] (S- COVID-19
: . - - ) . o :
82| pupc |2 17 Professional |4 Years  |Specified Death (0d- Fatal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10009048858 Intramuscular])
Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown - ), Cough (n/a - Unknown - ),
7383 2021-06- | Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death), Myalgia (n/a - Unknown - ), Pleural effusion (n/a - Unknown - ), Pulmonary TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | ZE&. 17 Professional Years congestion (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - immunisation - Not applicable - [n/a - n/a - n/a])
10009047761 Unknown - ), Sinus tachycardia (n/a - Unknown - )

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009049722&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009049174&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009049034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009049032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009048858&_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
2021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
7384 . Non EEA  |than 85 [Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 17 Professional Vears Tntramuscular])
10009047749
2021-06- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -|
7385 | EU-EC- 17 Professional |EEA Years |Male |Cardiac arrest (n/a - Fatal - Results in Death), Cough (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) n/a - [n/a - n/a - Intramuscular])
10009047376
Elick or scal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - -
7386 puEC R117 |Professional | NOMEEA [y [Male | Cardiomegily (nfa - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [ra -
10009047302 n/a - Intramuscular])
: Non Cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
7387 4 2021-06- Healthcare EEA 18-64 Male Important Condition), Coma (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Medically Important Condition), Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009047298 Other Medically Important Condition) n/a - Intramuscular])
gk or scall | =5 = More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 31 |2021-06- | Healthcare o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o A - -
7388 EU-EC- 17 Professional Non EEA %1;:;:5 Female [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009047033 n/a - Intramuscular])
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
31 |2021-06- |Healthcare 65-85 L L . " - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7389 EU-EC- 3 17 Professional Non EEA Vears Male |Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10009047030 n/a - Intramuscular])
[elick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- |Healthcare 65-85 . . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
390 puRc | 17 Professional | oM EEA  [yrears  [Male  |Upper gastrointestinal hacmorrhage (n/a - Fatal - Resullts in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009046959 n/a - Intramuscular])
Acute coronary syndrome (n/a - Unknown - Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal -
Elick or sca | : ™ Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chest pain (n/a - Unknown - |COVID-19 VACCINE ASTRAZENECA (CHADOX1
7391 21 2021-06- | Healthcare Non EEA 18-64 Female Other Medically Important Condition), Eyelid ptosis (n/a - Unknown - Other Medically Important Condition), Feelinghot ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | ZEd 17 Professional Years (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Unknown - Other Medically Important Condition), |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009046886 Hemianopia (n/a - Unknown - Other Medically Important Condition), Nausea (n/a - Unknown - Other Medically Important  |n/a - Intramuscular])
Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
Eick or soad | EIEAE COVID-19 VACCINE ASTRAZENECA (CHADOX1
ol 51 2021-06- | Healthcare 65-85 . . . . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7392 EUEC | 17 Professional Non EEA Vears Female |Concomitant disease progression (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009046812 n/a - Intramuscular])
- Abnormal precordial movement (n/a - Unknown - Other Medically Important Condition), Adverse event following
More immunisation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06-|Healthcare L - el - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7393 . Non EEA |than 85 (Male  |Agitation (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - Other Medically Important
EU-EC- 17 Professional v, diti it inability (n/a - Unkn her Medically I dition). Respi G /- Unkn (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009046709 ears Con tlon)f Gait inability (n/a - U known - Other dically Important Condition), spiratory stress (n/a - Us known - n/a - Intramuscular])
Other Medically Important Condition), Transplant rejection (n/a - Unknown - Other Medically Important Condition)

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

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=10009047298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009047033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009047030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009046959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009046886&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009046812&_xpt=1&_xf=pdf
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Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 781 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl))cal ICSR Form l(gate.wﬁ:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
F 2021-06- | Healthcare 65-85 o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
? - -
7394 EU-EC- L 17 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009046708 n/a - Intramuscular])
5021-06- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7395 EUEC. | X 17 Healthcare EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009046542 e Professional n/a - Intramuscular])
m ; Non 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7396 2021-06- Healthcare EEA 18-64 Female Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [/
EU-EC- ' 317 Professional Years Condition), Headache (n/a - Unknown - ), Photophobia (n/a - Unknown - ) wa-1 ul PP
10009046103 & 3 rofession: - n/a - Intramuscular])
Al (2021-06- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl
7397 EU-EC- 17 Professional EEA Years Female  |Cardiac arrest (n/a - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10009045038
COVID-19 VACCINE (AD26.COV2-S
Elick or sca | : . . . ) [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
5021-06- | Healthcare 65-85 Asthenia (Od - Fatal - Results in Death), Cerebral haemorrhage (0d - Fatal - Results in Death), Eye movement disorder | JANSSEN (AD26.00V2.9)] (S- COVID-19
7398 h . EEA Male |(0d- Fatal - Results in Death), Incontinence (0d - Fatal - Results in Death), Loss of consciousness (0d - Fatal - Results |; isation - licable - [n/a - 1{DF! -
EU-EC- B 17 Professional Years A . hel 1 X immunisation - Not applicable - [n/a - 1{DF}
10009045015 in Death), Shift to the left (Od— Fatal - Results in Death) Intramuscular]), [TICLOPIDINE] (S- Antiplate]et
therapy - Drug withdrawn - [n/a - n/a - Oral])
; Non
21 (2021-06- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S
7399 | e | 17 Eeallthgare | EEA Vears |Male |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - n/a - Intramusoular])
10009042613 F%3 rolessiona
[lick or scal | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-06- [Healthcare 65-85 o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
? R -
7400 EU-EC. |3 16 Professional Non EEA Years Male  [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009044825 ¥ig i n/a - Intramuscular])
O : Abdominal pain upper (n/a - Fatal - Results in Death, Life Threatening), Asthenia (n/a - Fatal - Results in Death),
Elick or scal |z i | Asthenia (n/a - Fatal - Results in Death, Life Threatening), Death (/a - Fatal - Results in Death, Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
5 A 2021-06- Healthcare 65-85 .. - . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
7401 . Non EEA Female |Important Condition), Decreased appetite (n/a - Fatal - Results in Death, Life Threatening), Fatigue (n/a - Fatal - Results . o
EU-EC- | ik 16 Professional Years . . . . - . : ) . p (CX-024414)] (S- COVID-19 immunisation -
10009044673/ 3 in Death, Life Threatening), Hypersomnia (n/a - Fatal - Results in Death, Life Threatening), Large intestine perforation Unknown - [Va - 1 {DF} - Intramuscular])
(n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition)
- COVID-19 MRNA VACCINE MODERNA (CX-
5021-06-|Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
7402 EU-EC- ] 16 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009043953 4 applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
B | ! COVID-19 MRNA VACCINE MODERNA (CX-
7403 p 41 (2021-06- Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Venous thrombosis (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- F i |16 Professional Years Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009043652 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=10009042613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009044825&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009044673&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009043953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009043652&_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
Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Decreased appetite (n/a - Fatal - Results in  |COVID-19 MRNA VACCINE MODERNA (CX-
Elickor scal | : Death), Eye movement disorder (/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Injection site pain |024414) [COVID-19 MRNA VACCINE MODERNA
7404 2021-06- | Healthcare Non EEA 18-64 Female (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nervousness (n/a - Fatal - Results in Death),  |(CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- P 16 Professional Years Pyrexia (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important applicable - [n/a - 1{DF} - Intramuscular - More in
10009043156 Condition), Seizure like phenomena (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - ICSR])
Fatal - Results in Death)
Elickor scal | : 1 COVID-19 MRNA VACCINE MODERNA (CX-
2l (2021-06- [Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7405 EUEC. |3 16 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009042827 i applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
2021-06-|Healthcare 65-85 Cardiopulmonary failure (n/a - Fatal - Results in Death, Other Medically Important Condition), General physical health |02 +14) [COVID-19 MRNA VACCINE MODERNA
7406 . Non EEA Female T . - . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 16 Professional Years deterioration (n/a - Fatal - Results in Death), Heart rate irregular (n/a - Fatal - Results in Death) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10009041192
ICSR])
Acute kidney injury (n/a - Unknown - Other Medically Important Condition), Acute respiratory distress syndrome (n/a - Fatal
ik orsad || - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 (n/a - Not
Non More Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 pneumonia ME ME
7407 | pupc %221_06_ Healthcare ~ |Non EEA  |than 85 |Male  |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal msationRﬁ)Ezozlligble N Fﬁ]tl]ng: %\)/[D—IQ
10009041167 Professional Years - Results in Death, Other Medically Important Condition), Lactic acidosis (n/a - Unknown - Other Medically Important PP
Condition), Vaccination failure (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically
Important Condition)
! COVID-19 MRNA VACCINE MODERNA (CX-
7408 i £ |2021-06- |Healthcare  |Non ggA [Not  |Not  |Gerebral haemorrhage foetal (1d - Fatal - Results in Death, Other Medically Important Condition), Foetal death (1d - Fatal [024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- B |16 Professional Specified Specified- Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009040713 applicable - [n/a - 1{DF} - Unknown])
klick or scal | :
2021-06-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
7409 EU-EC- | 78 16 Professional EEA Years Malg Dt {nfa - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10009040545/ ¢
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
7410 2021-06- |Healthcare EFA than 85 |Male Arrhythmia (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - Results in Death), Vomiting (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | iE 16 Professional Vears Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009040020 i n/a - n/aJ)
: ¥ 12021-06- [Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7411 EU-EC- 16 Professional EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) }nlmmlsatllﬂon - Not applicable - [1d - 1{DF} -
10009039831 ntramuscular)
ol e on
: i |2021-06- 65-85 ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - ) . S )
7412 EU-EC- 16 Eﬁ;ﬁfg Al EEA Years Male |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009039088
ik ||
2021-06- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
7413 BUEC. |3 16 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) Wa - [n/a - /a - n/a])
10009038972
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2021-06- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7414 . EEA Female |Cerebral artery occlusion (5d - Fatal - Results in Death), Cerebrovascular accident (5d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- | ZE8 16 Professional Years na- n/a))
10009038929 i B
COVID-19 VACCINE ASTRAZENECA (CHADOX1
7415 2021-06- | Healthcare Non EEA 18-64 Male Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal -~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- F 16 Professional Years Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009038904| - Not applicable - [n/a - n/a - Intramuscular])
Rlick orscad & 5021-06- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7416 ; Healthcare EEA Male  |Death (Od - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC | 16 |professional Years Not applicable - [1/a - .5m - Intramuscul
10009038898 rofessional - Not applicable - [n/a - . - Intramuscular])
Qr _scail "3
4 (2021-06- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
o A R -
7417 EU-EC- 16 Professional EEA Vears Male  [Dyspnoea (1d - Fatal - Results in Death) na - [n/a- /a - n/a])
10009038694/ &3
: 2021-06- | Healthcare 18-64 . COMIRNATY [TOZTN RAN] (- COVID-19
7418 EUEC |3 R 16 Professional EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) inltrnmlsatllﬁ)n]-) drug withdrawn - [n/a - 1{DF} -
10009038329 : nlramuseiar
Brain death (n/a - Fatal - Results in Death), Cerebral ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - ),
Elick or sca | £ Hemiparesis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intracranial pressure increased (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Non 18-64 Unknown - Caused/Prolonged Hospitalisation), Limb discomfort (n/a - Fatal - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7419 | puEc 16 Healthcare  [EEA Years |Mal€  [Hospitalisation), Muscle rigidity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Unknown (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10009038164 : Professional -), Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - - n/a - Intramuscular])
Results in Death, Caused/Prolonged Hospitalisation), Tenderness (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elickorscal F ; & More COMIRNATY [TOZINAMERAN] (S- COVID-19
7420 3 (2021-06- Healthcare EEA than 85 |Female Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary immunisation - Not applicable - [1d- 1 {DF} -
EU-EC- E. 16 Professional embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
Years Intramuscular])
10009038012;
: More
i | 2021-06- | Healthcare L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
7421 EU-EC- 16 Professional EEA glea:ISSS Male |Vaccination failure (4d - Fatal - Results in Death) immunisation - n/a - [22d - .6mL - Intramuscular])
10009038000
o |! C-reactive protein increased (n/a - Unknown - ), CSF glucose increased (n/a - Unknown - Other Medically Important
2021-06- Healthcare 18-64 Condition), Completed suicide (n/a - Fatal - Results in Death), Dizziness postural (n/a - Recovered/Resolved - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
7422 BU-EC- 16 Professional Non EEA Vears Male  [Hyperventilation (n/a - Unknown - ), Lip haemorrhage (n/a - Unknown - ), Mental disorder (n/a - Fatal - Results in Death, |immunisation - Not applicable - [n/a - n/a -
¥ Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - ), Tetany (n/a - Unknown - ), Tremor (n/a - Intramuscular])
10009037920
Recovered/Resolved - )
2021-06- Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
7423 BU-EC- 16 Healthcare EEA than 85 (Male  |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10009037750 Professional Years Intramuscular])
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: Non
7424 2021-06- ealthcare  |EEA 0585 g male |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- | ZEx 16 Professional Years n/a - [n/a - n/a - Intramuscular])
10009037559
: 5021-06- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
7425 : Healthcare EEA Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- | iE 16 Professional Years . st Not applicable - [/a - 1 {DF} - n/a])
10000037446 rofessional immunisation - Not applicable - [n/a - -n/a
Blick or sca | ;
24 (2021-06- [Healthcare 18-64 . . e COMIRNATY [TOZINAMERAN] (S- n/a - Not
7426 BUEC. | % 16 Professional EEA Vears Female |Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 3mL - Intramuscular])
10009037405
4 (2021-06- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl .
7427 EU-EC- 16 Professional EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - 1 {DF} - n/a])
10009037293
Elickcor scal - : Cardiac arrest (n/a - Fatal - Results in Death), Hypotonic-hyporesponsive episode (n/a - Fatal - Results in Death), Loss of] COMIRNATY CON RAIT[REJFIOR DI:SP:HERS[JE ON
7428 g [2021-06- Healthare EEA 18-64 Male  |consciousness (n/a - Fatal - Results in Death), Pulse abnormal (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - FORINJECTION COVID- 19 A VA
BU-EC- |3 16 Professional Years Results in Death = g Sesulls In Deatd), syneop (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10009037273 1 n/a - n/a- [n/a-n/a- Intramuscular])
B on
7429 202106~ yealtheare |EEA 6585 I\fale  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | ZE 16 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10009037106 22 !
o || | Anal sphincter atony (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dizziness (n/a - Fatal - Results in
2021-06- |Healthcare 18-64 Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7430 EU-EC- 16 Professional Non EEA Vears Male  |Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Musculoskeletal stiffness (n/a - immunisation - Not applicable - [1d - n/a -
[ 2 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vertigo (n/a - Fatal - Results in Death, Caused/Prolonged Intramuscular])
10009036981 B
Hospitalisation)
:
=1 (2021-06- Healthcare 65-85 S . COMIRNATY [TOZINAMERAN] (S- COVID-19
o A - - ) . .. .
7431 EU-EC |z 16 Professional Non EEA Years Female |Cardiac failure (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10009036866 i
o More . o )
7432 P 2021-06- | Healthcare Non EEA  |than 85 [Male Back pain (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Other Medically |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | :Ek 16 Professional Vears Important Condition), Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009036796
Rlickor scal | Non Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - Other Medically Important Condition), Headache (n/a - COVID-19 VA AST CA( X1
2021-06- 18-64 . - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7433 Healthcare Non EEA Female |Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Other CHADO .
EU-EC- ; 16 Professional Years Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) ( X1 NCOV-19)] (8- n/a - Not applicable - [n/a
10009036776, i > - n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
7434 2021-06- |Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | iE 16 Professional Years Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009036743 n/a - Intramuscular])
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SPIKEVAX [COVID-19 MRNA VACCINE
2021-06-|Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
5| puEc | A i3 |16 Professional |OMEEA  |yors  [Male  [Death (0d- Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10009036722 i Intramuscular])
A1 2021-06- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - ) )
7436 EU-ECG | :iE 16 Professional EEA Years Male | Death (n/a - Fatal - Results in Death Not applicable - [n/a - n/a - n/a))
10009036630 .
m ; : Non Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death  |COVID-19 MRNA VACCINE MODERNA (CX-
7437 ] 23 12021-06- Healthcare Non EEA Not Male (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Specified Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Unknown - Caused/Prolonged  |(CX-024414)] (S- COVID-19 immunisation - Not
10009036604 Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
or scaij COMIRNATY CONCENTRATE FOR DISPERSION
2021-06- | Healthcare 65-85 FOR INJECTION COVID-19 MRNA VACCINE
; ) ) .
T38| pupc | 16 Professional [0 Years |MVele  [Sudden death (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10009035983 n/a - n/a - [n/a - n/a - Intramuscular])
Elickor scal | & 2021-06- Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7439 : : EEA Female |Cerebral infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- | 16 Professional Years Wa - n/a])
10009035895 -va-na
: i i n/a - Fatal i her Medically I diti h (n/a - Fatal ’AXZEVRIA [COVID-19 VA( RAZENECA
4 19021-06- | Healthcare 18-64 Cardio-respiratory arrest ( a - Fatal - Results in Death Ot er ly Important Condition), Death (n/a - Fatal - \/ [CO 9 VACCINE AST / C.
7440 . Non EEA Male  |Results in Death, Other Medically Important Condition), Peripheral swelling (n/a - Fatal - Results in Death), Pumonary [(CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- 16 Professional Years - X - .
embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) - n/a - Intramuscular])
10009035894
o |
1 (2021-06- Healthcare 18-64 . ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - - X - -
74| pope | 16 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Sudden cardiac death (n/a - Fatal - Results in Death) - [n/a- /a - n/a])
10009035893
-
2021-06- Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - - X - -
7442 BU-EC. | & 16 Professional EEA Vears Male  [Pulmonary embolism (2d - Fatal - Results in Death), Thrombosis (2d - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10009035558
: i COMIRNATY CONCENTRATE FOR DISPERSION
7443 2021-06- |Healthcare EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Haematuria (n/a - Fatal - Results in Death), Hyporesponsive |FOR INJECTION COVID-19 MRNA VACCINE
EU-EC- 16 Professional Years to stimuli (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10009034916 n/a - n/a - [n/a - n/a - Intramuscular])
klick or scal |; :
7444 42021-06- | Healthcare Non EEA 18-64 Female Coma (1n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal - Results |[COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | % 16 Professional Years in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10009034740
WL 2021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7445 . EA than 85 |Female |Death (0d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 16 Professional
10009034706 Years Intramuscular])
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:
7446 il (2021-06- Healthcare Non EEA 65-85 Male Cardiac infection (n/a - Unknown - Other Medically Important Condition), Myocarditis (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | iF 16 Professional Years Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10009034440
lick or scal d 2021-06- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
7447 s : EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- E (16 Professional Years Intramuscular])
10009034127
gk or scal | -- COMIRNATY CONCENTRATE FOR DISPERSION
A (2021-06-|Healthcare 65-85 . e FOR INJECTION COVID-19 MRNA VACCINE
T ; } ) . ! } } .
7448 EU-EC- i P Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
10009034041 : n/a - n/a - [n/a - n/a - Intramuscular])
K Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (1d - Fatal - Results in
= |5 : Death, Other Medically Important Condition), Coronary artery disease (n/a - Fatal - Results in Death, Other Medically ME
7449 EU-EC- ] : %221_06_ Eﬁzﬁfg al EEA ?{Seﬁs Female |Important Condition), Death (0d - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (1d - Fatal - mﬁ:ﬁgg [l;l;;)_Z[IEa n/a- In]tr(asn;u(sxc?ﬂ\;[r%w
T Results in Death, Other Medically Important Condition), Vomiting (1d - Fatal - Results in Death, Other Medically
10009033619 ™)
Important Condition)
F Non More . .
7450 2021-06- Healthcare EEA than 85 [Male Mobility decreased (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - Results in Death), Red blood cell COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- “Ed 16 : sedimentation rate increased (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
Professional Years
10009033580
Non Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results in [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7451 2021-06- Healthcare EEA 18-64 Male Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- | ;B (16 Professional Years Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death,  |n/a]), [PARACETAMOL] (S- Body temperature
10009033547 Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) increased - n/a - [n/a - 500mg - n/a])
Klickcor sca |57 Non Cough (1wk - Unknown - ), Fibrosis (3vk - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Inflammation (3wk |yAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
¥ 12021-06- 65-85 - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia viral (3wk - Fatal - Results in Death CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
7452 | EU-EC- 16 Ere(?g;:ifrfal Non EEA Years Male Caused/Prolonged Hospitalisation), Pulmonary thrombosis (3wk - Fatal - Results in Death, Caused/Prolonged ﬁl/a - Intramuscular]) I [
10009033258 Hospitalisation, Other Medically Important Condition)
5021-06- Non Not Death (n/a - Fatal - Results in Death), Medication error (n/a - Fatal - Results in Death, Other Medically Important 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7453 EU-EC- ] 16 Healthcare EEA Specified Female |Condition), Product administered to patient of inappropriate age (n/a - Fatal - Results in Death, Other Medically Important |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
; Professional Condition) n/a - Intramuscular])
10009033112,
: % 202106 | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
. _06- : . _ _ . , fhat i - - i . s -
7454 EUEC. | & 16 Professional EEA than 85 [Female |Asymptomatic COVID-19 (0d - Fatal - Results in Death), Vaccination failure (0d - Fatal - Results in Death) immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
i Years
10009032013
:
More . . . . .. SPIKEVAX [COVID-19 MRNA VACCINE
7455 1 (2021-06- Healthqare EFA than 85 |Female Oxygen satm'atu?n decreased (0d - Fatal - Results in Death), Tachycardia (0d - Fatal - Results in Death), Vomiting (0d - MODERNA (CX-024414)] (S- n/a - n/a - [n/a - n/a -
EU-EC- P 16 Professional Fatal - Results in Death)
10009031675 Years wal)
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Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
7456 2021-06- |Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | <E 15 Professional Years Recovered/Not Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10009031325 i applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
2021-06-|Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
7457 : Non EEA |than 85 |Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | ;% 15 Professional . .
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10009030556
ICSR])
Blick-or sca | ; More
7458 2021-06- |Healthcare EEA than 85 |Female Decreased appetite (n/a - Fatal - Results in Death), Depressed mood (n/a - Fatal - Results in Death), Diarrhoea (1d - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 15 Professional v Recovered/Resolved - ) immunisation - Not applicable - [1d - n/a - n/a])
10009030364 ; cans
oLl 2021-06- | Healthcare More Condition aggravated (22d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nephrotic syndrome (22d - Fatal - |(COMIRNATY [TOZINAMERAN] (S - COVID-19
7459 EUEC. |3 o, 15 Professional EEA than 85 [Male  |Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (22d - Fatal - Results in Death, Caused/Prolonged immunisation - Drug withdrawn - [1d - n/a -
10009030222 . Years Hospitalisation) Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
-06- _ 024414) [COVID-19 MRNA VACCINE MODERNA
7460 | EU-EC- %(5)21 06 Eﬁzﬁfg al Non EEA ;ia?g Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10009029552 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Not Recovered/Not Resolved - ), Critical illness (n/a -
2021-06- | Healthcare 65-85 Not Recovered/Not Resolyed - Caused/Prolonged Hospitalisation), Gait disturbance (2d - Rfaco'vergd/Resolveq - ), Qenera] COMIRNATY [TOZINAMERAN] (S- COVID-19
7461 EU-FC- i 15 Professional EEA Vears Male |physical health deterioration (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hospitalisation (n/a - immunisation - 1/a - [n/a - 1 {DF} - n/a])
10009029522 ! Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation), Retching (n/a - Unknown - ), Vaccination failure (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation)
ElickCor scap |; More
7462 2021-06- |Healthcare Non EEA  |than 85 |Female Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Acute respiratory failure (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 15 Professional v Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Interstitial lung discase (n/a - Fatal - Results in Death) |immunisation - Not applicable - [n/a - n/a - n/a])
10009029186 cas
Body temperature abnormal (n/a - Not Recovered/Not Resolved - ), COVID-19 (n/a - Fatal - Results in Death
m b Caused/Prolonged Hospitalisation), Cough (n/a - Not Recovered/Not Resolved - ), General physical health deterioration (n/a -
7463 2021-06- Healthcare EEA 65-85 Male Not Recovered/Not Resolved - ), Hospitalisation (n/a - Not Recovered/Not Resolved - ), Oxygen saturation abnormal (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 15 Professional Years Not Recovered/Not Resolved - ), Oxygen saturation decreased (n/a - Not Recovered/Not Resolved - ), Oxygen therapy (n/a- |immunisation - n/a - [n/a - 1{DF} - n/a])
10009028572 Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ), SARS-CoV-2 test positive (n/a - Not
Recovered/Not Resolved - ), Vaccination failure (n/a - Not Recovered/Not Resolved - )
Elickcor scad | Heart injury (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 A VAI RN MO:D:HERN]E A (CX-
7464 2021-06-|Healthcare Non EEA 65-85 Female |Myocardial infarction (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 A VA MODERNA
EU-EC- g 15 Professional Years Condition) > ? (CX-024414)] (S- COVID-19 immunisation - Not
10009028352 applicable - [n/a - 1{DF} - Intramuscular])
i & 2021-06- | Healthcare More Atrial fibrillation (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (n/a - Unknown - Other |COMIRNATY [TOZINAMERAN] (S- COVID-19
7465 : . Non EEA  |than 85 [Female |Medically Important Condition), Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), |immunisation - Not applicable - [n/a - .3mL -
EU-EC- 15 Professional N . o
10009028274 Years Seizure (n/a - Unknown - Other Medically Important Condition) Intramuscular])
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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-
7466 F % (2021-06- Healthcare Non EEA 18-64 Male Condition aggravated (n/a - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 15 Professional Years Disease recurrence (n/a - Unknown - ), Gastritis (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009028209 applicable - [n/a - 1{DF} - Intramuscular])
: Non
42021-06- 65-85 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7467 BU-EC- 15 E:ji‘g;sciir;al Non EEA Vears Male  [Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
10009027497 i
klick or scal | =4
i 24 (2021-06- [Healthcare 18-64 . oo TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7468 EU-EC- | iF 15 Professional Non EEA Years Female |Foetal death (n/a - Fatal - Results in Death, CasedProlonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10009027482
Qr _scail
2021-06- Healthare 65-85 _ N COMIRNATY [ TOZINAMERAN] (S- COVID-19
7469 . EEA Female |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-ECG- | :iE 15 Professional Years Intramuscular])
10009027385/ &
Eickorsad ||
2021-06- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S
7470 EU-EC- 15 Professional EEA Years Male |Cardiac arrest (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10009027186,
More COMIRNATY [TOZINAMERAN] (S - COVID-19
271 2021-06- Healthcare EEA than 85 |Female ) . . . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- E(15 Professional R, Hypertension (7d - Not Recovered/Not Resolved - ), Meningorrhagia (1d - Fatal - Results in Death) Intramuseular]), ELIQUIS [APIXABAN] (S- Atrial
10009027165 fibrillation - Dose not changed - [n/a - 2{DF} - Oral])
7472 2021-06- Healthcare EEA 18-64 Female Deep vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - mﬁﬁgg [I:IrgzaINlicable } [1] d(—Sl_ {(gl)%”_]}lg
EU-EC- 15 Professional Years Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]) PP
10009027140 seuar
click or scarl
2021-06- | Healthcare 65-85 . o . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl
743 BUEC = o Ao Professional EEA Vears Female |Diabetes mellitus inadequate control (n/a - Fatal - Results in Death) immunisation - n/a - [1va - 2 {DF} - Intramuscular])
10009027127 i
klick or scal |;
2021-06- | Healthcare 65-85 s . . R COMIRNATY [TOZINAMERAN] (S- COVID-19
7474 EU-EC- 15 Professional EEA Vears Male  |Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - 1/a - [1Va - 2 {DF} - Intramuscular])
10009027110
2021-06- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
475 EU-EG- | 2B 15 Professional EEA Years Male | Acquired haemophilia (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10009027109
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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
2021-06- |Healthcare More Atrial thrombosis (n/a - Fatal - Results in Death), Embolism arterial (n/a - Fatal - Results in Death), Peripheral ischaemia G)MIRNATY [TOZINA.‘MERAN] (8- COVID-19
7476 . EEA than 85 (Male . I — immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 15 Professional Vears (n/a - Fatal - Results in Death) Intramuscular])
10009026967 ]
’
1 (2021-06-|Healthcare 18-64 . S . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - R - -
7477 EU-EC- S 15 Professional EEA Vears Male  |Ileus (2d - Fatal - Results in Death), Mesenteric vein thrombosis (2d - Fatal - Results in Death) Wa - [n/a - /a - n/a])
10009026880
Kk or scad | =4
21 (2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - R
7478 BU-EC. | 3 15 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) na - [/a - n/a - n/a])
10009026878
— I Non Adverse reaction (n/a - Unknown - ), Brain death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 VA AST NECA ( Xl
1 (2021-06- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7479 o Healthcare Non EEA Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important CHADO Unl
EU-EC- 3 |15 Professional Years Condition), Circulatory collapse (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (- n/a - own - [n/a -
10009026683 ? n/a - Intramuscular])
) 2021-06- | Healthcare 65-85 . . SPIKEVAX [COMD-19 A VA
7480 | LiEC £ R 15 Professional | EEA Vears |Male  |Pulmonary embolism (n/a - Fatal - Results in Death) nM/ODERNA (CX-024414)] (S-n/a-n/a - [n/a - n/a -
10009026362 ; a)
cors i 2021-06- | Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7481 h : EEA Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- | iEX, 15 Professional Years - S - Intr Jar])
10009026054 723 : amuseuar
7482 2021-06- |Healthcare Non EEA 65-85 Female Confusional state (n/a - Fatal - Results in Death), Delirium (n/a - Fatal - Results in Death), Pumonary embolism (n/a- |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | B 15 Professional Years Fatal - Results in Death), Urinary tract infection (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009025596| &
A 2021-06- Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . ol .
7483 | pupc | 15 Professional Non EEA t\?an 85 [Male  |Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10009025588 ; cars
T 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7484 EU-EC- | ZB 15 Professional Non EEA 21(1311 85 [Male  [Multiple organ dysfinction syndrome (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10009025580 cans
AXZ] RAZE]
7485 2021-06- |Healthcare EEA 18-64 Female Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), ?/C'I-IAIE(})/)%III%[CC.?\\/? 11;—)59(8\/_ Afr?mﬁiséﬁ({n n/a- [S/’:
EU-EC- 15 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death), Transient ischaemic attack (n/a - Fatal - Results in Death)
- n/a-n/al])
10009025303
: 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-06- : i i . ’ ) i i . - N
7486 EU-EC- ] 15 Professional EEA than 85 [Female |Dyspnoea (1h - Fatal - Results in Death), Sudden cardiac death (1h - Fatal - Results in Death) na - [n/a- /a - n/a])
10009025300 Years
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3 AXZE CCINE ASTRAZENE!
7487 A (2021-06- Healthcare EEA 18-64 Male Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), z/CHAD(\));/mlAI\I[%\\/{I B—ﬁg(sv_ AIrmmmisl:tSign n/a- [r?/l:
EU-EC- A 15 Professional Years Heparin-induced thrombocytopenia (n/a - Fatal - Results in Death) Wa - /a])
10009025299 &= B
2021-06-|Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7488 . EEA Female |Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- L (15 Professional Years na - n/a])
10009025123 ; Ta-ma
m ; W 5021-06-|Healthcare More COMIRNATY CONCENTRATE FOR DISPERSION
7489 BU-EC- 15 Professional EEA than 85 Female |Abdominal pain upper (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) FOR INJECTION [TOZINAMERAN] (S - COVID-19
10009024933 Years immunisation - Not applicable - [n/a - n/a - n/a])
oLl i 5021.06-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
7490 . EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- Edie 15 Professional v Int lar])
10009024927 ; cans nlramuseuiar
m F -. : More COMIRNATY CONCENTRATE FOR DISPERSION
7491 1 (2021-06-|Healthcare EEA than 85 |Female Chest pain (n/a - Fatal - Results in Death), Cold sweat (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in FOR INJECTION [TOZINAMERAN] (S- COVID-19
EU-EC- 15 Professional Death), Depressed level of consciousness (n/a - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death) . S .
Years immunisation - Not applicable - [n/a - n/a - n/a])
10009024872
: 2021-06- | Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7492 : : EEA than 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- Ek 15 Professional v Not applicable - [/a - 1{DF} - Int dar])
10009024871| 5 ears - Not applicable - [n/a - - Intramuscular
[lick or scal | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-06- |Healthcare 65-85 . NCOV-19) - SUSPENSION FOR INJECTION (S-
: - - ) . o .
7493 EU-EC- F 15 Professional EEA Years Mele  Death (n/a - Fatal - Results in Death COVID-19 immunisation - Not applicable - [n/a - n/a -
10009024790 n/a])
il 12021-06- |Healthcare 65-85 - o . - . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl .
7494 | e | E o Ao Professional Non EEA Vears Male  |Fibrin D dimer increased (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) isation - Not applicable - [n/a - /a - n/a])
10009024530
: More
i |2021-06- |Healthcare . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . S .
7495 EU-EC- ] R 15 Professional Non EEA glan 85 |Male  [Hypotension (n/a - Fatal - Results in Death), Hypothermia (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10009024528 ; cans
o) | MERAN]
7496 il 12021-06- | Healthcare Non EEA ?ﬁg;eg 5 |Female Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dehydration (n/a - Fatal - Results mﬁﬁgg [I:Ircft)zaINlicable -1 d(_SI;/S_)VIDlg
EU-EC- | ik 15 Professional in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) PP
y Years Intramuscular])
10009024523
More
il |2021-06- |Healthcare . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - -), - - . i .
7497 FUEC |3 15 Professional Non EEA  [than 85 |Female |Cough (n/a - Unknown - ), Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009024512 Years

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=10009025299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009025123&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009024933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009024927&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009024872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009024871&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009024790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009024530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009024528&_xpt=1&_xf=pdf
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More
il 12021-06- |Healthcare . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
7498 BU-EC- 0] 15 Professional Non EEA glan 85 |Female |Depressed level of consciousness (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
‘ears
10009024510
click or scarl : More
7499 2021-06- |Healthcare |\ ppa |han 85 Male  |Fall (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG- | B 3 (15 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10009024507
i |2021-06- |Healthcare 65-85 . . . P . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . S .
7500 EU-EC- | 15 Professional Non EEA Vears Male  |Faecal vomiting (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009024500
Qr scail - MERAN]
7501 il 12021-06- | Healthcare EEA 65-85 Male Pelvic venous thrombosis (n/a - Fatal - Results in Death), Renal vein thrombosis (n/a - Fatal - Results in Death), Vena mﬁﬁgg ggzalmlicable i} [28518__ gﬁ)l[_l)w
EU-EC- | iE 15 Professional Years cava thrombosis (n/a - Fatal - Results in Death) Tntramuscular]) PP ’
10009024152
Fickoran || o
7502 2021-06- Healthcare EEA 18-64 Male Cardiac arrest (3d - Fatal - Results in Death), Coma (3d - Fatal - Results in Death), Death (0d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- ; 15 . Years Death), Haemorrhage (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10009023747
Non
7503 2021-06- Healthcare EEA Not Male Death (n/a - Fatal - Results in Death), Illness (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 15 Professional Specified Death) immunisation - Not applicable - [n/a - n/a - n/a])
10009023745 rofession
lick or scal | : 2021-06- |Healthcare 65-85 Bacterial infection (n/a - Fatal - Results in Death), Cytomegalovirus viraemia (n/a - Fatal - Results in Death), General COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
7504 EU-EC- : 15 Professional EEA Vears Male  [physical health deterioration (n/a - Fatal - Results in Death), Idiopathic pulmonary fibrosis (n/a - Fatal - Results in a - Intramuscular])
10009022886 Death), Muscular weakness (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death)
i
i1 2021-06- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . S .
7505| puEC ZE |15 Professional EEA Years Male | Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009022764 ]
Biopsy soft tissue (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Brain compression (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Brain scan abnormal (n/a - Unknown - Results in Death
Caused/Prolonged Hospitalisation), Brain stem haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Brain stem syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral
- haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a -
2021-06-|Healthcare 18-64 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhage (n/a - Fatal - Results in Death, [CCOOV\I/IDSIQ 9\&%%]%%(%6%\%%] (s-
7506 EU-EC- 15 Professional Non EEA Years Female |Caused/Prolonged Hospitalisation), Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Immunisation - Not applicable - [n/a - n/é o
10009022582 Headuche (wa - Not RecoveredNot Resolved - Results in Death, Caused Prolonged Hospitalisation), Hemiplegia (w/a - Fatal | 1y PP
- Results in Death, Caused/Prolonged Hospitalisation), Pathology test (n/a - Unknown - Results in Death,
Caused/Prolonged Hospitalisation), Platelet count (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Platelet count decreased (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Seizure
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - Results
in Death, Caused/Prolonged Hospitalisation)
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o 2021-06- | Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
7507 : EEA Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - Not
EU-EC- *Ed: 15 Professional Years applicable - [n/a - .5mL - Intramuscular])
10009022348 pplicatie - Lva - .omL. -
More Abdominal pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - COVID-19 VA AST CCINE CAR( ZENE X1
7508 2021-06-|Healthcare o ppa |han 85 [Male  |Results in Death), Polyuria (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Rash (n/a - Fatal - INCOV-19) [COVID-19 VA AST CA
BUEC | |15 Professional Vears Remlcinpean) " > ' (CHADOXI NCOV-19)] (S - n/a - Unknown - [n/a -
10009022161 ] Results in Death) n/a - Intramuscular])
Elickorscad | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
7509 a1 2021-06- Healthcare EEA 18-64 Male Body temperature increased (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 15 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009022094 - Not applicable - [n/a - 1{DF} - n/a])
Qr scaij '-
% [2021-06- | Healthcare 65-85 ) N COMIRNATY [TOZINAMERAN] (S - COVID-19
7510 . EEA Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 3 15 Professional Years Intramuscular])
10009022046
7 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - Not
7511 EU-EC- 15 Professional EEA g];an 85 |Male  |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 3mL - Intramuscular])
10009021914 cans
Efick or sca |; 4 102106 |Healtheare 18-64 Aortic stenosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results TOZINAMERAN [TOZINAMERAN] (S - COVID-19
7512 o : Non EEA Female |[in Death), Diabetes mellitus (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death), Renal |. P -
EU-EC- 15 Professional Years - h - <. immunisation - Not applicable - [1d - n/a - n/a))
10009021841 failure (n/a - Fatal - Results in Death, Other Medically Important Condition)
i More
= (2021-06- Healthcare . . A . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl .
7513 EU-EC- i B | Professional Non EEA ;?an 85 |[Male  |Dyspnoea (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - /a - n/a])
& ears
10009021838 Sz
ElickCor scal |2 ; Non
7514 i 21 2021-06- Healthcare Non EEA 65-85 Female Apnoea (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Eating disorder (n/a - Unknown - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- B 15 : Years Other Medically Important Condition), Fluid intake reduced (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10009021835
w i A 2021-06- | Healthcare 65-85 Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Circulatory collapse (n/a - Fatal |(COMIRNATY [TOZINAMERAN] (S - COVID-19
7515 : . Non EEA Male |- Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other |immunisation - Not applicable - [1d- n/a -
EU-EC 15 Professional Years Medically Important Condition) Intramuscular])
10009021834 y Imp
: More
7516 2 (2021-06-|Healthcare Non EEA  |than 85 |Female Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- E 15 Professional v, in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
; ears
10009021809
BliciCorscal | =53 2001-06- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7517 BU-EC : 15 Healthcare EEA Y Male  |Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
| i Professional cars n/a - Intramuscular])
10009021070 EIEEE
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SPIKEVAX [COVID-19 MRNA VACCINE
2021-06-|Healthcare 18-64 . . . . MODERNA (CX-024414)] (S- COVID-19
: - - X - - . o ;
7518 EUEC | 15 Professional EEA Years Female [Asthenia (10d - Fatal - Results in Death), Fatigue (10d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .SmL -
10009020938| = Intramuscular])
2021-06- |Healthcare 65-85 . . . .. COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
7519 EU-EC- % 15 Professional EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) - n/a-n/a))
10009020559 et
o | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Not . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7520 BU-EC- 15 Ereai‘thciar; | Non EEA Specified Male  [Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
10009020372 olessiona - n/a - Intramuscular])
Klick or scal |5 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7521 |  EU-EC iy | 2021-06- Hea]thgare EEA 18-64 Female |Death (0d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
Sobd 2|15 Professional Years - Not applicable - [n/a - .5SmL - Intramuscular])
10009019823
Elick or scal |; : MRNA VACCINE
i (2021-06- |Healthcare 18-64 Cardiac arrest (0d - Fatal - Results in Death), Pulmonary embolism (0d - Fatal - Results in Death), Pulmonary infarction SPIKEVAX [COVID-19 A VA
7522 : EEA Female ! MODERNA (CX-024414)] (S- COVID-19
EU-EC- 15 Professional Years (0d - Fatal - Results in Death) . isation - n/a - f/a~ Sl - I i
10009018088 immunisation - n/a - [n/a - . - Intramuscular])
- COVID-19 VACCINE (AD26.COV2-S
2021-06-|Healthcare More [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
7523 : EEA than 85 |Female |Cardiac failure (1d- Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
EU-EC- o 2|15 Professional . A .
Years immunisation - Not applicable - [1d - .5mL -
10009017751
Intramuscular])
gk or scall | =3 COVID-19 VACCINE (AD26.COV2-S
: 2021-06- |Healthcare 18-64  |Not . . . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
: . - - X - - e
7524 BU-EC- 214 Professional EEA Years | Specified Cardiac arrest (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10009016961 T applicable - [n/a - n/a - Unknown])
Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea exertional |SPIKEVAX [COVID-19 MRNA VACCINE
7525 2021-06- |Healthcare EEA 65-85 Male (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Not MODERNA (CX-024414)] (S- COVID-19
EU-EC- | :H |14 Professional Years Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results {immunisation - Not applicable - [n/a - 1{DF} -
10009016327 i in Death, Caused/Prolonged Hospitalisation) Intramuscular])
o |
¥ (2021-06- | Healthcare 65-85 i . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S .
7526 EU-EC- |14 Professional EEA Years Male |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10009016250
b L Autoimmune pancytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
7527 b 21 (2021-06- |Healthcare EEA 65-85 Female Condition), Bone marrow failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG- | zEk |14 Professional Years Important Condition), Thrombocytosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically |immunisation - Not applicable - [1d - n/a - n/a])
10009016073 Important Condition)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009016073&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 794 of 1647

Primary
EV . Source . . . .
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Qualification Group Route])
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Purposes
SPIKEVAX [COVID-19 MRNA VACCINE
2021-06- |Healthcare 18-64 Cardio-respiratory arrest (1d - Fatal - Results in Death), Myocardial ischaemia (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
7528 | EU-EC- 14 Professional | EEA Years |Mle immunisation - Drug withdrawn - [1d - n/a -
10009015912 Intramuscular])
Or Sca Non COVID-19 VACCINE (AD26.COV2-S
7529 2021-06- Healthcare EFA 18-64 Male Akathisia (n/a - Fatal - Results in Death), Increased bronchial secretion (n/a - Fatal - Results in Death), Pyrexia (n/a - [RECOMBINANTT) JANSSEN [COVID-19 VACCINE
EU-EC- 14 Professonal Years Fatal - Results in Death), Restlessness (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S~ COVID-19
10009015875 immunisation - Not applicable - [1d - n/a - n/a])
Elick or scaf | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
] = (2021-06- [Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7530 puRc 214 Professional | "M EEA |y  [Female |Dizziness (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009015291 n/a - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
7531 al (2021-06- |Healthcare Non EEA 65-85 Female Acute myocardial infarction (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |14 Professional Years Pneumonia aspiration (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009015089 n/a - Intramuscular])
Elick or scall | =4 : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2021-06- 18-64 A . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
7532 e | E im E:a;thciars | EEA Vears Female |Post vaccination syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009014287 olessiona 1/a - Intramuscular])
- Asthenia (n/a - Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Balance
disorder (/a - Recovered/Resolved With Sequelac - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cercbral |0 vAD-19 VACCINE ASTRAZENECA (CHADOXI
2021-06-|Healthcare 18-64 . . . : . o S s NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7533 . Non EEA Male |infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Dizziness (n/a -
EU-EC- |z |14 Professional Years . - - I L (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009013983 Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Syncope (n/a - n/a - Intramuscular])
Recovered/Resolved With Sequelae - Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
Acute respiratory distress syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Unknown -
Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a |COVID-19 VACCINE ASTRAZENECA (CHADOX1
7534 2021-06- Healthcare Non EEA 18-64 Female |- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hyponatraemia (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |z |14 Professional Years Caused/Prolonged Hospitalisation), Hypophagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009013977 Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |n/a - Intramuscular])
Septic shock (n/a - Unknown - Caused/Prolonged Hospitalisation)
i B |0 1.06. | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7535 : : EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EG- | % |14 Professional Years Intr: ular])
10009012635 amuscuiar
» = e 2021-06- |Healthcare Not SPIKEVAX [COVID-19 A VA
7536 ; EEA .. [Male |Death (n/a- Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- |14 Professional Specified immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10009012581
: 2021-06- Non 65-85 Death (n/a - Fatal - Results in Death), Heart rate increased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7537 Healthcare EEA Male |, ? » YT — |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- |14 . Years in Death) .
10009012531 Professional - Not applicable - [1d - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009012531&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 795 of 1647

Primary
EV . Source . . . .
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
- [=]
i 0 |00 1.06. | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7538 : . EEA than 85 [Male |COVID-19 (13d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- | 2EE |14 Professional v Int lar])
10009012455 ears ntramuscular
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Healthcare Not . . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - - > - -
7539 EUEC. | im Professional Non EEA Specified Male  [Chills (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009011985 : n/a - Intramuscular])
m = 2021-06-|Healthcare 65-85 Asthenia (70d - Unknown - ), Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
7540 BU-EC- 14 Professional EEA Vears Female |Hospitalisation, Disabling, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Life Threatening, immunisation - Not applicable - [Ss - 1{DF} -
10009011783 : Caused/Prolonged Hospitalisation, Other Medically Important Condition), Type 2 diabetes mellitus (n/a - Unknown - ) Intramuscular - More in ICSR])
o= | ¥ COVID-19 VACCINE JANSSEN (AD26.COV2.5)
7541 B 4 |2021-06- |Healthcare  [Nop EEA |18-64  |Male . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |14 Professional Years Death (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10009011566 Intramuscular])
Angiogram cerebral abnormal (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Cerebral
endovascular aneurysm repair (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in Death),
- Cerebral mass effect (n/a - Fatal - Results in Death), Computerised tomogram head abnormal (n/a - Fatal - Results in CCINE SSEN
Death), Craniotomy (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Headache (n/a - Fatal - COVID-19 VA JAN (AD26.COV2.5)
2021-06- |Healthcare 18-64 X . - T —— . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
7542 : Non EEA Female |Results in Death), Intensive care (n/a - Fatal - Results in Death), Intracranial aneurysm (n/a - Fatal - Results in Death), s .
EU-EC- | iE 114 Professional Years Ischaerm K (n/a - Fatal . Labo, Fatal . bral Immunisation - Not applicable - [n/a - n/a -
10009011504 schaemic stroke (n/a - Fatal - Results in Death), ratory test (n/a - Fatal - Results in Death), Ruptured cerebral Tntramusscular])
aneurysm (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death), Subarachnoid haemorrhage (n/a -
Fatal - Results in Death), Vasospasm (n/a - Fatal - Results in Death), Ventricular cisternostomy (n/a - Fatal - Results in
Death)
2021-06-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7543 . EEA Male  |Death (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | 5 |14 Professional Years Tntramuscular])
10009011173 s
lick or scal 2021-06- |Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
7544 : EEA Male  [Sudden death (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- | iE |14 Professional Years [a - n/a - n/a])
10009010904
: W 12021-06. | Healtheare More Acute myocardial infarction (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
7545 EU-EC- : 14 Professional EEA than 85 (Male |Cerebrovascular accident (n/a - Fatal - Results in Death), Chest pain (n/a - Recovered/Resolved - Other Medically Important |- na - Intramuscular])
10009010800 Years Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
e 2021-06-|Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
7546 : EEA Female |Decreased appetite (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
EU-EC- 14 Professional Years
10009009984 [n/a-wa-n/a])
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2021-06-|Healthcare 65-85  |Not . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: . - - R - -
7547 EUEC. | % 14 Professional EEA Years |Specified Embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10009009941
- COVID-19 MRNA VACCINE MODERNA (CX-
Non . . . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
Vo= - - - > - -AICeSUINS 1N 2catln), - - > : feat
7548 2021-06 Healthcare Non EEA 65-85 Male Agemlg (n/a - Fatal - Results in Death), Anosmia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | iE 14 . Years Myalgia (n/a - Fatal - Results in Death) . .
1 Professional applicable - [n/a - 1{DF} - Intramuscular - More in
10009009901
ICSR])
Elickorscad | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
7549 3 (2021-06-|Healthcare Non EEA 65-85 Male Anosmia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 14 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10009009777 - n/a - Intramuscular])
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
ii (2021-06- Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
/ - -
7550 EU-EC- 14 Professional Non EEA Vears Female (Blood pressure increased (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009009457 n/a - Intramuscular])
Circulatory collapse (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Cough (n/a - Unknown - Other Medically Important Condition), Decreased appetite (n/a - Unknown -
or scail : ), Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically ME )
7551 % (2021-06- Healthcare EEA 65-85 Female Important Condition), Headache (n/a - Unknown - ), Pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged mﬁﬁiﬁ g(gzalmlicable 0 l]s(—sl {gg;ll_l)lg
EU-EC- | iE 14 Professional Years Hospitalisation, Other Medically Important Condition), Pseudomonas infection (n/a - Unknown - Life Threatening), Intramuscular - MoreI;rIl) ICSR])
10009009210 Respiratory failure (8d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Stress cardiomyopathy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
gk or scal | ; : COVID-19 VACCINE ASTRAZENECA (CHADOX1
7552 i (2021-06-|Healthcare Non EEA 65-85 Female Balance disorder (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death), Hyporesponsive to stimuli [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 14 Professional Years (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009009080 n/a - Intramuscular])
2021-06- |Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7553 . EEA than 85 |Female |Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-ECG- | ZE& 14 Professional v wal)
10009008964| = ' cars 4
- 2021-06- |Healthcare 65-85 oo COMIRNATY [TOZINAMERAN] (S - COVID-19
7554 : EEA Male  |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | ZiF 14 Professional Years Int ul
10009008939 ntramuscular])
7555 : 2021-06- |Healthcare EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- | iB, 14 Professional Years Results in Death) - n/a- n/a])
10009008933 |
Angina pectoris (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arthralgia (n/a - Fatal - Results in
Death), Chills (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in
: Death), Hyperpyrexia (n/a - Fatal - Results in Death), Injection site induration (n/a - Fatal - Results in Death), Injection |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
7556 i (2021-06-|Healthcare EEA 18-64 Male site inflammation (n/a - Fatal - Results in Death), Injection site pain (n/a - Fatal - Results in Death), Injection site [COMID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- |z 14 Professional Years warmth (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 immunisation - Not applicable - [n/a -
10009008785 Hospitalisation), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - |1 {DF} - n/a])
Results in Death), Palpitations (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation)
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# BU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
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BlickCor scal More .
4% 2021-06- Healthcare EEA than 85 |Female COMIRNATY [TOZINAMERAN] (S - Immunisation -
7557|  EU-EC- 5 |14 Professional Years Death (n/a - Fatal - Results in Death) n/a- [n/a - n/a - n/a])
10009008524
Cough (n/a - Not Recovered/Not Resolved - ), Decreased appetite (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not
- : Recovered/Not Resolved - ), Hypotension (n/a - Unknown - ), Nasopharyngitis (n/a - Not Recovered/Not Resolved - ),
7558 | bupc ;) %221-06- E:(?g;si?)rgal EEA ?{zﬁ: Female |Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (1d - Recovered/Resolved - ), SARS-CoV-2 test mﬁgﬁgﬁ ggZaINﬁg:gﬁn]/S ;/(elx?\r:l/]a?]-)w
positive (n/a - Fatal - Results in Death), Sputum retention (n/a - Not Recovered/Not Resolved - ), Vaccination failure (n/a - PP
10009008207 .
Fatal - Results in Death)
Elickor scall | = . More COVID-19 VACCINE ASTRAZENECA (CHADOX1
7559 2 (2021-06- Healthcare Non EEA  |than 85 |Female Abdominal pain (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | zE% 14 Professional Vears Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009008070 n/a - Intramuscular])
COVID-19 VACCINE JANSSEN (AD26.COV2.S)
1 2021-06- |Healthcare 65-85 L . . e [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
7560 EU-EC- 14 Professional EEA Vears Female |Intestinal ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Tmmunisation - Not applicable - [n/a - n/a -
10009007544 Unknown])
3 More . S . . . SPIKEVAX [COVID-19 MRNA VACCINE
- - - - ¢l - - £
7561 2021-06 Hea]thqare EEA than 85 |Female Atnal ﬁbnllatlon (n/a - Fatal R?sults in Death), Cerebral artery thrombosis (n/a - Fatal - Results in Death), Cerebral MODERNA (CX-024414)] (S- n/a - n/a - [1d- n/a -
EU-EC- 14 Professional Vears infarction (n/a - Fatal - Results in Death) Tntramuscular])
10009007497
: : COVID-19 VACCINE ASTRAZENECA (CHADOX1
41 |2021-06- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - 8 - =) - - Unl
7562 EU-FC- A Professional Non EEA Vears Male  |Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Myalgia (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10009007444 n/a - Intramuscular])
m ; .' Bradycardia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-06- | Healthcare 18-64 X . - > T R ... [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7563 o . Non EEA Male  [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Tachypnoea (n/a - Fatal - Results in Death, Life
EU-EC- 14 Professional Years Threatening, Ca rolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009007281 g Caued’ P 1/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
7564 i [2021-06-|Healthcare Non EEA 65-85 Female Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 14 Professional Years Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009007058 1/a - Intramuscular])
2021-06- |Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7565 . EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-ECG- | zH, 14 Professional Years
10009006111 -n/a-niaj)
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% WVID-19 (n/a - Fatal i used/Prol Hospitalisati WVID-1 ia (n/a - Fatal MIRNATY [TOZINAME VID-1
 19021-06- | Healthcare 65-85 (€9) 9 (n/a - Fatal - Results in Death Ca rolonged ospit: isation), CO! 9 pneumonia (n/a - Fatal - Results CO NA [TO: \ RAN] (S- CO 9
7566 BU-EC. | 3 14 Professional EEA Years Female |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
10009006059 Hospitalisation), Vaccination failure (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
A (2021-06- Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
7567 EU-EC- 2 b (4 Professional Non EEA Vears Female [Abdominal pain upper (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009005204 n/a - Intramuscular])
Elickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 [2021-06- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7568 EU-EC- 14 Professional Non EEA Vears Female |Cough (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009005097 n/a - Intramuscular])
or scaij : COVID-19 VACCINE ASTRAZENECA (CHADOX1
A |2021-06- | Healthcare 18-64 ] . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
/ - -
7569 | puEC | B (1, Professional Non EEA Vears Female |Type 2 diabetes mellitus (1/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009005095 n/a - Intramuscular])
Rlick or scal | Non Aspiration (n/a - Fatal - Results in Death, Other Medically Important Condition), Haematemesis (n/a - Fatal - Results in COVID- 19 VACUINE ASTRAZENECA.(CHADOX1
7570 2021-06- | fealthcare  |EEA 18-64 I\ fle  |Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 13 Professional Years mi ) > - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009003352 rofessiona ndtion 1/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
7571 2021-06-|Healthcare Non EEA Not Not Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Platelet count decreased (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 13 Professional Specified Specified Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10009003351 - n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
smad) 12021-06- | Healthcare 65-85 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7572 | EU-EC- X |13 Professional |Non EEA  |Years |Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10009002908 n/a - Intramuscular])
2021-06-|Healthcare 65-85 Ast_henla (5d - Fatal - Results in Death), Cough (5d - Fatal - Results in Death), Death (0d - Fa_ltal - Results in Death), |VAXZEVRIA [COVID-19 VACCINE ASFRAZENECA
7573 : EEA Female |Fatigue (2d - Fatal - Results in Death), Gait disturbance (5d - Fatal - Results in Death), Pyrexia (5d - Fatal - Results in  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | Bk, 12 Professional Years Death Not applicable - [1d - .SmL - Int )
10009001399 eath) - Not applicable - [1d- . - Intramuscular
Elickor scal | : Non COVID-19 MRNA VACCINE MODERNA (CX-
7574 3 2021-06- Healthcare Non EEA 65-85 Male Ageusia (n/a - Recovering/Resolving - ), Anosmia (n/a - Recovering/Resolving - ), Chills (n/a - Recovering/Resolving - ), Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain (n/a - Recovering/Resolving - ) (CX-024414)] (S- COVID-19 immunisation - Not
10009001171 applicable - [n/a - 1{DF} - Intramuscular])
Eick or scal | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 231 |2021-06-| Healthcare Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
55| puEC |7 3 12 Professional |"OM EEA  |q o ifieq™Male  |Death (1d- Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009001128 i n/a - n/aJ)
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Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
7576 FUEC | B 12 Erea%thciarga] Non EEA Years Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009000729 ; ofessio n/a - n/a))
- — Deep vein thrombosis (3d - Fatal - Results in Death), Peripheral artery thrombosis (n/a - Unknown - Results in Death), COVID-19 VA AST INECA ( XI
2021-06- Healthcare 65-85 b . . - : N NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7577 . Non EEA Male |Peripheral ischaemia (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Unknown - Results in Death), . .
EU-ECG- | ZBE 12 Professional Years Thrombocytopenia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009000598 P - Not applicable - [1d - n/a - n/a])
gk or scall | ; Non Deep vein thrombosis (n/a - Unknown - Results in Death, Other Medically Important Condition), Headache (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
7578 2021-06- Healthcare Non EEA 65-85 Female Unknown - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - Results in Death, Other |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 12 Professional Years Medically Important Condition), Pain in extremity (n/a - Unknown - Results in Death, Other Medically Important (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10009000579: Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) - Not applicable - [n/a - n/a - n/a])
or scaij Cerebral haematoma (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Migraine (n/a - Unknown - COVID-19 VA AST INECA ( X
2021-06- |Healthcare 18-64 . PWRTIY] - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7579 . Non EEA Female [Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death CHADO . .
EUEC | 2 12 Professional Years Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (S- COVID-19 immunisation
10009000566 i i E—— - Not applicable - [1d - n/a - n/a])
[etick or scad |: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - -
7580 EU-EC- 1 12 Eea}thqare | Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10009000307 rolessiona n/a - n/a))
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 12021-06- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7581 BU-EC. | 12 Ereai‘thciar;a] Non EEA Specified Male  [Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10009000272 ofessio n/a - n/a))
Elickor scal | - COVID-19 VACCINE ASTRAZENECA (CHADOXI
2% [2021-06- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
82| puEC %12 [Professional | NCMEEA ey [Male  |Death (n/a- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [r/a -
10008999317 n/a - n/aJ)
: i COVID-19 VACCINE ASTRAZENECA (CHADOX1
A% [2021-06- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7583 puRC 12 Professional | oM EEA |y ars  [Female [Death (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008999301 ; n/a - n/aJ)
: i COVID-19 VACCINE ASTRAZENECA (CHADOX1
7584 ar |2021-06- |Healthcare Non EEA 18-64 Male Acute myocardial infarction (1d - Fatal - Results in Death), Pulseless electrical activity (n/a - Unknown - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o (12 Professional Years Death), Ventricular tachycardia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008998877 ; - n/a - n/aJ)
Anal incontinence (n/a - Unknown - Results in Death, Other Medically Important Condition), Cardiac failure chronic (n/a - CCINE RAZENE CHADO
Elickcor scal More Fatal - Results in Death, Other Medically Important Condition), Facial paralysis (n/a - Recovered/Resolved - Results in COVID-19 VA AST CA( X1
2021-06- Healthcare - . . . . h NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7585 EU-FC- : 12 Professional Non EEA  [than 85 |Female |Death, Other Medically Important Condition), Facial paresis (n/a - Unknown - Results in Death, Other Medically (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008998873 b7t Years Important Condition), Lethargy (n/a - Unknown - Results in Death, Other Medically Important Condition), Unresponsive |* Wa - /al]) PP
to stimuli (1d - Recovered/Resolved With Sequelae - Results in Death, Other Medically Important Condition)
: Non Atrial fibrillation (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening), Brain injury (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX1
7586 =i (2021-06- Healthcare  [Non EEA 65-85 Female Results in Death, Life Threatening), Headache (2d - Recovered/Resolved - Results in Death, Life Threatening), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3112 Professional Years Myocardial infarction (1d - Not Recovered/Not Resolved - Results in Death, Life Threatening), Pumonary embolism (n/a - |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008998860 1 Not Recovered/Not Resolved - Results in Death, Life Threatening) - 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=10009000598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009000579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009000566&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009000307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009000272&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008999317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008999301&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008998877&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008998873&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008998860&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

7587

EU-ECG-
10008998697

2 12021-06-

12

Non
Healthcare
Professional

Non EEA

18-64
Years

Male

Brain injury (n/a - Not Recovered/Not Resolved - Results in Death), Cytotoxic oedema (n/a - Unknown - Results in
Death), Epistaxis (n/a - Unknown - Results in Death), Haemodynamic instability (n/a - Unknown - Results in Death),
Headache (n/a - Unknown - Results in Death), Hydrocephalus (n/a - Unknown - Results in Death), Pneumonia aspiration
(n/a - Fatal - Results in Death), Pupil fixed (n/a - Unknown - Results in Death), Pyrexia (n/a - Unknown - Results in
Death), Renal impairment (n/a - Unknown - Results in Death), Seizure (n/a - Unknown - Results in Death), Subarachnoid
haemorrhage (n/a - Unknown - Results in Death), Ventricular fibrillation (n/a - Not Recovered/Not Resolved - Results in
Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
- n/a- n/a])

7588

Elick or scal |;

EU-EC-

10008998038|

2 [2021-06-
3 (12

Healthcare
Professional

Non EEA

Not
Specified

Female

Death (n/a - Fatal - Results in Death), Oral candidiasis (n/a - Unknown - Results in Death), Oral pain (n/a - Unknown -
Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -

n/a - n/al)

7589

Klick or scal | =8

EU-EC-

10008998024 &

3 [2021-06-
2 |12

Healthcare
Professional

Non EEA

18-64
Years

Female

Apnoea (n/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Cerebral venous thrombosis (n/a - Unknown - 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),
Fatigue (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Feeling abnormal (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Haemorrhage intracranial (n/a - Fatal - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Intracranial pressure increased (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Loss of consciousness (n/a - Unknown - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Platelet count
decreased (10d - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Prothrombin level increased (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pupil fixed (n/a -
Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved - 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)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [n/a - n/a - Parenteral])

7590

EU-EC-
10008998012

T 12021-06-

12

Non
Healthcare
Professional

Non EEA

65-85
Years

Male

Arthralgia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ascites (n/a - Unknown
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Blood bilirubin increased (n/a - Unknown -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), C-reactive protein increased (n/a - Unknown -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Headache (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Hyperplasia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Jaundice (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Joint swelling (n/a - Unknown - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation), Lower respiratory tract infection (n/a - Unknown - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Myalgia (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Neck pain (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Nephropathy (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Neutrophil count increased (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Pericardial effusion (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Peripheral
swelling (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pleural effusion (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Rash (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Renal infarct (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Splinter haemorrhages (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Vaccination complication (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Vasculitis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - 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=10008998697&_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
; Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Multiple organ dysfunction syndrome (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-06- | Healthcare 18-64 X . ; . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7591 . Non EEA Male  [Results in Death), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death), Thrombosis (n/a - Not .
EU-EC- 3 112 Professional Years . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
Recovered/Not Resolved - Results in Death)
10008997785 - n/a - n/aJ)
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-06- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
7592 EUEC |y || E:ji‘g;sciir;a] Non EEA Vears Female [Haemorrhage intracranial (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008997687 n/a - n/aJ)
Blicicorscal |35 . Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
7503 ; 2021-06- Healthcare Non EEA Not Female Intestinal infarction (n/a - Unknown - Results in Death), Intestinal ischaemia (n/a - Unknown - Results in Death), Renal [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e |12 : Specified infarct (n/a - Fatal - Results in Death), Splenic infarction (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
. Professional
10008997666 - n/a))
click or scarl 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 2021-06-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
% R - Unkn
7594 EU-EC- 2 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10008997588 n/a - n/aJ)
Elick or scal | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 2021-06- |Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7595 EuEC 12 Professional | oM EEA - [yars  [Male  |Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008997553 ; n/a - n/aJ)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
7506 et (2021-06- |Healthcare Non EEA 65-85 Male Malaise (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (17d - Fatal - Results in Death, - Not applicable - [1d - n/a - n/a]), COVID-19
EU-EC- e (12 Professional Years Caused/Prolonged Hospitalisation) 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)
10008997163 ; [COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19)] (S- COVID-19 immunisation - Not
applicable - [n/a - n/a - n/a])
Eickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
7597 4 2021-06- Healthcare Non EEA  [65-85  |Female . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (12 Professional Years COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008997160 n/a - n/aJ)
Elick or scal | = ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-06- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7598 EU-EC- 12 Ereallvthciars | Non EEA Vears Female |Sudden death (n/a - Fatal - Results in Death (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10008996779 olessiona n/a - n/a))
Abdominal pain (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chest pain (n/a -
Recovered/Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results
a in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haematemesis (n/a - Unknown - Results in Death, Life CCINE RAZE CHADO
or scaij 5, Threatening, Caused/Prolonged Hospitalisation), Myocarditis (n/a - Unknown - Results in Death, Life Threatening, COVID-19 VA AST INECA ( Xl
%! [2021-06- |Healthcare 18-64 oo : . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7599 X . Non EEA Female |Caused/Prolonged Hospitalisation), Portal vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life . o
EU-EC- x (12 Professional Years Thr ine. Caused/Prol Hospitalisation). Rectal h haoe (n/a - Unkn " Life Thr . |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008996627 ] eatening, 10 opgefi ospitalisation), al haemorr] age (n/a - own - Results in Death, Life Threatening, |* Not applicable - [1va - n/a - n/a])
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Visceral venous thrombosis (n/a - Unknown - Results in Death, Life Threatening,
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=10008997163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008997160&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008996779&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008996627&_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
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-06-|Healthcare 18-64 L . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7600 BU-EC- 1 WP Professional Non EEA Years Male  [Myocardial ischaemia (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008996561 ; - n/a - n/aJ)
klick or scar Chills (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - ), Malaise (n/a - Unknown - )
- _ . - = 5 - =) = =) - =) -
7601 2021-06 Hea]thc-are EEA 65-85 Male  |Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Septic shock (n/a - Fatal - Results COMIRNATY [TOZINMRAN] (S- COVID-19
EU-EC- 12 Professional Years in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008996229 in Death)
m = 5 Non COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cholecystitis (n/a - Fatal - Results in
7602 2021-06- Healthcare EEA 65-85 Male Death), Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional Years Hyperhidrosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged immunisation - Not applicable - [n/a - n/a - n/a])
10008996182 Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death)
Qr_scal Y
 (2021-06-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
) : Aden - - ) . S
7603 EU-EC- o (12 Professional EEA Years Male ocarcinoma (n/a - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008995563 ;
Elickcor scal F % 15021-06- Non 65-85 Bronchitis (16d - Fatal - Results in Death), Cardiac failure (16d - Fatal - Results in Death), Dyspnoea (16d - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
7604 Healthcare EEA Male  |Results in Death), Haemoglobin increased (16d - Fatal - Results in Death), Polycythaemia (16d - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
EU-EC 12 Professional Years Death) immunisation - n/a - [n/a - .SmL - Intramuscular])
10008995283 rofessional ea immunisation - n/a - [n/a - . - Intramuscular
.z More
7605 ka1 2021-06- Healthcare EEA than 85 |Female Cough (14d - Fatal - Results in Death), Dyspnoea (14d - Fatal - Results in Death), Pyrexia (14d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- e |12 Professional v, Death), SARS-CoV-2 test positive (14d - Fatal - Results in Death), Vaccination failure (14d - Fatal - Results in Death) |immunisation - n/a - [n/a - .3mL - Intramuscular])
10008993041 ' cars
2021-06- | Healthcare 65-85 o . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
7606 EU-EC- 2 Professional EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008992491
: % 12021-06-|Healtheare 18-64 Carotid artery thrombosis (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pancreatitis acute (4d- Fatal - | Vil VRIA [COVID-19 VACCINE ASTRAZENECA
7607 o, . EEA Female . T (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 11 Professional Years Results in Death, Caused/Prolonged Hospitalisation) .
- Not applicable - [1d - 1{DF} - n/a])
10008994031
Bl COVID-19 VACCINE ASTRAZENECA (CHADOXI
7608 2021-06-|Healthcare Non EEA 65-85 Female Cerebral thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- y |11 Professional Years Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008993938 - n/a - Intramuscular])
Elickorscad | 7 02106 altheare L6d O?,e(;zbrellzl ?la’ier}l; throlrtnbf)sii)@03l - ?::coveringl/Resolv]i{ng - .tCall'lsefl'/Prolgngtlad Holslp;:glisz;ionl){,;schagnﬁc cere]b{al infarction VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7609 : : EEA Female |(C0d- Fatal - Results in Death, CassedProlonged Hospitalisation), Pyelonephritis (n/a - Recovering/Resolving - (CHADOXI NCOV-19)] (S- COVID-19 immunisation
EU-EC- (11 Professional Years Caused/Prolonged Hospitalisation) - Not applicable - [1d- 1{DF} - n/a])
10008993645 PP
o 2021-06- Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S COVID-19
7610 . EA Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1{DF} -
EU-EC- 11 Professional Years
10008993531 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=10008996561&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008996229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008996182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008995563&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008995283&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008993041&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008992491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008994031&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008993938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008993645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008993531&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 803 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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: ; AXZE OCINE ASTRAZENE
f2021-06- Non 18-64 Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - V. VRIA [COVID-19 VA ASF . .CA
7611 Healthcare Non EEA Male . - - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 11 . Years Results in Death, Other Medically Important Condition)
Professional - Unknown - [1d - n/a - Intramuscular])
10008992670
SPIKEVAX [COVID-19 MRNA VACCINE
2021-06- | Healthcare 65-85 o . . MODERNA (CX-024414)] (S- COVID-19
; - - X - - , - - . o ;
7612 BU-EC- 1 Professional Non EEA Vears Female |Cardiac failure (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1 {DF} -
10008992187 Intramuscular])
Rlick or scad More Asthenia (16d - Fatal - Results in Death), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 3 ™y . PRI . 024414) [COVID-19 MRNA VACCINE MODERNA
7613 : Non EEA |[than 85 (Male  |Medically Important Condition), Fall (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (16d - . L
EU-EC- £y 11 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008991751 sesulls in Dealh, ged Hosp applicable - [n/a - 1 {DF} - Intramuscular])
or scaij 3 More SPIKEVAX [COVID-19 MRNA VACCINE
7614 2021-06- Healthcare |y g fihan 85 |Female |Death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- |11 Professional Vears immunisation - Not applicable - [n/a - 1{DF} -
10008990862 | ; Intramuscular])
7615 a: |2021-06- Healthcare EEA 65-85 Male Apraxia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebral infarction (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- x (11 Professional Years Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)  |immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008990791
R on
7616 X 2021-06- | pealthcare  |[EEA 6585 |pemale |Cercbrovascular accident (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- e |11 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008990762 ; !
Elickcor scal 3 2021-06- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7617 ) : EEA Male |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Localised oedema (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 1 Professional Years - Not applicable - [1d- 1{DF} - Intramuscular])
10008990029 PP
Elick or scal | 1 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-06- (Healthcare . . . I NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7618 EU-EC- 1) Professional EEA ?:;I:ES Female [Atypical pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008990000 - Not applicable - [1d - 1{DF} - Intramuscular])
S £ 12021-06- Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
7619 . EEA Male  [Sudden death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 11 Professional Years - Not applicable - [1d - 1{DF} - Intr ular])
10008989990 ot applicable amusear
; ¥ 12021-06-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7620 . EEA Male  [Henoch-Schonlein purpura (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 11 Professional Years
10008989975 Unknovn])
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Country
for
Regulatory
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Age
Group

Patient
Sex

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

7621

kol ||

EU-EC-

10008989911

2 12021-06-

11

Healthcare
Professional

EEA

18-64
Years

Male

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

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Drug withdrawn - [n/a - 1{DF} -
Intramuscular]), [AMOXICILLIN TRIHYDRATE,
CLAVULANIC ACID] (S- Peritonitis - Drug
withdrawn - [1d - 2{DF} - Intravenous (not otherwise
specified)]), [[IOMEPROL] (S - Peritonitis - Drug
withdrawn - [n/a - 90mg - Intravenous (not otherwise
specified)]), [KET AMINE, KETAMINE
HYDROCHLORIDE] (S - Induction of anaesthesia -
Drug withdrawn - [n/a - 50mg - Intravenous (not
otherwise specified)]), [PARACETAMOL] (S-
Peritonitis - Drug withdrawn - [1d - 2{DF} -
Intravenous (not otherwise specified)]),
[PHLOROGLUCINOL, PHLOROGLUCINOL
DIHYDRATE] (S- Peritonitis - Drug withdrawn - [n/a
- 80mg - Intravenous (not otherwise specified)]),
[PROPOFOL] (S- Induction of anaesthesia - Drug
withdrawn - [n/a - 400mg - Intravenous (not otherwise
specified)]), [ROCURONIUM BROMIDE] (S-
Endotracheal intubation - Drug withdrawn - [n/a -
50mg - Intravenous (not otherwise specified)]),
[SUFENTANIL, SUFENTANIL CITRATE] (S-
Induction of anaesthesia - Drug withdrawn - [n/a - 20ug|
- Intravenous (not otherwise specified)]),
[SUXAMETHONIUM, SUXAMETHONIUM
CHLORIDE, SUXAMETHONIUM CHLORIDE
DIHYDRATE, SUXAMETHONIUM IODIDE] (S-
Endotracheal intubation - Drug withdrawn - [n/a -
100mg - Intravenous (not otherwise specified)])

7622

o |

EU-EC-
10008989890

3L 2021-06-

11

Healthcare
Professional

EEA

18-64
Years

Male

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

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - n/a - [n/a - 1{DF} - Intramuscular])

7623

EU-EC-

10008989889 ;

2E 2021-06-

11

Healthcare
Professional

EEA

More
than 85
Years

Male

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

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular])

7624

EU-EC-
10008989877

a3l 2021-06-
ey 1]

Healthcare
Professional

EEA

65-85
Years

Male

Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} - n/a])

7625

s |

EU-EC-
10008989784

P 12021-06-

11

Healthcare
Professional

EEA

18-64
Years

Female

Acute myocardial infarction (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - 1 {DF} -
Intramuscular]), [ANHYDROUS
CYCLOPHOSPHAMIDE, CYCLOPHOSPHAMIDE,
CYCLOPHOSPHAMIDE MONOHYDRATE] (S-n/a -
n/a - [n/a - n/a - n/a]), [EPIRUBICIN, EPIRUBICIN
HYDROCHLORIDE] (S- n/a - n/a - [/a - n/a - n/aJ)

7626

Elickor scal |3

EU-EC-
10008989783

: (2021-06-

11

Healthcare
Professional

EEA

More
than 85
Years

Female

Malaise (1d - Fatal - Results in Death

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Drug withdrawn - [1d - 1{DF} -
Intramuscular])
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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 VACCINE ASTRAZENECA (CHADOX1
" [2021-06-|Healthcare 65-85 . . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7627 EU-EC- 11 Professional EEA Vears Male  [Deep vein thrombosis (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008989780 - Drug withdrawn - [1d - 1{DF} - n/a])
click or scai 5021.06. | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7628 1 . EEA Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- x (11 Professional Years Int dar])
10008989745 ' niramuseuar
Rlick or scal F 3 Cerebellar haematoma (1d - Fatal - Results in Death), Cerebral venous thrombosis (1d - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 18-64 C " . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7629 0| : EEA Female |Disseminated intravascular coagulation (1d - Fatal - Results in Death), Portal vein thrombosis (1d - Fatal - Results in . o
EU-EC g (11 Professional Years Death), Pulmonary embolism (1d - Fatal - Results in Death), Thrombocytopenia (5d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008989744 = ? —— - Not applicable - [1d - 1{DF} - Intramuscular])
Qr_scal =
& [2021-06-|Healthcare 65-85 N . COMIRNATY [TOZINAMERAN] (S- COVID-19
) : - - ) . S
7630 EU-EC- |11 Professional EEA Years Male | Cardiogenic shock (n/a - Fatal - Results in Death immunisation - n/a - [1d - 1{DF} - Intramuscular])
10008989743 ;
: = 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7631 o, e : Non EEA  |than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) . N h B
EU-EC- 11 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
10008988228 cans
S 2021-06-|Healthcare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
7632 : EEA Male  [Syncope (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- 11 Professional Years a - Intramuscuar])
10008987970 B
ElickCor scal Non
7633 £ [2021-06- Healthcare EEA Not Male Cardiac failure (1mo - Fatal - Results in Death), Dysuria (1mo - Fatal - Results in Death), Oedema (1mo - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 2 |11 Professional Specified in Death) n/a - [n/a - n/a - Intramuscular])
10008986887 ' rolessiona
k i More Cognitive disorder (n/a - Not Recovered/Not Resolved - ), Condition aggravated (n/a - Not Recovered/Not Resolved - Other
7634 2 12021-06- |Healthcare EEA than 85 |Female Medically Important Condition), Dysphagia (n/a - Not Recovered/Not Resolved - ), Gait disturbance (n/a - Not Recovered/Not [COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- x (11 Professional v, Resolved - ), Hallucination (n/a - Unknown - ), Mutism (n/a - Not Recovered/Not Resolved - ), Vascular parkinsonism (n/a-  [immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008986587 cars Fatal - Results in Death, Other Medically Important Condition)
= e COVID-19 VACCINE ASTRAZENECA (CHADOX1
; # (2021-06- |Healthcare 18-64 . . . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
7635 EU-EC- 11 Professional Non EEA Vears Female |Asthenia (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008986483 n/a - Intramuscular])
lickcor scal 1} More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-06- | Healthcare Guillain-Barre syndrome (7d - Fatal - Results in Death), Polyneuropathy (7d - Fatal - Results in Death), Quadriparesis (7d L
7636 . EEA than 85 (Male . - - X (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 11 Professional - Fatal - Results in Death), Respiratory failure (7d - Fatal - Results in Death)
L Years - n/a- n/a])
10008985665
o % 12021-06- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7637 X . EA Male  [Acute myocardial infarction (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- = |11 Professional Years
10008985352 ' -n/a-nfal)
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Purposes
Non More
7638 2021-06- | althcare |EEA than 85 |Male  |Death (n/a - Fatal - Results in Death), Throat irritation (n/a - Not Recovered/Not Resolved - ) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- |« 11 Professional Vears n/a - [n/a - n/a - Intramuscular])
10008985336
;
1 2021-06- | Healthcare 18-64 Circulatory collapse (0d - Fatal - Results in Death), Dizziness (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - SPIKEVAX [COVID-19 MRNA VACCI,NE,
7639 | EUuEC 11 Professional | EEA Vears |[FMale |Results in Death), Gait disturbance (2d - Fatal - Results in Death), Nausca (2d - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
[n/a - n/a - n/a])
10008985330
Eligcorscad | COVID-19 MRNA VACCINE MODERNA (CX-
: t (2021-06-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7640 BU-EC- 1 Professional Non EEA Vears Male  [Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008985255 applicable - [n/a - 1{DF} - Unknown])
or scail i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
7641 221 |2021-06- Healthcare Non EEA 65-85 Female Blood glucose increased (n/a - Unknown - Results in Death, Other Medically Important Condition), Gastrointestinal [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- (11 Professional Years haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10008984888 Unknown])
Agitation (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Aphonia (n/a -
Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Asthenia (n/a - Not Recovered/Not
Resolved - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved -
Results in Death, Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - Results in Death,
Other Medically Important Condition), Feeling abnormal (n/a - Not Recovered/Not Resolved - Results in Death, Other
Medically Important Condition), Feeling cold (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically CCINE SSEN
Elick or scal i 5021-06- Non 65-85 Important Condition), Gait inability (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important [((%\QIIDSIQ Q\QCCINEJ?AI\II\ISSEN(?AD%6%S§)] (s-
7642 Healthcare Non EEA Male  |Condition), General physical health deterioration (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically L . . )
EU-EC- 11 fessi Years diti N Ived R cal Immunisation - Not applicable - [n/a - n/a -
10008984214 Professional Impo.rt'ant Con tlf)n),' Haematoma (n/a - Not Recovered/Not Resolved - Results in Death, Other Medlca ly Important Unknown])
Condition), Hallucination, visual (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important
Condition), Hypophagia (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),
Insomnia (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Respiratory failure
(n/a - Fatal - Results in Death, Other Medically Important Condition), Tinnitus (n/a - Not Recovered/Not Resolved -
Results in Death, Other Medically Important Condition), Vertigo (n/a - Not Recovered/Not Resolved - Results in Death
Other Medically Important Condition)
;
2% |2021-06-|Healthcare 18-64 Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in |- ol VAX [COVID-19 MRNA VACCINE
7643 e ; EEA Female SIS II MODERNA (CX-024414)] (S - COVID-19
EU-EC- e (11 Professional Years Death, Caused/Prolonged Hospitalisation) . L .
* ; immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008984061
Elickorscal | i 2021-06.Non 65.85 Arthralgia (n/a - Fatal - Results in Death), Body temperature increased (n/a - Fatal - Results in Death), Bone pain (n/a- [SPIKEVAX [COVID-19 MRNA VACCINE
7644 EU-EC- 1 Healthcare EEA Vears Male  |Fatal - Results in Death), Epistaxis (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a MODERNA (CX-024414)] (S- COVID-19
10008984037 Professional - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Myeloid leukaemia (n/a - Fatal - Results in Death) |immunisation - Not applicable - [n/a - 1{DF} - n/a])
s Non
7645 2021-06-| yoaltheare |EEA 1864y e |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- |11 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008983872 ! olessiona
— 2 0106 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
7646 . Non EEA Female |Brain stem infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- e (11 Professional Years
10008983852 & ' 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-
1 2021-06-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7647 EU-EC- 1 Professional Non EEA Years Male  [Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008983199 applicable - [n/a - 1{DF} - Unknown])
Hikorsad 3t 2021-06- NOD 65-85 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
7648 . 7 |Healthcare ~ |Non EEA g Male  |Myocarditis (n/a - Fatal - Results in Death) . i . )
EU-EC- g 11 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008982203 rolession
Elickcor scad | b 1, (5021-06- Non 65-85 Circulatory collapse (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Dyspnoea TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7649 Healthcare Non EEA Male  |(n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Inappropriate schedule of product administration|. o .
EU-EC- o |11 : Years immunisation - Not applicable - [1d - n/a - n/a])
' Professional (n/a - Unknown - )
10008981647
% |5021-06- | Healthcare 65-85 COVID-19 (n/a - Fatal - Results in ]?ea?h Caused/Prolonged Hosplt_ahsatlon), COVID-19 pneumonia (n/a - Fatal - Results G)MIRNATY [TOZINAMERAN] (S- COVID-19
7650 : EEA Male  |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
EU-EC- 11 Professional Years Hospitalisation) Int lar])
10008981385 ospitalisation ntramuscular
Efick or scal | ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
: a3k 2021-06-|Healthcare L o . ) - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7651 EU-EC- i Professional Non EEA g];an 85 |Female |Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008981063 ; cars 1/a - Intramuscular])
b
7652 ZF [2021-06-|Healthcare EEA 65-85 Male Ileus paralytic (n/a - Fatal - Results in Death), Intestinal ischaemia (n/a - Fatal - Results in Death), Mesenteric artery ﬁéﬁ‘%&g‘_ﬁg&? ] (S[—%n\//aA— Wa-[1d-n/a-
EU-EC- x (11 Professional Years thrombosis (n/a - Fatal - Results in Death), Pseudomembranous colitis (n/a - Fatal - Results in Death)
Intramuscular])
10008980808
; T (2021-06- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - .
7653 EU-EC- 1 Professional EEA Vears Male  |Asthenia (8d - Fatal - Results in Death), Pyrexia (8d - Fatal - Results in Death) orophylixis - 1/a - [1/a - 1/a - Intramuscular])
10008979969
Blickor scal ) 2021-06- | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7654 EU-EC- N Professional EEA Vears Male  [Dyspnoea (1d - Fatal - Results in Death) }mrmt m1satL15)n - Not applicable - [n/a - 1{DF} -
10008979629 ntramuscular])
: on
7655 2021-06- Healthcare EEA 65-85 Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 11 Professional Years immunisation - n/a - [n/a - n/a - n/a])
10008979628
m : = Acute respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Anaphylactic reaction (n/a |COVID-19 VACCINE ASTRAZENECA (CHADOX1
7656 2021-06- | Healthcare Non EEA Not Male || Unknown - Other Medically Important Condition), Cardiovascular disorder (n/a - Fatal - Results in Death, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |10 Professional Specified Medically Important Condition), Chills (n/a - Unknown - ), Headache (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Nausea |((CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008979199 (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Seizure (n/a - Unknown - Other Medically Important Condition) - n/a - Intramuscular])
b COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gastritis (n/a - Unknown - ), Heart rate COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06-|Healthcare 18-64 - o o N NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7657 . Non EEA Male  |abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Palpitations (n/a - Fatal - Results in Death, A
EU-EC- (e |10 Professional Years T (CHADOX1 NCOV-19)] (S - Immunisation - Not
) Caused/Prolonged Hospitalisation) .
10008978438 [l s prc? applicable - [n/a - n/a - Intramuscular])
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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
- Cerebral venous thrombosis (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
F o Condition), Spontaneous haemorrhage (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
= [2021-06- |Healthcare 65-85 - . X O 024414) [COVID-19 MRNA VACCINE MODERNA
7658 ) . Non EEA Female |Important Condition), Subarachnoid haemorrhage (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other . g
EU-EC- w10 Professional Years Medically T Condition). Ventricul hveardia (3d - Fatal N Ca ) Hospitalisati (CX-024414)] (S- COVID-19 immunisation - Not
10008978397 cally Important Con tlon),_ fentricular tachycardia (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, applicable - [n/a - 1{DF} - Intramuscular])
Other Medically Tmportant Condition) t
5021-06- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7659 EU-EC- 10 Healthcare EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Drug withdrawn -
10008978308 Professional [n/a - n/a - Intramuscular])
Ageusia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Anosmia
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dizziness (n/a - Fatal - Results in Death,
i Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fibrin D dimer increased (n/a - Fatal - Results in  (COVID-19 VACCINE ASTRAZENECA (CHADOX1
7660 - |2021-06-|Healthcare Non EEA 65-85 Male  [Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Guillain-Barre syndrome (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (10 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008978250 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lethargy (n/a - Fatal - Results [n/a - Intramuscular])
in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Paraesthesia (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Rash (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
% COVID-19 VACCINE ASTRAZENECA (CHADOX1
A% [2021-06-|Healthcare 18-64 Lo L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) . - - Results in Death)
7661 EU-EC- 10 Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008978243 n/a - Intramuscular])
2021-06- | Healthcare 65-85 Sudd . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
7662|  puEC 10 Professional |FCA Years |Tomale death (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [27d - 1 {DF} - n/a])
10008978017| =
Non More
7663 % |2021-06- Healthcare EEA than 85 [Male Myalgia (15d - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 10 . Death), Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1{DF} - n/a])
Professional Years
10008977479
.z More COVID-19 VACCINE ASTRAZENECA (CHADOX1
7664 e (2021-06-|Healthcare Non EEA  |than 85 |Female Fall (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypothermia (n/a - Fatal - |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (10 Professional v Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
ears
10008977250 n/a - Intramuscular])
ek or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 65-85 - . o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - R - -
7665 EU-EC- 10 Professional Non EEA Vears Female |Appendicitis (n/a - Fatal - Results in Death), Peritonitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008977195 n/a - 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 VACCINE ASTRAZENECA (CHADOX1
 (2021-06-|Healthcare 18-64 L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
/ - R
7666 EU-EC- 10 Professional Non EEA Years Male  |[Immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008976850 n/a - Intramuscular])
Capillary leak syndrome (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), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other |COVID-19 VACCINE ASTRAZENECA (CHADOX1
7667 2021-06- |Healthcare Non EEA 65-85 Male Medically Important Condition), Myalgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- & (10 Professional Years Important Condition), Polycythaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008976552 Important Condition), Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically n/a - Intramuscular])
Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition)
Elick or sea) ; 8 |2021-06- | Health 18-64 Brain oedema (2d - Fatal - Results in Death), Cerebral haemorrhage (2d - Fatal - Results in Death), Cerebral venous sinus |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7668 EUEC 0 -U6- P:(?fe s:iirg A EEA Ye;lrs Male  |thrombosis (0d - Fatal - Results in Death), Headache (2d - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008976074 ; Results in Death, Other Medically Important Condition) - n/a - n/a])
Elick or scal |3 i Non .
7669 2021-06- ealthcare |EEA 0585 g male Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- k|10 Professional Years n/a- [n/a-n/a-n/a])
10008976068
! More COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a -
7670 2021-06- Hea]thqare EEA than 85 [Female |Unknown - Other Medically Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (S~ COVID-19
EU-EC- x| 10 Professional . immunisation - n/a - [n/a - 1{DF} - n/a])
Years Condition)
10008975069
; 2 102106 Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
¥ - - = - - 5 . . . . B
7671 BU-EC- |10 E:a%thc-areal EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008974809 olession
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- |Healthcare 65-85 Lo L . . ... NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7672 EU-EC- 10 Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008974490 n/a - Intramuscular])
Elickcor scad | b 2 |5021-06- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7673 EU-EC- 10 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008974466 .. Professional - Not applicable - [n/a - n/a - n/a))
; 2021-06- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7674 : Healthcare EEA Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC |8 10 Professional Years - Not applicable - [n/a - n/a - n/a])
10008974465 ]
[elick or scal ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
sk 202 1-06-|Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7675 EU-EC- B 10 Professional Non EEA Vears Male  |Aortic aneurysm rupture (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008974353 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=10008976850&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008976552&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008976074&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008976068&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008975069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008974809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008974490&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008974466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008974465&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008974353&_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
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
7676 x| 2021-06- | Healthcare Non EEA 65-85 Female Cellulitis (n/a - Unknown - ), Deep vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i = |10 Professional Years Medically Important Condition), Peripheral swelling (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008974055 n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
Elicior sca |25 : ; Chest pain (15d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), [024414) [COVID-19 MRNA VACCINE MODERNA
7677 0, 2021-06- Healthgare Non EEA 18-64 Male |Loss of consciousness (15d - Fatal - Results in Death, Other Medically Important Condition), Resuscitation (n/a - Fatal - (CX-'024414)] (S- COVID-19 immunisation - N‘?t
EU-EG- | & e |10 Professional Years Results in Death) applicable - [n/a - 1 {DF} - Intramuscular - More in
10008973750 ICSR])
Klickor scal ; : : 12021-06- Non 65.85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7678 BU-EC- B 1o Healthcare EEA Vears Female |Coronary artery thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008973742 ; Professional - n/a- n/a])
Lol i Non
7679 2021-06- Healthcare EEA 65-85 Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- k|10 Professional Years n/a - [n/a - n/a - n/aJ)
10008973738 olessio
Elidcorscad | 3t 2021-06.Non 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7680 EU-EC- ; 2 '_: 10 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008973725 ; Professional - n/a - n/a])
2021-06- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7681 BU-EC- 0 10 Healthcare EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Sowspeech (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008973663 ; ] Professional - n/a - Intramuscular])
Elick or scal [E & % 12021-06- [ Healtheare 65-85 Coma (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Recovered/Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
7682 EU-EC- 0 ) 10 Professional EEA Vears Female |Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Not Recovered/Not immunisation - n/a - [n/a - 1 {DF} - n/a])
10008973625 i Ly Resolved - Caused/Prolonged Hospitalisation), Syncope (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation)
iz iz More COVID-19 VACCINE ASTRAZENECA (CHADOX1
7683 v : 2021-06- |Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (10 Professional v, Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008972865 cars 1/a - Intramuscular])
: i COVID-19 VACCINE ASTRAZENECA (CHADOXI
7684 ; 2021-06-|Healthcare Non EEA 65-85 Female Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | # w10 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008972858 n/a - Intramuscular])
Elick or scal | =4 % COVID-19 VACCINE ASTRAZENECA (CHADOX1
3l (2021-06-|Healthcare 18-64 Lo L . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7685 EU-EC- = (10 Professional Non EEA Vears Female |Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008972852 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=10008974055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008973750&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008973742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008973738&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008973725&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008973663&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008973625&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972865&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972852&_xpt=1&_xf=pdf
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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 . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
h 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
7686 | EU-EC- o 2010 gﬁ; heate - [EEA oot |Male  |Suden death (wa - Fatal - Resaults in Death) MODERNA (CX-024414)] (S - COVID-19
10008972714 i immunisation - n/a - [n/a - 1{DF} - n/a])
Eetick or scal _ Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7687 EU-EC- % (10 I};lrejgsl:iirgal Non EEA Vears Male  |Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
10008972659 - n/a - Intramuscular])
Abdominal discomfort (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Back pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), COVID-19 (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Unknown - 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), Computerised tomogram
thorax 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
: 5021-06- | Heal thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 VACCINE JANSSEN (AD26.COV2.9)
: -06-[Healthcare 18-64 i . o, e : [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
7688 EU-EC- 10 Professional Non EEA Vears Female |[Haematemesis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Tmmunisation - Not applicable - [1/a - .SmL. -
. Condition), Metabolic acidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important PP ’
10008972655 e . N TR . Intramuscular])
Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Renal infarct (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Splenic infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Thrombophlebitis superficial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other|
Medically Important Condition), Ultrasound scan abnormal (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Venous occlusion (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Visual impairment (n/a - Unknown - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Blick-or sca | ;
7689 2021-06- |Healthcare EEA 18-64 Female Acute coronary syndrome (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), ICDMITSSEIK %ﬁﬁﬁwlg}%l\;}[[—)w
EU-EC- |10 Professional Years Ventricular fibrillation (n/a - Fatal - Results in Death) Intramuscular])
10008972620,
502106 Health 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
7690 | Lupc 10 - Pea care - IEEA - Male |Cardiac arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
-EC- e rofessional Years Intramuscular])
10008972557
ik or scal | . Non More SPIKEVAX [COVID-19 MRNA VACCINE
7691 | Lpc X %821_06_ Healthcare  [EEA than 85 |Female |Pulmonary thrombosis (42d - Fatal - Results in Death) MODERNA (CX-024414)] (8- COVID-19
-EC- ; Professional Vears immunisation - Not applicable - [1d - n/a -
10008972544 Intramuscular])
5 02106 Health 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7692 -06- Healthcare g "> |Female [Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - n/a -
EU-EC- = |10 Professional Years
10008972542 Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972714&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972655&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972557&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972544&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972542&_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 02106 ealthcare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
7693 ¥ . EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- = |10 Professional Years Tntramuscular])
10008972537
click or scai 5021.06. | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7694 1 : EEA Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [43d - 1{DF} -
EU-EC- w10 Professional Years Int dar])
10008972463 nlramuseuiar
Klickor scal 5 : 0 : COMIRNATY [TOZINAMERAN] (S - COVID-19
7695 2021-06 Healthc'are EEA 65-85 Male  [Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [23d - 1 {DF} -
EU-EC- 10 Professional Years Intr: ular])
10008972458 amuscuiar
Qr _scail .
77 COMIRNATY [TOZINAMERAN] (S - COVID-19
7696 2021-06- Healthcare —pp 6585 I\tale  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 10 Professional Years Intramuscular])
10008972417
Elick or scal | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
" [2021-06- |Healthcare 18-64 . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7697 EU-EC- %10 Professional Non EEA Vears Male  |Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008971743 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=10008972537&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008972417&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008971743&_xpt=1&_xf=pdf
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Primary
£V Prima Source Patient . Suspect/interacting Drug List (Drug Char -
# BU Local ICSR Form Gate.way Sourcery 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
Blood calcium decreased (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Blood
fibrinogen decreased (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Blood glucose increased (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Brain death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), C-
reactive protein increased (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Cerebral haematoma (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Cerebrovascular accident (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Chills (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Computerised tomogram head abnormal (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Decompressive craniectomy (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Not Recovered/Not Resolved - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Gastric occult blood positive (n/a - Unknown - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemorrhage intracranial (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Hyperchloraemia (n/a - Unknown - Results in Death, Life Threatening,
click or scai H Caused/Prolonged Hospitalisation), Hypernatraemia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged| COVID-19 VACCINE JANSSEN (AD26.COV2.9)
7698 X 2021-06- Hea]thc_are Non EEA 18-64 Female |Hospitalisation), Hypokalaemia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), [COV[l?'l? VACCINE JANSEN (AD26.COV2.9)] (S-
EU-EC- : 10 Professional Years Hypophosphataemia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Influenza A |Immunisation - Not applicable - [n/a - n/a -
10008971674 virus test negative (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Unknown])
Hospitalisation), Influenza B virus test (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Influenza virus test negative (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Intracranial pressure increased (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Meningitis herpes (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Mucosal hypertrophy (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Nausea (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Neutrophilia (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Ovarian cyst (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Platelet count decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Prothrombin time prolonged (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Pulmonary congestion (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Pupillary reflex impaired (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation)...
i More
2 12021-06- |Healthcare Pyrexia (n/a - Unknown - ), Severe invasive streptococcal infection (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
7699 . Non EEA  |than 85 |Female . . N .
EU-EC- = |10 Professional Vears Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008971615
; 2021-06-NOn 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
7700 EU-EC- 10 E:j%ik;sciirgal EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
10008971596
: More
2021-06- | Healthcare . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
701 puRC = (10 Professional |01 EEA glan 85 |Male |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008971479 cans
oLl ; Non
7702 X 2021-06- | ealthcare  |EEA 0585 pemale |Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Not Recovered/Not Resolved - ) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- x (10 . Years n/a - [n/a - n/a - n/a])
10008971431 Professional
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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
F 2021-06- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
7703 EU-EC- AP Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
10008971426 ; Professional [n/a - n/a - n/a))
Non Coronary artery thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Myocardial infarction ME .
7704 ¥ 202106 ealthcare  |[EEA 6585 I\ fate (n/a - Fatal - Results in Death), Thrombophlebitis superficial (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZIN. ] (8- Immunisation -
EU-EC- (10 Professional Years Hospitalisation) n/a - [n/a-n/a-n/a])
10008971424 rofessional ospitalisation
Rlick or cal | %, |5021-06- Non 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
7705 BU-EC- PP Healthcare EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Not Recovered/Not Resolved - ) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10008971423 ; Professional n/a))
click or scarl i Non
7706 ¥ 2021-06- ealthcare  |EEA 6585 pemale |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- o (10 Professional Years n/a- [n/a - n/a - n/aj)
10008971420
Non
7707 " [2021-06- Healthcare EEA 65-85 Male  |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZIN: RAN] (S-n/a - n/a - [n/a
EU-EC- 10 Professional Years - n/a - n/aJ)
10008971419
Elick or scaf | Non
7708 2021-06- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Pelvic venous thrombosis (n/a - Not Recovered/Not Resolved - ), Thrombosis (n/a- |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 10 Professional Years Not Recovered/Not Resolved - ) n/a - [n/a-n/a-n/a])
10008971417 rolessiona
Non
ke 2021-06- 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
7709 BU-EC- 110 Eeai‘thc_area] EEA Vears Female |Aortic aneurysm rupture (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008971410 rofession
: & 5021-06- Non 65-85 COMIRNATY [TOZINAMERAN] (8- Immunisation -
7710 Healthcare  [EEA Male  |Death (n/a - Fatal - Results in Death) mmunisatio
EU-EC- 10 Professional Years n/a- [n/a - n/a - n/aj)
10008971409
7 Non More
7711 2021-06- Healthcare EEA than 85 [Male Hypoxia (n/a - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - ), Respiratory failure (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- > |10 . Results in Death), Somnolence (n/a - Not Recovered/Not Resolved - ) n/a - [n/a-n/a-n/a])
Professional Years
10008971407
or scaij i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
*12021-06- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
7712 EU-EC- 10 Ere(a;\lfgsl;:iz(a)rgal EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -
10008971379 n/a)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU 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 ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
b Non More
LEY R, fgzl'%' Healthcare ~ |EEA than 85 [Female |Sudden death (n/a - Fatal - Resullts in Death) r(;OM[IgNArTVY [LO]Z)IN‘ \MERAN] (8 - Immunisation -
o L Professional Years a-ima-na-na
10008971377
- — o 2021-06- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7714 EU-EC- i PP Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008970931 ; -/a-n/a)
Elickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
7715 2021-06- |Healthcare Non EEA 65-85 Male Deep vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008970904/ = n/a - Intramuscular])
Qr scal b
ZF [2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
] / - R
7716 EU-EC- 5 10 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008970869
Ak 2021-06- Healthcare 65-85 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
) ; - - ) . i .
7 EU-EC- x (10 Professional Non EEA Years Female |Cardiac arrest (1d - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008970862
2% [2021-06- gg:] b Non EEA 16585 |Femal Haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Lip and/or oral cavity cancer recurrent TOZINAMERAN [TOZINAMERAN] (S- COVID-19
77118 | EU-EC- 10 theare on Years ¢ (n/a - Fatal - Results in Death, Other Medically Important Condition), Mental impairment (n/a - Fatal - Results in Death,|. o N licable - 11d - n/a - P 1
10008970858 " Professional Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - Parenteral])
Elickcor scal Non 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7719 2021-06- Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
EU-EC- 10 : Years Important Condition), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) PP
Professional - n/a - Intramuscular])
10008970648
w : i Asthenia (n/a - Not Recovered/Not Resolved - ), Confusional state (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - gl‘[ 3-)1 [9 CDVI];‘: IX%I\AE\X%%N?/K()%ERI\I A
7720 % [2021-06- |Healthcare Non EEA 65-85 Male Results in Death, Other Medically Important Condition), Decreased appetite (n/a - Not Recovered/Not Resolved - ), Fatigue (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 10 Professional Years (n/a - Not Recovered/Not Resolved - ), Illness (n/a - Not Recovered/Not Resolved - ), Lung infiltration (n/a - Not applicable - [n/a - 1{DF} - Intramuscular - More in
10008970475 Recovered/Not Resolved - ), Shock (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) IggR])
- COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death
7 5021-06- | Healthcare 65-85 Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory [C(?O\Q,IDSIQ Q\QmmEJ%MMI(%é%%%] (s-
7721 . Non EEA Female |failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results L . ; '
EU-EC- 10 Professional Years . TR . . Immunisation - Not applicable - [n/a - n/a -
10008969801 in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Tntramuscular])
Hospitalisation)
F (2021-06-|Healthcare 65-85 Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in SPIKEVAX [COVID-19 MRNA VACCINE
7722 | EU-EC- - 110 Professional |EEA Years |Female |Death), Injection site pain (n/a - Unknown - ), Malaise (n/a - Fatal - Results in Death), Neurological symptom (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
10008969658 : Results in Death, Caused/Prolonged Hospitalisation), Sepsis (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 -
# 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
e on
2021-06- 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Platelet count decreased (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7723 Healthcare Non EEA Male - - . L .
EU-EC- 10 . Years Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008968257
7724 2021-06- | Healthcare EEA 65-85 Male COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (7d- |[COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 10 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008968046
Eickor scal | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
7725 ai 1 2021-06- Healthcare Non EEA 65-85 Female Deep vein thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary thrombosis (n/a- [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Years Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008968012 n/a - Intramuscular])
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
gk orscad | = More Condition), Aggression (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Agitation (n/a - Fatal - Results |COVID-19 MRNA VACCINE MODERNA (CX-
77126 = (2021-06- |Healthcare Non EEA  |than 85 |Male in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x (10 Professional Vears COVID-19 (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008968002 Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal -  |applicable - [n/a - 1{DF} - Intramuscular])
Results in Death, Other Medically Important Condition)
BliciCorscad |3 A COVID-19 VACCINE ASTRAZENECA (CHADOXI
7727 2021-06- Healthcare Non EEA 65-85 Male Intentional overdose (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Years Important Condition), Toxicity to various agents (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008967905 n/a - Intramuscular])
or scail i Arrhythmia (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Dizziness (n/a -
7728 A (2021-06- Healthcare Non EEA 65-85 Male Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Loss |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 10 Professional Years of consciousness (n/a - Unknown - Other Medically Important Condition), Restlessness (n/a - Unknown - Other Medically immunisation - Not applicable - [n/a - n/a - n/a])
10008967230 Important Condition), Syncope (n/a - Unknown - Other Medically Important Condition)
7729 2021-06- | Healthcare Non EEA 65-85 Female Parkinson's disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a- | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 10 Professional Years Not Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008967214
;
730 3 2021-06-| Healtheare | 6585 | COVID-19 (7d- Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (7d - Fatal - mﬂﬁg ggﬁm‘ﬁi‘fbﬁ;ﬂ[ n/” 8 _3?11)LVfD-19
EU-EC- 10 Professional Years Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]) PP :
10008967189 s
Uiskorscad 8 1200106 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7731 : EEA Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 10 Professional Years Intramuscular])
10008967172
e COVID-19 VACCINE ASTRAZENECA (CHADOX1
a¥ [2021-06- |Healthcare 65-85 S A . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7732 EU-EC- AP Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008966907 n/a - Intramuscular])
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h
i [2021-06-|Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
7733 BU-EC- 10 Professional EEA Years Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008966721
% 1021-06-|Healthcare 18-64 Circulatory collapse (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death ), Fatigue (n/a - Not SPIKEVAX [COVID-19 MRNA VACCINE
7734 : EEA Female |Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ), IMODERNA (CX-024414)] (S- COVID-19
EU-EC 2|10 Professional Years Vertigo (n/a - Not Recovered/Not Resolved - ) immunisation - n/a - [n/a - 1 {DF} - n/a])
10008966026 ] o
Chronic obstructive pulmonary disease (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition
Elick or scad |: 5 aggravated (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Other (COVID-19 MRNA VACCINE MODERNA (CX-
— 2021-06- Healthcare |\ o) [65-85 | 1 [Medically Important Condition), Pneumonia aspiration (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, ~ [024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- 10 Professional Years Other Medically Important Condition), Sepsis (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other (CX-024414)] (S - COVID-19 immunisation - Not
10008965703 Medically Important Condition), Urinary tract infection (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ~ [applicable - [n/a - 1{DF} - Intramuscular])
: o COVID-19 VACCINE ASTRAZENECA (CHADOX1
 (2021-06- |Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7736 EU-EC- 10 Professional Non EEA Vears Male  |Aortic aneurysm (n/a - Fatal - Results in Death, Other Medically Important Condition), Back pain (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008965681 n/a - Intramuscular])
137 2021-06-|Healthcare Non EEA 65-85 Male Apnoea (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Oropharyngeal pain ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 10 Professional Years (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008965630
i COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Drug ME
7738 2021-06-|Healthcare —pp Not INfale [ineffective (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- | g4 10 Professional Specified Hospitalisation). Pyrexia (n/a - Unkn Caused/Proloneed Hospitalisat i immunisation - Not applicable - [1d - n/a - n/a])
10008965543 S-te ospitalisation), Pyrexia (n/a - own - Caused/Prolonged Hospitalisation)
Fickorsad | | "
7739  (2021-06- |Healthcare Non EEA 18-64 Male Deep vein thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary artery thrombosis COM]}SQE]K [Iﬂ\lrcgzamlicablzél[\rlx]/f ;1/?\/[[)19
EU-EC- 7 (10 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
Intramuscular])
10008965524
Elick or scall Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Fatal -~ |COVID-19 MRNA VACCINE MODERNA (CX-
7740 2021-06- \Healthcare  |Nop EEA [18-64  |Female |Results in Death, Other Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important (CX-024414)] (S- COVID-19 immunisation -
10008965246 Condition) Unknown - [n/a - 1{DF} - Intramuscular])
BlickCor scal ,
7741 2021-06- Healthcare EEA 18-64 Male Depressed level of consciousness (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 10 Professional Years Results in Death), Herpes zoster (n/a - Fatal - Results in Death) - n/a- n/a])
10008965217
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
7742 2021-06-|Healthcare Non EEA 65-85 Female Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Years Condition), Peritonitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008965133 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
b More Arteriosclerosis coronary artery (n/a - Fatal - Results in Death, Other Medically Important Condition), Arthralgia (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-06-|Healthcare . . - - - ... INCOV-19) [COVID-19 VACCINE ASTRAZENECA
7743 . Non EEA  |than 85 Male  |Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Vomiting
EU-EC- 10 Professional ear: (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008965130 cars Results in Death) 1/a - Intramuscular])
Blood pressure abnormal (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal -
s More Results in Death, Other Medically Important Condition), Hyperkalaemia (n/a - Fatal - Results in Death, Other Medically [COVID-19 VACCINE ASTRAZENECA (CHADOX1
7744 2021-06- Healthcare Non EEA  |than 85 Male Important Condition), Influenza like illness (n/a - Fatal - Results in Death, Other Medically Important Condition), Myalgia NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Vears (n/a - Fatal - Results in Death, Other Medically Important Condition), Renal failure (n/a - Fatal - Results in Death, Other |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008965076 Medically Important Condition), Retching (n/a - Fatal - Results in Death, Other Medically Important Condition), Vision  |n/a - Intramuscular])
blurred (n/a - Fatal - Results in Death, Other Medically Important Condition)
Elickor scad COVID-19 VACCINE ASTRAZENECA (CHADOXI
7745 2021-06- | Healthcare Non EEA 65-85 Male  |Decreasedappetite (n/a - Fatal - Results in Death), Fibrin D dimer increased (n/a - Fatal - Results in Death), Headache NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC 10 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [14d -
10008965034 n/a - Intramuscular])
EligCorscal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
tk (2021-06-|Healthcare Not . . . o . ... |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7746 EU-EC- 10 Professional Non EEA Specified Male  |Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008964996 n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
7747 12021-06- |Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Wheezing (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008964945 n/a - Intramuscular])
; 232 02106 |Non More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7748 Healthcare Non EEA  |than 85 [Male  |Death (n/a - Fatal - Results in Death), Mental impairment (n/a - Unknown - Other Medically Important Condition) . L .
EU-EC- 10 . immunisation - Not applicable - [1d - n/a - n/a])
Professional Years
10008964779
Blindness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chills (n/a - Fatal - Results
- ; Non in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Life Threatening, ME ME
7749 | Lupc ) %ng—Oé— Healthcare ~ [Non EEA ?(iﬁ: Male  |CausedProlonged Hospitalisation), Renal failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged %ﬂsationw&zozl[ic]ﬂable N an: Ii(/;]\)/[D—IQ
10008964639 ; Professional Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Serratia PP
infection (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Chills (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal
o |! ; - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
W 5021-06-|Healthcare 65-85 Hospitalisation, Other Medically Important Condition), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
7750 EU-EC- B (00 Professional Non EEA Vears Female [Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysuria (n/a - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10008964158 i Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged applicable - [n/a - 1{DF} - Intramuscular - More in
Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results  [ICSR])
in Death, Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Poor
quality sleep (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Productive cough (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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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
Eickor scal B Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged|coviD-19 MRNA VACCINE MODERNA (CX-
7751 Fr* |2021-06- |Healthcare Non EEA 1864 [Male Hospitalisation), Pleura} effusipn (n/a - Unknown - Cgused/Prolonged Hospitalisation), Pleuritic pai_n (p/a - Unknown - ) 024414) [COVID-19 MRNA VACCINE MODERNA
BU-EC- (09 Professional Years Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically (CX-024414)] (S- COVID-19 immunisation -
10008964092, : Important Condition), Vascular graft thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Unknown - [n/a - 1 {DF} - Intramuscular])
Important Condition)
:
7752 = (2021-06- (Healthcare Non EEA 18-64 Female Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 09 Professional Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008963841
Eickorscad | a COVID-19 MRNA VACCINE MODERNA (CX-
F 28 502 1-06- | Healthcare 18-64 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hepatic failure (14d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
7753 BU-EC- 09 Professional Non EEA Vears Female |Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal failure (14d - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - Not
. Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular - More in
10008963523 ICSR])
oLl e 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
7754 EU-EC- ; AP Professional EEA than 85 |Female |Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a)),
10008963077 Years [NOT AVAILABLE] (S-n/a-n/a- [n/a- n/a- n/a])
Elick or scal | Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
el 12021-06- . . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7755 EU-EC- T (00 E:jggsciirgal EEA gl;:anr S85 Female |Cerebral artery embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Drug withdrawn -
10008962910 [n/a - n/a - Intramuscular])
; MERAN]
7756 i (2021-06- |Healthcare EEA 65-85 Female Acute respiratory failure (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Concomitant disease aggravated| mﬁﬁiﬁ [TOthh drawn - [lfis—_ Sn)LV[— D-19
EU-EC- x (09 Professional Years (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) S :
Unknown])
10008962736
BRILIQUE 60 MG FILM-COATED TABLETS
[ [ [TICAGRELOR] (S- Angioplasty - Dose not changed -
Rlickcor scal a % |5021-06- Non 65-85 [n/a - 90mg - Oral]), COMIRNATY
7757 Healthcare EEA Female |Cerebral haemorrhage (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) [TOZINAMERAN] (S - COVID-19 immunisation -
EU-EC- 09 fessional Years ithd: 1d- 1/ .
10008962654 Profession: Drug withdrawn - [1d - n/a - Intramuscular]),
[ACETYLSALICYLIC ACID] (S- n/a - Dose not
changed - [n/a - n/a - n/a))
Elick or scal COVID-19 VACCINE (AD26.COV2-S
. . . . . RECOMBINANTY]) JANSSEN [COVID-19 VACCINE
2021-06- |Health 18-64 - - Fatal - B ) [
71s8|  EUEC . Og 06 " re;lfe ssci}(z)r;al EEA Yi a?s Male |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death) JANSEN (AD26.COV2.8)] (S- COVID-19
10008962632 ; immunisation - Not applicable - [1d - n/a - n/a])
Arthralgia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Coagulation time prolonged (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death),
Headache (n/a - Fatal - Results in Death), Infection (n/a - Not Recovered/Not Resolved - Life Threatening, CCINE RAZENE CHADO
Elickcor scad | Non Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Malaise (n/a - Fatal - Results in COVID-19 VA AST CA( Xl
! 12021-06- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7759 X Healthcare EEA Male  [Death), Myalgia (n/a - Not Recovered/Not Resolved - Life Threatening), Nausea (n/a - Fatal - Results in Death), Platelet . o
EU-EC- x (09 Professional Years N /N Ived - Life Th . used/Prol Hospitalisation. Disabli h (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008962438 rofessional count decreased (n/a - Not Recover ot Resolved - Life Threatening, Cax i) onged ospitalisation, ing, Other | Not applicable - [/a - 1 {DF} - n/a])
Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Renal impairment (n/a - Not Recovered/Not Resolved -
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
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Primary
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-06- |Healthcare 65-85  [Not . ) v .
7760 ) . EEA .. |Cerebral haemorrhage (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- x |09 Professional Years  |Specified Tntramuscular])
10008962404
_ Abdominal pain upper (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chills (n/a -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other[COVID-19 MRNA VACCINE MODERNA (CX-
7761 iz | 2021-06- (Healthcare  |Nop EEA [65-85  |Female |Medically Important Condition), Headache (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- FE |09 Professional Years Hospitalisation), Illness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
10008961581 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Tremor (n/a - Fatal - Results in Death,  [applicable - [n/a - 1{DF} - Unknown])
Life Threatening, Caused/Prolonged Hospitalisation)
% COVID-19 MRNA VACCINE MODERNA (CX-
% (2021-06- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
7762 EuRC % 09 Professional | "M EEA |yrors  [Male  |Condition aggravated (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008961233 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scal |3 o Non Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - Results in Death COVID-19 VA (AD26.COV2-S
" 2021-06- 18-64 ) o . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
7763 o) Healthcare EEA Male  |Other Medically Important Condition), Headache (n/a - Unknown - Results in Death, Other Medically Important SSEN ..
EU-EC o |09 Professional Years Condition), Thrombosis (n/a - Unknown - Results in Death, Other Medically Important Condition) JANS (AD26.COV2.9)] (- Immunisation - Not
10008960659 i E—— applicable - [n/a - n/a - Unknown])
- Cardiac tamponade (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Chills (n/a - Fatal -
" Results in Death), Fatigue (n/a - Fatal - Results in Death), Injection site erythema (n/a - Fatal - Results in Death)
2021-06- Healthcare 65-85 PEISRTIND) R " A B " . COMIRNATY [TOZINAMERAN] (S - COVID-19
7764 BU-EC- i 100 Professional EEA Vears Male |Injection site inflammation (n/a - Fatal - Results in Death), Injection site pain (n/a - Fatal - Results in Death), Injection immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008960601 ; site warmth (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in PP
Death), Myocardial infarction (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death)
ElickCor scap |: e Non , o o
7765 A [2021-06- Healthcare EEA 18-64 Male Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- (09 . Years Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
H Professional
10008960389
: X COVID-19 VACCINE ASTRAZENECA (CHADOX1
7766 ! 1 (2021-06- |Healthcare Non EEA 18-64 Mal Cough (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 09 Professional | 0" Years ®  |Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/al
10008960155 - n/a - Intramuscular])
Decreased appetite (n/a - Fatal - Results in Death), Fatigue (37d - Fatal - Results in Death, Caused/Prolonged MRN
: 1 Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death), Hypophagia (n/a - Fatal - Results COVID-19 /A VACCINE MODERNA (CX-
. T N A —|024414) [COVID-19 MRNA VACCINE MODERNA
al (2021-06- Healthcare 65-85 in Death), Incorrect route of product administration (1d - Fatal - Results in Death), Limb injury (n/a - Fatal - Results in . L
7767 B : Non EEA Female . X AT . (CX-024414)] (S- COVID-19 immunisation - Not
U-EC- ¥ 09 Professional Years Death), Mobility decreased (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Fatal - applicable - [n/a - 1{DF} - Subeutancous - More in
10008960063 | =4 ] Results in Death), Thrombosis (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically IgIS)R]) /
Important Condition)
3 Non . . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
-06- -~ - - , - -
7768 2021-06 Healthcare Non EEA 18-64 Male Brain death (12q ‘Fatal Results in Death), Cerebrovascular accident (12d - Not Recovered/Not Resolved - Other Medically! (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
EU-EC- | i 09 Professional Years Important Condition) - Tntramuscular])
10008959856
Elickor scal | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
#* :i (2021-06-|Healthcare 65-85 . S . . . oo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7769 FUEC |§ 09 Professional EEA Vears Male |Ventricular fibrillation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008959773 - Not applicable - [n/a - 1 {DF} - n/a])
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B, on
| 3 2021-06- 65-85 - . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - X - - ) v .
7770 EU-EC- 09 Healthqare EEA Vears Female |Condition aggravated (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
i Professional
10008959741 :
fcorses i (2021-06- |Healthcare 18-64 V. VRIA [COVID-19 VA AST A
7771 . EEA Male  [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- x (09 Professional Years S - Intr: ar])
10008959459 - oL - Intramuseuar
COVID-19 MRNA VACCINE MODERNA (CX-
- : 12021-06- | Healthcare More COVID-19 (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (2d - Fatal - Results |024414) [COVID-19 MRNA VACCINE MODERNA
7772 BU-EC- oo Professional Non EEA  |than 85 Male  |in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Mental status changes (2d - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
Years Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular - More in
10008959447 ICSR))
Mikcorsead S |2021-06-[Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
7773 0 : EEA Male  [Pulmonary embolism (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- T (09 Professional Years Intramuscular])
10008959282
- COVID-19 VACCINE ASTRAZENECA (CHADOX1
=i |2021-06- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - - ) . o
7774 EU-EC- 09 Professional EEA Years Male | Cardio-respiratory arrest (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008959240 - Not applicable - [n/a - 1 {DF} - Intramuscular])
or scaij 3 Non COMIRNATY [TOZINAMERAN] (S- COVID-19
2% (2021-06- 65-85 . immunisation - n/a - [1d - .3mL - Intramuscular])
} - - Results in Death) . -
7775 EU-EC- 09 Ereslfz};;:iz(a)r;al EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death [ACENOCOUMAROL ] (S- Thrombosis prophylaxis -
10008959166 n/a- [n/a - n/a - Oral])
Acute disseminated encephalomyelitis (66d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
- a Important Condition), Brain stem infarction (66d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other MRN CCINE RN,
iir) Medically Important Condition), Cerebrovascular disorder (66d - Fatal - Results in Death, Caused/Prolonged COVID-19 A VA MODE (CX-
- |2021-06- |Healthcare 65-85 oo . N T . 024414) [COVID-19 MRNA VACCINE MODERNA
7776 X . Non EEA Male  |Hospitalisation), Dysarthria (66d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical health . L
EU-EC- x (09 Professional Years L . LS . X (CX-024414)] (S- COVID-19 immunisation - Not
10008959156 deterioration (66d - Fatal - Results in Death, Cal'Jsed/Prolt')nge'd Hospitalisation), Ischaemia (66d - Fatal - Results in applicable - [n/a - 1 {DF} - Intramuscular])
Death, Caused/Prolonged Hospitalisation), Osmotic demyelination syndrome (66d - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Eligcorscad | e COVID-19 VACCINE ASTRAZENECA (CHADOX1
; % (2021-06- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7| EUEC X 0o Professional | CA Years |Vele  [Death (1d- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008959120 -n/a-[1d-.5mL - Intramuscular])
¥ 5021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
7778 e . EEA than 85 |\ale |Cerebral hacmatoma (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 09 Professional Ye
10008959107 : “n Intramuscular])
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2 02106 ealthcare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
7779 . EEA Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- x (09 Professional Years Tntramuscular])
10008959102
Non
7780 2021-06- Healthcare EEA 65-85 Female Arrhythmia (n/a - Not Recovered/Not Resolved - ), Cardiac arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 09 . Years Recovered/Not Resolved - ), Influenza (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/a])
Professional
10008959006 =
Blick-or scad e Non
7781 e | 2021-06- Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved - ), Visual impairment (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 09 Professional Years Recovered/Not Resolved - ) n/a- [n/a-n/a-n/a])
10008959002 oressiond
or scail ¥
7782 2021-06- E:;lthcare EEA i\ﬁg;eg 5 |Female Death (n/a - Fatal - Results in Death), Nausea (n/a - Not Recovered/Not Resolved - ), Tachycardia (n/a - Not Recovered/Not| COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- x |09 Professional Vears Resolved - ) n/a - [n/a - n/a - n/a])
10008958957
Elick or scal | ; COVID-19 VACCINE (AD26.COV2-S
Ak (2021-06- |Healthcare 18-64 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
X : - - Results in Death) e
7783 EU-EC- x (09 Professional EEA Years Female |Sudden death (n/a - Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
10008958955 [n/a - n/a - n/a))
= Non
7784 X 2021-06- | althcare |EEA 0585 I\t deep vein thrombosis (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- x (09 Professional Years n/a- [n/a-n/a-n/a])
10008958954
L ; 2021-06- Non 18-64 COMIRNATY [TOZINAMERAN] (S - Immunisation -|
7785 a Healthcare EEA Female |Death (n/a - Fatal - Results in Death)
EU-EC- i 09 Professional Years n/a - [n/a - n/a - n/a])
10008958946
i = 2021-06- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7786 BU-EC- Y 09 Healthcare EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008958945 Professional - n/a - n/aJ)
I on
&= 12021-06- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
! - - Results in Death) . v .
7787 EU-EC- x 09 Eﬁ;};:iirg Al EEA Years Male |0OVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008958362
m 5021-06- | Healthcare 65-85 COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (1d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
7788 : EEA Male  |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (4d - Fatal - Results in Death, Caused/Prolonged  |[immunisation - Not applicable - [n/a - .3mL -
EU-EC- ; 09 Professional Years Hospitalisation) Int Jar])
10008958038 ospitalisation ntramuscular
k (2021-06-|Healthcare 18-64 . oo COMIRNATY [TOZINAMERAN] (S- n/a - Not
78| puEC 09 Professional | CA Years [Mble [Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008957896
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b Non Cerebral thrombosis (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
At [2021-06- 65-85 . . . . ; . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7790 X Healthcare Non EEA Female |Medically Important Condition), Cerebrovascular accident (7d - Fatal - Results in Death, Life Threatening, A
EU-EC % 09 Professional Years Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) (CHADOX] NCOV-19)] (S - Immunisation - Not
10008957765 ? applicable - [n/a - n/a - Intramuscular])
click or scarl
1 [2021-06- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - -
7791 EUEC. |3 09 Professional EEA Vears Female |Cerebral infarction (n/a - Fatal - Results in Death) a - [n/a - /a - Intramuscular])
10008957703
Elickor scal 5 Non COVID-19 MRNA VACCINE MODERNA (CX-
7792 : 2021-06- Healthcare Non EEA 18-64 Male Asthenia (n/a - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 2 (09 Professional Years Unknown - ), Nausea (n/a - Unknown - ), Pain (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10008957671 Unknown - [n/a - 1{DF} - Intramuscular])
— b, More
& 12021-06-|Healthcare . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
7793 EU-EC- ¥ (09 Professional EEA glan 85 |Female |Malaise (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
ears
10008957401
Elick or scal | _ COVID-19 MRNA VACCINE MODERNA (CX-
7794 2021-06- |Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), General physical health deterioration (2d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 09 Professional Years Fatal - Results in Death), Influenza like illness (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008957236 applicable - [n/a - 1{DF} - Intramuscular])
;
#3% (2021-06-|Healthcare 65-85 . T COMIRNATY [TOZINAMERAN] (S- n/a - Not
95| puRC Ex |09 Professional | CA Years |Mele  [Death (0d- Fatal - Results in Death, CasedProlonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008957205
7796 iE3Y 2021-06- Healthcare EEA 65-85 Female Circulatory collapse (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Presyncope (n/a - Unknown - (COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 2 |09 Professional Years ), Pyrexia (n/a - Unknown - ) - n/a- n/a])
10008957091
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-06- |Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7| EuEC % 109 Professional | oM EEA - [yars  [Male  [Dyspnoca (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008957063 n/a - Intramuscular])
. COVID-19 VACCINE ASTRAZENECA (CHADOX1
ik or scad | =3 ; NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7708 3 g [2021-06- | Healtheare |0 65-85 |\pe  |Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Cardiac hypertrophy (n/a - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 09 Professional Years Circulatory collapse (n/a - Fatal - Results in Death) 1/a - Intramuscular]), [ENOXAPARIN SODIUM] (S -
10008957059 Myocardial bridging - Unknown - [9d - 80mg -
Subcutaneous])
s Non COVID-19 VACCINE (AD26.COV2-S
7799 2021-06- Healthcare EEA 18-64 Male Coronary artery thrombosis (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved - ), Myocardial |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- x (09 Professional Years infarction (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
10008957041 [n/a - n/a - n/a])
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i Non
7800 2021-06- Healthcare EEA 18-64 Male Chest pain (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 09 Professional Years Recovered/Not Resolved - ), Hyperhidrosis (n/a - Not Recovered/Not Resolved - ) n/a- [n/a-n/a-n/a])
10008957036
Non
7801 k¥ 12021-06- Healthcare EEA 18-64 Male Myocardial infarction (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a-  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- x (09 . Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10008957033 Professional
T 2% 202106 Non 18-64 COMIRNATY [TOZINAMERAN] (S- Immunisation -
7802 | Healthcare ~ |[EEA Male  |Thrombosis (n/a - Fatal - Results in Death)
EU-EC- x (09 Professional Years n/a - [n/a - n/a - n/aJ)
10008957029 rotessiona
or scaij % COVID-19 MRNA VACCINE MODERNA (CX-
¥ (2021-06- |Healthcare 65-85 . ) . . 024414) [COVID-19 MRNA VACCINE MODERNA
A . - - N - - . . .
7803 EU-EC- 09 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition), Nausea (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008956972 applicable - [n/a - 1{DF} - Intramuscular])
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (2d - Fatal - Results in Death
Other Medically Important Condition), Decreased activity (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspepsia (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Feeling abnormal (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Fluid retention (n/a - Fatal - Results in Death, Caused/Prolonged
[lick or scal | i Hospitalisation), Fungaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important  [COVID-19 MRNA VACCINE MODERNA (CX-
7804 a¥ 2021-06- |Healthcare Non EEA 65-85 Female Condition), Generalised oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 2 09 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Left ventricular failure (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10008956805 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Mesenteric vein thrombosis (n/a - Fatal - Results |applicable - [n/a - 1{DF} - Intramuscular])
in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Poor quality sleep (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Product dose omission issue (n/a -
Unknown - ), Septic shock (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation, Other Medically Important
Condition), Supraventricular tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary tract
infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Efick or sca | 3 i COVID-19 VACCINE ASTRAZENECA (CHADOX1
7805 A" |2021-06- | Healthcare Non EEA 65-85 Female Depressed level of consciousness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 09 Professional Years Diarrhoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008956767 n/a - Intramuscular])
Cerebrovascular accident (37d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (37d - Fatal - MRN, CCINE
ik or scal |3 Results in Death), Feeling abnormal (37d - Fatal - Results in Death), Myocardial infarction (37d - Fatal - Results in COVID-19 A VA MODERNA (CX-
k! 2021-06- | Healthcare 65-85 ! L . - . . 024414) [COVID-19 MRNA VACCINE MODERNA
7806 . Non EEA Female [Death, Other Medically Important Condition), Peripheral swelling (37d - Fatal - Results in Death), Pyrexia (37d - Fatal - . g
EU-EC- x (09 Professional Years . Thrombosis (37d - Fatal . Other Medically I Conditi Transi (CX-024414)] (S- COVID-19 immunisation - Not
10008956424 Besults_ in Death), ombosis (37d - Fatal - Results in De‘ath, er cally _rpportant ndition), Transient applicable - [n/a - 1{DF} - Unknown])
ischaemic attack (37d - Fatal - Results in Death, Other Medically Important Condition) t
[ COVID-19 MRNA VACCINE MODERNA (CX-
. % |5021-06- | Healthcare 18-64 Balance disorder (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
7807 EU-EC- EEE | o Professional Non EEA Vears Male  |Condition), Dysphagia (n/a - Fatal - Results in Death), Gait disturbance (n/a - Fatal - Results in Death), Malaise (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008956265 \ Fatal - Results in Death), Mobility decreased (n/a - Fatal - Results in Death) applicable - [n/a - 1 {DF} - Intramuscular - More in
ICSR])
m bt 2021-06-|Healthcare 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Cardiopulmonary failure (3d - Fatal - Results in Death), Chronic 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7808 , . EEA Male  |obstructive pulmonary disease (3d - Fatal - Results in Death), Pneumonia aspiration (3d - Fatal - Results in Death), Sepsis ((CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 09 Professional Years 8
o (3d- Fatal - Results in Death) - n/a - n/aJ)
10008956155 @i nlz_:_-‘ o
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b
# (2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
" - R
7809 EU-EC- 09 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008956109
2% (2021-06-| Healthcare More Acut.e myocardial mfarctlo.n'(n/a - Fatgl - Re'sults in Death), Cardiac failure acute (n/a - Fatal - Resul.ts in Death, Other COM]RNATY [TOZINAMERAN] (S- COVID-19
7810 EU-EC- 09 Professional Non EEA  |than 85 [Male  |Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [n/a - n/a -
10008956064/ = \ Years Condition), Coronary artery occlusion (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
o |! [ COVID-19 MRNA VACCINE MODERNA (CX-
3 % |5021-06- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
7811 X . Non EEA Male  [Death (55d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- x (09 Professional Years . ;
: applicable - [n/a - 1{DF} - Intramuscular - More in
10008956028
ICSR])
QL scail b=
7812 A" |2021-06- |Healthcare EEA 65-85 Female Asymptomatic COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death), Infection (n/a| COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- & (09 Professional Years - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008955767
Elick or scaf |: :
2 (2021-06- Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . S .
7813 EU-EC- 09 Professional EEA Vears Male  |Fatigue (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10008954854
;
k2 (2021-06- |Healthcare 65-85 . oo COMIRNATY [TOZINAMERAN] (S- n/a - Not
84| puEc ¥Ex (09 Professional | CA Years [Fomele (Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008954782
Anal incontinence (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown - Other Medically
. Important Condition), Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Dysstasia (n/a - Unknown - Other
m v Non More Medically Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Feeling abnormal (n/a -
7815 2021-06- Healthcare Non EEA  |than 85 |Female Unknown - Caused/Prolonged Hospitalisation), Hyperventilation (n/a - Unknown - Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 09 Professional Vears Neoplasm progression (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain (n/a - Unknown - Other immunisation - Not applicable - [1d - n/a - n/a])
10008953910 Medically Important Condition), Red blood cell count decreased (n/a - Unknown - Other Medically Important Condition),
Speech disorder (n/a - Unknown - Other Medically Important Condition), White blood cell count abnormal (n/a - Unknown -
Other Medically Important Condition)
Blickcor scad .
2021-06-NOn More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
7816 | EU-EC- - 09 Healthcare Non EEA  [than 85 |Male  |Cardiac disorder (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) ; isation - Not applicable - [1d - n/a - n/a])
10008953861 Professional Years mmumsation - Not applicable a-ma
m Cardiac failure (n/a - Fatal - Results in Death), Contusion (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in X7 CCINE RAZENE
1817 " (2021-06- |Healthcare EEA i\}/f;);leg 5 |Female Death), Diarrhoea haemorrhagic (n/a - Fatal - Results in Death), Diverticulitis (n/a - Fatal - Results in Death), z/CHAII)EgRI);lAI\I[%\\IiI 113—)59(8\/_ A - n/aé?{ d-n/a- CA
EU-EC- x |09 Professional Vears Haematemesis (n/a - Fatal - Results in Death), Peripheral artery thrombosis (n/a - Fatal - Results in Death), Renal failure Tntramuscular])
10008953646 (n/a - Fatal - Results in Death)
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: Non Completed suicide (n/a - Fatal - Results in Death), Depressed mood (n/a - Not Recovered/Not Resolved - Other Medically
7818 4 (2021-06- Healthcare EEA 65-85 Male Important Condition), Incontinence (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Panic reaction |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 09 Professional Years (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Tension (n/a - Not Recovered/Not Resolved-  |applicable - [n/a - n/a - Intramuscular])
10008953622 i Other Medically Important Condition)
Non Cardiac arrest (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 VA AST CA( Xl
et (2021-06- Not . T . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7819 X Healthcare Non EEA .. ‘Male |Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - CHADO Unt
EU-EC- % |09 Professional Specified Results in Death, Caused/Prolonged Hospitalisation, Other Medically Tmportant Condition) ( X1 NCOV-19)] (- n/a - own - [n/a -
10008952141 ? Y n/a - Intramuscular])
Atrial fibrillation (5d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Cerebral
haemorrhage (5d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Coma (5d - Fatal -
click or scai 8 Non Results in Death, Life Threatening, Other Medically Important Condition), Confusional state (5d - Fatal - Results in
2820 g |2021-06- Healthcare  |EEA 18-64 Male  [Reath, Life Threatening, Other Medically Important Condition), Headache (5d - Fatal - Results in Death, Life COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC b (09 Professional Years Threatening, Other Medically Important Condition), Pupillary reflex impaired (5d - Fatal - Results in Death, Life immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008952017 Threatening, Other Medically Important Condition), Pupils unequal (5d - Fatal - Results in Death, Life Threatening, Other
Medically Important Condition), Tachyarrhythmia (5d - Fatal - Results in Death, Life Threatening, Other Medically
Important Condition)
Elickcor scal F b %, |5021-06- | Healthcare 18-64 Blood pressure increased (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - Other COMIRNATY [TOZINAMERAN] (S - COVID-19
7821 : EEA Female |Medically Important Condition), Hypoaesthesia (n/a - Unknown - Other Medically Important Condition), Intracardiac immunisation - Not applicable - [1d - .3mL -
EU-EC- x (09 Professional Years :
thrombus (n/a - Fatal - Results in Death) Intramuscular])
10008951834
i
: (2021-06- |Healthcare 65-85 . . . - . COMIRNATY [TOZINAMERAN] (S- COVID-19
7822 BU-EC- 09 Professional Non EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
10008951828
S| [ Abdominal pain upper (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
¥, |5021-06- Non 18-64 Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
7823 EU-EC- o 09 Healthcare Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
' Professional Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important n/a - Intramuscular])
10008951638 -
Condition)
o % 12021-06- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7824 . EEA Female [Pulmonary embolism (7h - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- |09 Professional Years Not anplicable - [m/a - 5mL - Int "
10008950468 - Not applicable - [n/a - . - Intramuscular])
Acute kidney injury (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
i Condition), Back pain (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in
i Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diarrhoea (7d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
7825 3 2021-06- Healthcare |\ pry [65-85 |\ o1 |Caused/Prolonged Hospitalisation), Dizziness (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
BU-EC- % (08 Professional Years Hyperkalaemia (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ~ |(CX-024414)] (S- COVID-19 immunisation - Not
10008950310 Peripheral swelling (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (7d - Fatal - Results in applicable - [n/a - 1{DF} - Unknown])
Death, Caused/Prolonged Hospitalisation)
Elick or scal | ; A COVID-19 MRNA VACCINE MODERNA (CX-
7826 & |2021-06- |Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory acidosis (9d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x |08 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008950053 applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results MRN CCINE
) in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Illness (n/a - Fatal - Results in Death COVID-19 A VA MODERNA (CX-
& |2021-06- |Healthcare 18-64 LS . . cranwn 024414) [COVID-19 MRNA VACCINE MODERNA
7827 X : Non EEA Male  |Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other . .
EU-EC- x (08 Professional Years N . . - " e (CX-024414)] (S- COVID-19 immunisation - Not
10008950029 Medically l.mportant Condition), .R'esplratory distress (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, applicable - [n/a - 1{DF} - Intramuscular])
Other Medically Important Condition)
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E 3 2021-06- | Healthcare 65-85 Altered state of consciousness (n/a - Unknown - Other Medically Important Condition), Cerebral infarction (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
7828 . Non EEA Male  [Results in Death, Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - Other Medically Important immunisation - Not applicable - [n/a - .3mL -
EU-EC- x |08 Professional Years Condition) Intramuscular])
10008950022
T COVID-19 VACCINE ASTRAZENECA (CHADOX1
7829 rak 2021-06- Healthcare Non EEA 65-85 Female Cerebral infarction (n/a - Fatal - Results in Death), Embolism (n/a - Fatal - Results in Death), Fall (n/a - Unknown - ),  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- (08 Professional Years Femur fracture (n/a - Unknown - Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008949805 n/a - Intramuscular])
ik orscad || Cardiac arrest (1d- Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (1d - Fatal - Results in [ConiD: 17 MRNA VACCINE MODERNA (CX-

: ) ) ™ X - 024414) [COVID-19 MRNA VACCINE MODERNA
7830 2021-06- Healthcare Non EEA 65-85 Female Death, Other Medically Important Condition), Heart rate abnormal (1d - Fatal - Results in Death), Loss of consciousness (CX-024414)] (S- COVID-19 immunisation - Not

EU-EC- 08 Professional Years (1d - Fatal - Results in Death, Other Medically Important Condition), Sudden death (1d - Fatal - Results in Death, Other applicable - [n/a - 1{DF} - Intramuscular - More in

10008949719 Medically Important Condition) IggR])

T o k[ Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown -

- == ¥ 021-06- | Healthcare More Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Dehydration (n/a - Unknown - Caused/Prolonged |COMIRNATY [TOZINAMERAN] (S - COVID-19
7831 EU-EC- ; 08 Professional Non EEA  [than 85 |Male  |Hospitalisation), Diabetic complication (n/a - Unknown - Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal - Results [immunisation - Not applicable - [1d - n/a -

10008949539 i Years in Death, Caused/Prolonged Hospitalisation), Hypercalcaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Intramuscular])

Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Rlick or scad | b More Death (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACUINE MODERNA (CX-
= 2021-06- | Healthcare - - X - ) oo 024414) [COVID-19 MRNA VACCINE MODERNA

7832 ¥ : Non EEA |than 85 Male  |Condition), Renal failure (77d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other . .

EU-EC- x (08 Professional Vears Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008949429 Y imp applicable - [n/a - 1 {DF} - Intramuscular])
Elickorscad | L COVID-19 MRNA VACCINE MODERNA (CX-

e22 05106 |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
7833 1 . Non EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -

EU-EC- ¥ |08 Professional Years Unkn o 1IDF - I ”
10008949427 nknown - [n/a - 1{DF} - Intramuscular])
[etick or scad | _ COVID-19 MRNA VACCINE MODERNA (CX-

7834 2021-06- |Healthcare Non EEA 18-64 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Feeling abnormal (2d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- 08 Professional Years Death), Musculoskeletal discomfort (2d - Fatal - Results in Death), Nasopharyngitis (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008948995 applicable - [n/a - 1{DF} - Unknown])

- COVID-19 MRNA VACCINE MODERNA (CX-

:
& |2021-06-|Healtheare More Death (1d- Fatal - Results in Death, Other Medically Important Condition), Lung disorder (1d - Fatal - Results in Death, |024-14) [COVID-19 MRNA VACCINE MODERNA
7835 : Non EEA  |than 85 [Male RTINS . . b (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 08 Professional v, Caused/Prolonged Hospitalisation), Pyrexia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) . .
ears applicable - [n/a - 1{DF} - Intramuscular - More in
10008948870
ICSR])
ko || [ Arthralgia (n/a - Recovering/Resolving - ), Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
2 ; Non More Hospitalisation), Chills (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - ), Malaise (n/a - Unknown ME
7836 EU-EC- 3321_06_ Healthcare EEA than 85 [Male |- ), Mobility decreased (n/a - Recovering/Resolving - ), Myalgia (n/a - Unknown - ), Nausea (n/a - Unknown - ), Pneumonia mﬂﬁgg ggimlicablmss_lgl}g ?nl/:])
Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death PP
10008948630 PTIE
Caused/Prolonged Hospitalisation)
5 COVID-19 MRNA VACCINE MODERNA (CX-
7837 2021-06- Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- Frx (08 Professional Years Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not

10008948495 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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Chills (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
- Fa: 2021-06-|Healthcare 18-64 Hyperhidrosis (n/a - Fatal - Results in Death), Injection site erythema (n/a - Fatal - Results in Death), Injection site 024414) [COVID-19 MRNA VACCINE MODERNA
7838 BU-EC- 08 Professional Non EEA Vears Male |pruritus (n/a - Fatal - Results in Death), Injection site reaction (n/a - Fatal - Results in Death), Injection site swelling (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
- Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Skin reaction |applicable - [n/a - 1{DF} - Intramuscular - More in
10008947977 "
(n/a - Fatal - Results in Death) ICSR])
click or scarl
7839 2021-06- | Healthcare EEA 18-64 Male Blood pH decreased (n/a - Fatal - Results in Death), Carbon dioxide increased (n/a - Fatal - Results in Death), Cardiac mﬁﬁgﬁ [ES?N%%S _3?]}/{2'/}1?
EU-EC- 08 Professional Years arrest (n/a - Fatal - Results in Death), Tidal volume decreased (n/a - Fatal - Results in Death) . PP ’
More in ICSR])
10008947948
Eetick or scal ; COVID-19 MRNA VACCINE MODERNA (CX-
k (2021-06- |Healthcare 65-85 . . T . . 024414) [COVID-19 MRNA VACCINE MODERNA
7840 EU-EC- 08 Professional Non EEA Vears Male  [Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008947847 applicable - [n/a - 1{DF} - Unknown])
Asthenia (15d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiac disorder (15d - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chest pain (15d - Fatal - Results in Death, Life
gk or scal i Threatening, Caused/Prolonged Hospitalisation), Coronary arterial stent insertion (n/a - Fatal - Results in Death, Life COVID-19 MRNA VACCINE MODERNA (CX-
7841 2021-06- |Healthcare Non EEA 65-85 Female Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 |08 Professional Years Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Decreased interest (15d - |(CX-024414)] (S- COVID-19 immunisation - Not
10008947631 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (15d - Fatal - Results in Death, |applicable - [n/a - 1{DF} - Intramuscular])
Life Threatening, Caused/Prolonged Hospitalisation), Headache (15d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)
More COVID-19 MRNA VACCINE MODERNA (CX-
7842 2021-06- | Healthcare Non EEA  |than 85 [Male Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Vears Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008947593 applicable - [n/a - n/a - Intramuscular])
Fickorsad ||
2021-06- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
7843 EU-EC- 08 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [/a - n/a - n/al)
10008947513
- Non More
7844 X 2021-06- ealthcare  |EEA than 85 |Female |Acute cardiac event (n/a - Fatal - Results in Death, Life Threatening, Disabling) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- x |08 . immunisation - Not applicable - [n/a - n/a - n/a])
Professional Years
10008947403
[elick or scal ; COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-06- |Healthcare 18-64 . . . " - 024414) [COVID-19 MRNA VACCINE MODERNA
7845 BU-EC. % (08 Professional Non EEA Vears Male  |Gastrointestinal haemorrhage (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008947362 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or sead | Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (86d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-06- |Healthcare 65-85 TIE - PRTIIE 024414) [COVID-19 MRNA VACCINE MODERNA
7846 . Non EEA Male  |Caused/Prolonged Hospitalisation), Syncope (86d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other . .
EU-EC- |4 08 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008947183 Y mp: applicable - [n/a - 1{DF} - Intramuscular])
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: .z Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Pulmonary |COVID-19 MRNA VACCINE MODERNA (CX-
7847 2021-06- | Healthcare Non EEA 65-85 Male embolism (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Pulmonary thrombosis (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Respiratory arrest (n/a - Fatal - |(CX-024414)] (S- COVID-19 immunisation - Not
10008947059 Results in Death, Life Threatening, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
7848 ek (2021-06- |Healthcare Non EEA 18-64 Female Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- (08 Professional Years Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008946827
Elickor scal More COVID-19 MRNA VACCINE MODERNA (CX-
t (2021-06- |Healthcare . . . . . ... |024414) [COVID-19 MRNA VACCINE MODERNA
7849 EU-EC- % 08 Professional Non EEA 21{1:; SSS Female [Chest pain (1d - Unknown - Life Threatening), Death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008946684 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal d More COVID-19 MRNA VACCINE MODERNA (CX-
7850 ha |2021-06- | Healthcare Non EEA  |than 85 [Male Asthenia (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), General physical health deterioration (n/a - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Vears Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008946663 applicable - [n/a - 1{DF} - Intramuscular])
Eligcorscal | ; COVID-19 MRNA VACCINE MODERNA (CX-
2% [2021-06- |Healthcare 18-64 . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
7851 EU-EC- % (08 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008946653 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
£x* 2021-06- Healthcare 18-64 . . " 024414) [COVID-19 MRNA VACCINE MODERNA
7852 BU-EC- ¥ (08 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008946650 applicable - [n/a - 1{DF} - Intramuscular])
ElickCor scap | 5 More )
2021-06- Healthcare Dehydration (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Heart rate increased (n/a - Fatal - [COMIRNATY [TOZINAMERAN] (S- COMD-19
7853 . Non EEA  |than 85 |Female . ) .. .
EU-EC- 08 Professional v Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008946610 cas
b
% (2021-06-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - R
7854 EU-EC- ‘08 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - n/a-n/a))
10008946547
: 2 2021-06-NOn 65-85 COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
7855 X Healthcare EEA Female |Cerebral haemorrhage (n/a - Fatal - Results in Death)
EU-EC- x (08 Professional Years - n/a - n/a])
10008946523 oressiond
Eidcorsca || COVID-19 MRNA VACCINE MODERNA (CX-
7856 2021-06- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Unresponsive 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years to stimuli (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008946508 applicable - [n/a - 1{DF} - Intramuscular])
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% COVID-19 MRNA VACCINE MODERNA (CX-
7857 i (2021-06- |Healthcare Non EEA 65-85 Female Blood pressure decreased (n/a - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x (08 Professional Years Oxygen saturation decreased (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008946506 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl More COVID-19 MRNA VACCINE MODERNA (CX-
7858 EU-EC- 3221_06_ E;oca%te}slscifxf Al Non EEA glan 85 |[Male  |Death (1d - Fatal - Results in Death, Other Medically Important Condition) ?é;‘;_‘ (1)2 AE%YI(B:IEDI\\A/][{]];?;/ mxﬁ?i?A
10008946395 cars applicable - [n/a - 1{DF} - Intramuscular])
BliciCorscal | = COVID-19 MRNA VACCINE MODERNA (CX-
7859 EU-EC- . N 3321-06- I};Ire(z)igslsciirg al Non EEA \1;;?2 Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) ?é;': égz)lzg%}/[(g:l&l\\/l}[{g?;/ mﬁgx)ﬁ?ﬁﬁlx
10008946226, applicable - [n/a - 1{DF} - Intramuscular])
Acute respiratory failure (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
Anticoagulant therapy (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Bacterial
infection (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Bilevel positive airway
pressure (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Blood culture positive
(n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Not
Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Catheter placement (n/a - Not Recovered/Not Resolved - Results in Death
Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Not Recovered/Not Resolved - Results in Death
Caused/Prolonged Hospitalisation), Cough (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (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), Dyspnoea (n/a - Not Recovered/Not
Resolved - Results in Death, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Not Recovered/Not Resolved
- Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Not Recovered/Not Resolved -
Elick or scad | ; Results in Death, Caused/Prolonged Hospitalisation), Fluid replacement (n/a - Not Recovered/Not Resolved - Results in ~ [COVID-19 VACCINE JANSSEN (AD26.COV2.9)
7860 r3¥ (2021-06- | Healthcare Non EEA 18-64 Female Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Not Recovered/Not Resolved - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- x |08 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Gram stain positive (n/a - Not Recovered/Not Resolved - Results in  {Immunisation - Not applicable - [n/a - n/a -
10008946133 Death, Caused/Prolonged Hospitalisation), Haemodynamic instability (n/a - Not Recovered/Not Resolved - Results in Intramuscular])
Death, Caused/Prolonged Hospitalisation), Heparin-induced thrombocytopenia test (n/a - Not Recovered/Not Resolved -
Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Not Recovered/Not Resolved - Results in Death,
Caused/Prolonged Hospitalisation), Intensive care (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Lung assist device therapy (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Mechanical ventilation (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Packed red blood cell transfusion (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Peripheral artery thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Peripheral coldness (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Platelet transfusion (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Prone position (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
Pulseless electrical activity (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Septic
shock (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Transfusion (n/a - Not
Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation)...
5 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
7861 | Lope 3221-06- E:(?g;:iirrfal Non EEA l(i-a?'j Female |Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) %r(rjl?nﬁl?s-altfozé Not ap;{i\glf}\l[r(l/?n%q)w.sn -
10008946085 Unknown])
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% COVID-19 MRNA VACCINE MODERNA (CX-
% [2021-06-|Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7862 pupc % 08 Professional |OMEEA  [yrors  [Male  [Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008946076 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
" (2021-06- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7863 EU-EC- % (08 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008945720 applicable - [n/a - 1{DF} - Intramuscular])
gk orscad | More COVID-19 MRNA VACCINE MODERNA (CX-
’ ¥ (2021-06- |Healthcare . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
7864 BU-EC- |08 Professional Non EEA glea;lrSSS Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008945571 applicable - [n/a - 1{DF} - Intramuscular])
or scail L3
Z* [2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
7865 EU-EC- e (08 Professional EEA Years Mele  (Sudden death (0d - Fatal - Results in Death immunisation - n/a - [1d - .3mL - Intramuscular])
10008945090
Elick or scal | _ Non COVID-19 VACCINE (AD26.COV2-S
7866 & [2021-06- Healthcare EEA 65-85 Male Coma (1n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening), Death (n/a - Fatal - Results in Death, [[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 2 |08 Professional Years Life Threatening), Ischaemia (n/a - Unknown - Results in Death, Life Threatening) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10008945066 applicable - [n/a - n/a - Unknown])
MERAN]
2867 el [2021-06-|Healthcare EEA 65-85 Female Atrial fibrillation (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dehydration (n/a - Fatal - mﬂﬁgﬁ [IF\IrchaINlicable [ d(—sl_ {(]1)?:211_019
EU-EC- H Professional Years Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) PP
) Intramuscular])
10008944993 -
Hikorscal |2 2k (2021-06- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
7868 EU-EC- =R 08 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death llmtnnmsat:‘;)n - Drug withdrawn - [n/a - 1{DF} -
10008944948 ntramuscular])
Rlickcor scal | Zou bt 502106 Fealthcare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7869 : EEA Female |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- x |08 Professional Years Intramuscular])
10008944900
: COVID-19 MRNA VACCINE MODERNA (CX-
7870 ar (2021-06- Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Shock (n/a - Fatal - Results in Death, Other (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 |08 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008944857 applicable - [n/a - 1{DF} - Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
Eideorsal | 4 2021-06-|Healthcare 65-85 Altered state of consciousness (n/a - Fatal - Results in Death), Hypoglycaemia (1d - Recovered/Resolved With Sequelae - ). immunisation - Not applicable - [1d- 1 {DF} -
7871 ¥ i EEA Male ) ¢ _Resuits in Death), Bypoglycac eae = ). | ntramuscular]), NOVORAPID FLEXPEN [INSULIN
EU-EC- ¥ |08 Professional Years Respiratory distress (n/a - Fatal - Results in Death), Wrong product administered (1d - Recovered/Resolved - ) . . R
ASPART] (S- Diabetes mellitus - Drug withdrawn - [1d
10008944846 .
- 12[iU] - Subcutaneous])
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F T 2021-06. Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
7872 EU-EC- ) 08 Healthcare EEA than 85 [Female |Pulmonary vasculitis (n/a - Fatal - Results in Death), Renal vasculitis (n/a - Fatal - Results in Death) immunisation - Not applicable - [29d - 1 {DF} -
10008944841 i Professional Years Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
; MRN CCINE
K3k |2021-06- Healthcare 65-85 Asthenia (37d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), 024414) [COVID-19 A V.A ) MODERNA
7873 X . Non EEA Male N . " (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- x |08 Professional Years Dyspnoea (37d - Fatal - Results in Death), Pain (37d - Fatal - Results in Death) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008944808
ICSR])
lickcor scal G |2021-06- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
7874 : EEA Female [COVID-19 (11d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 08 Professional Years Intramuscular])
10008944807
% 5021-06- Non Not Acute cardiac event (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7875 EU-EC- 08 Healthcare Non EEA Specified Female [embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important  |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
tf Professional cC Condition) - n/a - Intramuscular])
10008944802
Blickor scal |: it Non More Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Not o
7876 2021-06- |y ttheare |EEA than 85 [Male |RecoveredNot Resolved - Caused/Prolonged Hospitalisation), Peripheral vascular disorder (n/a - Not Recovered/Not Resolved |[COMIRNATY [TOZINAMERAN] (S - Immunisation -
10 (%é;ig; 3 08 Professional Years - Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a))
_ on
7877 2021-06- yevltheare |EEA 6585 | pemale |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 5 08 Professional Years n/a - [n/a - n/a - n/aJ)
10008944733 !
Elickcor scal - 5021-06- Non More Cough (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S- Immunisation -
7878 Healthcare EEA than 85 [Female |Resolved - ), Oxygen saturation decreased (n/a - Not Recovered/Not Resolved - ), Peripheral swelling (n/a - Not
EU-EC- 08 . n/a- [n/a - n/a - n/aJ)
Professional Years Recovered/Not Resolved - )
10008944729
o % 12021-06- |Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7879 . EEA Male |Gastrointestinal necrosis (3d - Fatal - Results in Death), Thrombosis (3d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- x |08 Professional Years - n/a - n/a))
10008944728
7880 2021-06- yealtheare  |EEA 6585 | pemale |Blood glucose abnormal (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- x |08 Professional Years n/a - [n/a - n/a - n/a])
10008944727
; % 12021-06-Non More COMIRNATY [TOZINAMERAN] (S - Immunisation
7881 “*"|Healthcare EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) B 7
EU-EC- x (08 Professional v, n/a - [n/a - n/a - n/a])
10008944725 olessiona cars
th (2021-06-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
' - -
7882 BU-EC- 2 os Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) /a - [/a - n/a - n/a])
10008944685
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: ; AXZE OCINE ASTRAZENE
7883 &% [2021-06- |Healthcare EEA 18-64 Male Acute kidney injury (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Hyperkalaemia (n/a - z/CHAD(\));/mlAI\I[%\\/{I B—ﬁg(sv_ AIrmnmisl:tSign n/a- [r?/l:
EU-EC- o (08 Professional Years Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death) Wa - /a])
10008944677 B
2021-06-|Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7884 0 : EEA Male  |Ventricular fibrillation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- x (08 Professional Years na - n/a])
10008944648 Ta-ma
click or scarl ! AXZ
7885 #2021-06-|Healthcare  |gga 18-64  |Fernale |Aphasia (n/a - Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - (\é]-lAlg(\)/)lelAI\I[((I:())\\/il B_ﬁg(sv_ ﬁﬁﬁsﬂn R n/altﬂfg/l:
EU-EC- by |08 Professional Years Results in Death) - n/a - n/a])
10008944645
Blick-or sca |-
£ 2021-06- Healthcare 65-85 . . . : . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - X - -
7886 EU-EC- % (08 Professional EEA Vears Male  [Deep vein thrombosis (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008944637
oLscl 3 Non
7887 3 202106 | ealthcare  |EEA 1864 |\ fale  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- x (08 Professional Years n/a- [n/a-n/a-n/a])
10008944567 i
; 12021-06- 65-85 . . T COMIRNATY [TOZINAMERAN] (S - Immunisation -
7888 EUEC | pas B |0 ?eai‘thc'are | EEA Vears Male |Aortic aneurysm rupture (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) na - [n/a - n/a - n/a])
10008944560| =3 3 rolessiona
5 Non
7889 2021-06- Healthcare EEA 65-85 Male  [Death (n/a - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- x (08 Professional Years n/a - [n/a - n/a - n/aj)
10008944556 rofession
Elickor scal | COVID-19 MRNA VACCINE MODERNA (CX-
e® (2021-06- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7890 EU-EC- % (08 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008944542 applicable - [n/a - 1{DF} - Intramuscular])
:
7891 2021-06- Healthcare EEA 18-64 Female General physical health deterioration (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- x |08 Professional Years Death) n/a - [n/a-n/a-n/a])
10008944431
or scaij ; More COVID-19 VACCINE (AD26.COV2-S
tk (2021-06-|Healthcare L . .. . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
| . - - B - - et
7892 EU-EC- % (08 Professional EEA glea:ISSS Female |Cardiac failure (n/a - Fatal - Results in Death), Enteritis (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
10008944427 [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

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=10008944556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008944542&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008944431&_xpt=1&_xf=pdf
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
, COVID-19 MRNA VACCINE MODERNA (CX-
& (2021-06-|Healthcare 65-85 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
7893 BU-EC- 08 Professional Non EEA Years Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008944385 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl ; COVID-19 MRNA VACCINE MODERNA (CX-
K3 2021-06- Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7894 EU-EC- % (08 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008944372 applicable - [n/a - 1{DF} - Intramuscular])
Elidcor scad | = ; COVID-19 MRNA VACCINE MODERNA (CX-
: &% [2021-06- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
3o . - - Results in Death) . .
7895 EU-EC- (08 Professional Non EEA Vears Female |Decreased appetite (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008944340 applicable - [n/a - 1{DF} - Intramuscular])
or scaf ; COVID-19 MRNA VACCINE MODERNA (CX-
¢ 1021-06. | Healthcare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
7896 | EU-EC- i 08 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008944293 applicable - [n/a - 1{DF} - Intramuscular - More in
ICR))
ik ol L COVID-19 MRNA VACCINE MODERNA (CX-
7897 ra® 2021-06- | Healthcare Non EEA 18-64 Male Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (1d- {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (08 Professional Years Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008944269 Unknown - [n/a - 1{DF} - Unknown])
i Concussion (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), (COVID-19 MRNA VACCINE MODERNA (CX-
7898 a* |2021-06- Healthcare Non EEA 65-85 Male Fall (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years Death), Syncope (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results |(CX-024414)] (S- COVID-19 immunisation - Not
10008944210 in Death, Other Medically Important Condition), Traumatic haemorrhage (n/a - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Elickor scad More COVID-19 MRNA VACCINE MODERNA (CX-
7899 2021-06- |Healthcare Non EEA  |than 85 [Male Cardiac failure congestive (n/a - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (n/a |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 5 |08 Professional Vears - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008944027 i applicable - [n/a - 1{DF} - Unknown])
: - - - " Dizzi - - " 5 -
Balapce d{sorder (n/a - Fatal Resul.ts in Death) D}zzmegs (n/a - Fatal - Results in Death), General physu:al health COVID-19 MRNA VACCINE MODERNA (CX-
! deterioration (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death, Other Medically Important
2021-06- |Healthcare 65-85 . . X - P . 024414) [COVID-19 MRNA VACCINE MODERNA
7900 : Non EEA Male  |Condition), Hypoaesthesia (n/a - Fatal - Results in Death), Hyporesponsive to stimuli (n/a - Fatal - Results in Death), . L
EU-EC- x |08 Professional Years h Ja- Fatal . Pyrexia (n/a - Fatal . h (n/a - Fatal " (CX-024414)] (S- COVID-19 immunisation - Not
10008944003 Let argy (n a - Fatal - Results in Death), Pyrexia (n/a - Fatal —'Results in Death), Ras (n/a - Fatal - Results in Death), applicable - [n/a - n/a - Unknown])
Respiratory distress (n/a - Fatal - Results in Death, Other Medically Important Condition)
Elickor scal _ COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-06-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7901 | EU.EC. 08 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008943933 applicable - [n/a - 2{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008944210&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008944027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008944003&_xpt=1&_xf=pdf
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. s 2021-06- | Healthcare More Cardiac arrest (3d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (3d - Unknown - ). gxﬁ)l?cx%lgAmﬂE&ODERNﬁégEMA
7902 ; ; Non EEA |than 85 |Male \ cSuts in Dea ¥ fmp » DYSP g (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 08 Professional v Pulmonary pain (3d - Unknown - ) . ;
i ears applicable - [n/a - 1{DF} - Intramuscular - More in
10008943850, :
ICSR])
COVID-19 MRNA VACCINE MODERNA (CX-
ek (2021-06- |Healthcare 18-64 . . .\ 024414) [COVID-19 MRNA VACCINE MODERNA
7903 BU-EC- % (08 Professional Non EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008943832 applicable - [n/a - 1{DF} - Intramuscular])
klick or scal | ; e More
2021-06- | Healthcare . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
7904 puEC 08 Professional | o7 EEA gmn 85 [Male | Concomitant di progression (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a))
10008943808 cans
Anaphylactic reaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebellar haemorrhage (n/a -
ik or scad | ; Fatal - Results in Death), Coma scale abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation), Dermatitis exfoliative ME
7905 th (2021-06- |Healthcare EEA ]t\}/lka);eS 5 |Fomale generalised (n/a - Unknown - Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Unknown - Caused/Prolonged mﬂﬁgﬁ {Irgze)mlicabls‘:\m/f —3Cn?LV{D19
EU-EC- x (08 Professional Vears Hospitalisation), Respiratory arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Systolic hypertension (n/a - Tntramuscular]) PP :
10008943654 o Unknown - Caused/Prolonged Hospitalisation), Urticaria (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a -
Unknown - Caused/Prolonged Hospitalisation)
Rlick or scad |: " COMIRNATY [TOZINAMERAN] (S - COVID-19
7906 6 X 2021-06- |Healthcare EEA 65-85 Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- x (08 Professional Years Intr: Jlar])
10008943567 amuscuiar
or scail ¥ h Non
7907 [ 2021-06- | eattheare [NonEEA | 130% |Female |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - ), Malaise (n/a - Unknown - ) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 08 . Years immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008943518
Elick or scad _
2021-06- |Healthcare 65-85 . o . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl .
7908 EUEC. |ik 08 Professional Non EEA Vears Male  |Pneumonia aspiration (n/a - Fatal - Results in Death) isation - Not applicable - [1d - n/a - n/a])
10008943516,
Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cognitive disorder (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Dizziness (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),
Erysipelas (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Fluid retention (n/a - Fatal - Results in
Elickorscal Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypersomnia (n/a - Unknown - Life Threatening,
% (5021-06. Non More Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Unknown - Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
7909 | EU.EC. 08 Healthcare  |EEA than 85 [Male  |Hogpitalisation), Renal failure (n/a - Fatal - Results in Death, Life Threatening Caused/Prolonged Hospitalisation), Skin  [srmunisation - Not applicable - [n/a - n/a - n/a])
10008943498 Professional Years disorder (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Skin wound (n/a - Unknown - Life
Threatening, Caused/Prolonged Hospitalisation), Vaccination site erythema (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Vaccination site swelling (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation)
: o 2021-06- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
- - ; . . . - - 3 . . . . B
7910 BU-EC- 08 Professional Non EEA  [than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008943496 Years
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008943518&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008943516&_xpt=1&_xf=pdf
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2021-06-|Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X embo - - . S .
7911 BU-EC- 08 Professional Non EEA Years Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Pulmonary lism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
10008943490
click or scarl More
7912 2021-06- |Healtheare |\ pea |han 85 Male  |Cardiac failure (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 08 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
ears
10008943484
Elickor scad i Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, —|COVID-19 VACCINE ASTRAZENECA (CHADOX1
7913 : 2021-06- Healthcare |\ pr ) (1864 |\ 01 |Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- | sman 08 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008942956/ = ; n/a - Intramuscular])
or scaij % COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-06-|Healthcare 65-85 o . . " . 024414) [COVID-19 MRNA VACCINE MODERNA
7914 EU-EC- ‘08 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008942530 applicable - [n/a - 1{DF} - Unknown])
[etick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
! [2021-06- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7915 EU-EC- 08 Professional Non EEA Vears Female |Death (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008942398 Unknown - [n/a - 1 {DF} - Intramuscular])
.z COVID-19 VACCINE ASTRAZENECA (CHADOX1
7916 k! 2021-06- Healthcare Non EEA 18-64 Female Back pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 08 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10008942312 - n/a - Intramuscular])
Elick or sca | - COVID-19 MRNA VACCINE MODERNA (CX-
: M 2021-06-|Healthcare 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
7917 EU-EC- 08 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008942285 applicable - [n/a - 1{DF} - Intramuscular])
= More COVID-19 MRNA VACCINE MODERNA (CX-
7918 2021-06- | Healthcare Non EEA  |than 85 [Female Cardiac arrest (10d - Fatal - Results in Death, Other Medically Important Condition), Pain (10d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 |08 Professional Vears Death), Pyrexia (10d - Fatal - Results in Death), Respiratory disorder (10d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008942226, applicable - [n/a - 1{DF} - Unknown])
or scaij 3 More COVID-19 MRNA VACCINE MODERNA (CX-
H 2021-06-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7919 EU-EC- T 0g Professional Non EEA glea:ISSS Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008942189 ] applicable - [n/a - 1{DF} - Unknown])
! Abnormal behaviour (n/a - Fatal - Results in Death, Life Threatening), Agitation (n/a - Fatal - Results in Death, Life
Ekorsa Threatening), Anaemia (n/a - Fatal - Results in Death, Life Threatening), Asthenia (n/a - Fatal - Results in Death, Life
2 (2021-06- | Healthcare More Threatening), Balance disorder (n/a - Fatal - Results in Death, Life Threatening), Confusional state (/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
7920 EU-EC- 08 Professional EEA ;?an 85 [Male |in peath, Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), Nervous system disorder (n/a - Fatal |immunisation - Not applicable - [n/a - n/a - n/a])
10008941848 ; cars - Results in Death, Life Threatening), Oxygen saturation decreased (n/a - Fatal - Results in Death, Life Threatening),
Pallor (n/a - Fatal - Results in Death, Life Threatening), Speech disorder (n/a - Fatal - Results in Death, Life
Threatening)
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b, N Aborti d al i Other Medicall; Conditi hagi ke (n/: al CO CCINE AST C.
% |5021-06. /Non 18-64 rtion (1 1- Fatal - M, er M fically !n]ponant ndition), Haernorr agic stroke (n/a - Fatal - M 'VAXZEVRIA [COVID-19 VA( I RAZENE A
7921 EU-EC- 08 Healthcare Non EEA Years Female |in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Life ~ |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008941771 t Professional Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) - Not applicable - [1d - n/a - Intramuscular])
Microembolism (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Unknown - Other X7 CCINE ASTRAZENE
7922 2021-06- EZ:] thearc EEA 65-85 Male Medically Important Condition), Myocardial necrosis (n/a - Unknown - Other Medically Important Condition), Syncope (n/a ?]CHA];E(\)X/RIIAI\J[CCS\\ZI 1]39-)59(8\/- A wa-U nl?ns(f W - [n/a _CA
EU-EC- L+, |08 Professional Years - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Recovered/Resolved - Caused/Prolonged n/a - Intramuscular])
10008941769 ] Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition)
klick or scal e
2021-06- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
7923 EU-EC- ¥ (08 Professional EEA Years Mele  Death (/2 - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008941692
Qr _scail
2021-06- |Healthcare 18-64 . . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - X - - . S
7924 EU-EC- 08 Professional EEA Vears Male  [Acute myocardial infarction (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immmisation - 1/a - [/ - /3 - 1/2])
10008941172
Elickcor scad | 7 5021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
7925 . EEA than 85 |Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 08 Professional v Int ul
10008940884 cars ntramuscular])
ElickCor scal | 2330 N
- on Aortic aneurysm rupture (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness _
I (2021-06- 65-85 5 COMIRNATY [TOZINAMERAN] (S - COVID-19
7926 | EU-EC B 08 Healthcare — |EEA Vears |MAle |(n/a- Fatal - Results in Death) imnmunisation - n/a - [n/a - n/a - Intramuscular])
10008940853 ] Professional
2021-06- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
27| puEC % |08 Professional | oM FEA - [yars  [Male | Concomitant di progression (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008940486
- 2 02106 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7928 . EEA Male  |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
EU-EC- 08 Professional Years - 5mL - Intramuscular])
10008940478 ’
ElickCor scap |
Non More . o . SPIKEVAX [COVID-19 MRNA VACCINE
7929 e 2021-06- Healthcare EEA than 85 |Female Cerebral I.laemorrhage (n/a - Fatal - w, Caused/Prolonged Hospitalisation), Fatigue (4d - Recovered/Resolved - MODERNA (CX-024414)] (S- n/a - n/a - [n/a - n/a -
EU-EC- x (08 Professional v, Results in Death, Caused/Prolonged Hospitalisation) al))
10008940459 olession cans a
B More
; g2 (2021-06- |Healthcare . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
8 - R
7930 EU-EC- 08 Professional EEA ?:;:5 Female |Dyspnoea (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008940438
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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
A [2021-06-|Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
) : sease - - . S .
7931 EU-EC- % (08 Professional Non EEA Years Female |Concomitant di progression (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
10008940362
7932 a1 2021-06- | Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Deep vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i (08 Professional Years Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008940061
ik or cal |3 7 Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged COVID-19 VACCINE AST NECA X1
7933 3 2021-06- Healthcare Non EEA 65-85 Male  [Hospitalisation), Pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i 08 Professional Years Ca rolonced Hospitalisati ) ? (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008939677 ; used/Prolonged Hospitalisatio 1/a - Intramuscular])
or scai i Cerebral ischaemia (5d - Fatal - Results in Death, Other Medically Important Condition), Generalised tonic-clonic seizure COVID-19 /A VACCINE MODERNA (CX-
5001 Ith 1 . h rcall - h 1 . . 024414) [COVID-19 MRNA VACCINE MODERNA
7934 = 12021-06- | Healt care Non EEA 65-85 Male (Sfl - Eata - Results in Death, Other Medically Impoﬂant Condition), Hegdac e (5d- Fatg - Results in Death), Lactic (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- i (08 Professional Years acidosis (5d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (5d - Fatal - Results applicable - [/a - 1{DF} - Intramuscular - More in
10008939370 in Death, Other Medically Important Condition) IEER])
Elick or scal | ; More COVID-19 MRNA VACCINE MODERNA (CX-
A& (2021-06- |Healthcare . . . " . 024414) [COVID-19 MRNA VACCINE MODERNA
X : - - Results in Death), - - Results in Death) . .
7935 EU-EC- p2L P Professional Non EEA %]{1:;55 Male  |Pyrexia (3d - Fatal - Results in Death), Respiratory disorder (3d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation -
10008939157 ; Unknown - [n/a - 1 {DF} - Intramuscular])
= Non
7936 e (2021-06- Healthcare EEA 65-85 Female Cardiac arrest (Od - Fatal - Results in Death, Other Medically Important Condition), Death (0d - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- o (08 X Years Other Medically Important Condition), Vomiting (Od - Fatal - Results in Death, Other Medically Important Condition) n/a - [n/a - n/a - Intramuscular])
Professional e
10008938655
Ageusia (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anosmia (21d - Fatal - Results in Death
i Caused/Prolonged Hospitalisation), Confusional state (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), ~ (COVID-19 MRNA VACCINE MODERNA (CX-
7937 3= |2021-06- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x (08 Professional Years (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (21d - Fatal - Results in Death, (CX-024414)] (S- COMID-19 immunisation -
10008938530 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (21d - Fatal - Results in Death, Unknown - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation)
- COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
7938 X . Non EEA  |than 85 [Male  |Condition aggravated (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- x (08 Professional . .
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008938450,
ICSR])
! Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition),
ik or sca | : Lacrimation increased (n/a - Fatal - Results in Death, Life Threatening), Malaise (n/a - Fatal - Results in Death, Life ~ |COVID-19 MRNA VACCINE MODERNA (CX-
7939 ! (2021-06- |Healthcare Non EEA 18-64 Male Threatening), Respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |08 Professional Years Rhinorrhoea (n/a - Fatal - Results in Death, Life Threatening), Syncope (n/a - Fatal - Results in Death, Life Threatening, [(CX-024414)] (S - COVID-19 immunisation - Not
10008938373 Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Life Threatening, Other applicable - [n/a - 1{DF} - Intramuscular])
Medically Important Condition), Vomiting (n/a - Fatal - Results in Death, Life Threatening)
Elickor scal | 5 COVID-19 MRNA VACCINE MODERNA (CX-
7940 a: [2021-06- Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhage (n/a - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- re 08 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008938342 ; applicable - [n/a - 1{DF} - Unknown])
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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
Acute pulmonary oedema (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Unknown - o
7941 i [2021-06- | Healtheare 1 pp 1864\ pale Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 08 Professional Years Hospitalisation) Not applicable - [n/a - n/a - Intramuscular])
10008938262 P
% More COVID-19 MRNA VACCINE MODERNA (CX-
K3k |2021-06- Healthcare o . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7942 EUEC |} 08 Professional Non EEA ?:;r S85 Female |Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008938178 applicable - [n/a - 1{DF} - Intramuscular])
Blick-or scal | =24 COVID-19 MRNA VACCINE MODERNA (CX-
7943 Tk | 2021-06- (Healthcare Non EEA 18-64 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Fatal - Results in|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | #RE5y |08 Professional Years Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008938036 applicable - [n/a - n/a - Intramuscular])
or scaij % More COVID-19 VACCINE ASTRAZENECA (CHADOX1
k (2021-06-|Healthcare - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] / - -
7944 EU-EC- AP Professional Non EEA ?:;ISS Male  [Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008937812 n/a - Intramuscular])
Elick or scal | ! COVID-19 VACCINE ASTRAZENECA (CHADOX1
: 2 [2021-06-|Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
s . - - s - -
7945 EUEC. % i 0g Professional Non EEA Vears Male  |Cough (n/a - Fatal - Results in Death), Haemoptysis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008937753 ; n/a - Intramuscular])
e L COVID-19 VACCINE ASTRAZENECA (CHADOX1
k2% (2021-06-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] ' B R
46| puEC 508 |Professional |NOMEEA yeyrs  [Male |Asthenia (wa - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008937729 n/a - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
$i 2021-06-|Healthcare 18-64 s . ) B . . _ _ . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7947| EUEC. | E £ [0 Professional Non EEA Vears Female |Acute myocardial infarction (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008937728 ; n/a - Intramuscular])
Elick or scall | %= S COVID-19 VACCINE ASTRAZENECA (CHADOX1
7948 ] 24 2021-06- Healthcare Non EEA 18-64 Female Aphasia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 08 Professional Years Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008937484 n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
& 2021-06-|Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ 4 - - , - -
7949 EU-EC- T 0g Professional Non EEA Vears Female [Abdominal pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008937483 n/a - Intramuscular])
Efick or scal | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
7950 ¥ | 2021-06- Healthcare Non EEA 18-64 Male Blood pressure increased (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypoaesthesia (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- & |08 Professional Years Results in Death), Injection site pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008937482 - n/a - Intramuscular])
Rlick or scad | 3 s Abdominal pain upper (n/a - Fatal - Results in Death), Chest pain (wa - Fatal - Results in Death), Chills (wa - Fatal - | 0 AD-19 VACCINE ASTRAZENECA (CHADOXI
LT, Y (2021-06- (Healthcare 65-85 X - - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7951 0 . Non EEA Male  [Results in Death), Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death),
EU-EC- (e (08 Professional Years Vaccination si . N (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
: ‘accination site pain (n/a - Fatal - Results in Death)
10008937398 | n/a - Intramuscular])
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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
T COVID-19 VACCINE ASTRAZENECA (CHADOX1
7952 He? |2021-06- Healthcare Non EEA 18-64 Male Abdominal pain (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o 08 Professional Years Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008937367 ; - n/a - Intramuscular])
Elickorsad 5 2021-06- N More COMIRNATY [TOZINAMERAN] (S - COVID-19
7953 m 7" |Healthcare  [EEA than 85 |Male  |Sudden death (n/a - Fatal - Results in Death) . S )
EU-EC- x (08 Professional Vear immunisation - n/a - [n/a - .3mL - Intramuscular])
10008937116 olession cars
¥ (2021-06- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - COVID-19
X . Sudde: - - ) ) .
7954 EU-EC- T (08 Professional EEA Years Male n death (0d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008936966 ;
Elick or scal | 2021-06- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
7955 : EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - .3mL -
EU-EC- 08 Professional Years Int ul
10008936958 ntramuscular])
Qr _scail
7956 % |2021-06- Healthcare EEA 65-85 Male Pneumonitis (41d - Fatal - Results in Death), Respiratory failure (41d - Fatal - Results in Death), Septic shock (41d - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 08 Professional Years Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - n/a])
10008936549
Easad ||
2021-06- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
X : - - ) P
7957 BU-EC- T g Professional EEA Vears Female [Acute myocardial infarction (0d - Fatal - Results in Death) immunisation - n/a - [/a - .3mL - Intramuscular])
10008934487
Ageusia (n/a - Unknown - ), Aphasia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebral disorder
(n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Unknown - Other
Medically Important Condition), Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically
Bk ol Important Condition), Diarrhoea (n/a - Unknown - ), Disability (n/a - Not Recovered/Not Resolved - Disabling, Other COVID-19 MRNA VACCINE MODERNA (CX-
% 5021-06- | Healthcare More Medically Important Condition), Dysarthria (n/a - Unknown - ), Dysgeusia (n/a - Unknown - ), Dyskinesia (n/a - Unknown - (024414) [COVID-19 MRNA VACCINE MODERNA
7958 EU-EC- 07 Professional Non EEA  |than 85 |Female |Caused/Prolonged Hospitalisation), Eating disorder (n/a - Not Recovered/Not Resolved - Disabling), Hand deformity (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008936166 ) Years Unknown - Caused/Prolonged Hospitalisation), Illness (n/a - Unknown - ), Impaired work ability (n/a - Not Recovered/Not applicable - [n/a - 1{DF} - Intramuscular - More in
Resolved - Disabling), Movement disorder (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Muscular  |[ICSR])
weakness (n/a - Unknown - ), Nausea (n/a - Unknown - ), Peripheral swelling (n/a - Recovered/Resolved - Caused/Prolonged
Hospitalisation), Peripheral swelling (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Speech disorder (n/a - Unknown - ),
Throat lesion (n/a - Unknown - ), Vomiting (n/a - Unknown - ), Weight decreased (n/a - Unknown - )
i o | ™% COVID-19 VACCINE ASTRAZENECA (CHADOX1
7959 2021-06- |Healthcare Non EEA 65-85 Female Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | & L+ |07 Professional Years Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008936145 @ CH - 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=10008937367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008937116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936966&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008934487&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936166&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936145&_xpt=1&_xf=pdf
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= Abdominal pain upper (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - |C0 VD19 VACCINE ASTRAZENECA (CHADOX1
7960 F: |2021-06- [Healthcare g ppa 0585 1vp o pesults in Death), Cough (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Headache (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ke (07 Professional Years Fatal - Results in f)ea th ’ ’ (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10008936103 ; Results in Death) - 0/a - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-06- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
61 puEC %07 |Professional |NOMFEA - {than 85 [Male - Death (Id- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008936047 ; applicable - [n/a - 1{DF} - Unknown])
m 5 Death (1d - Fatal - Results in Death, Other Medically Important Condition), Encephalopathy (4d - Unknown - (COVID-19 MRNA, VACCINE MODERNA (CX-
2021-06- Healthcare 65-85 TR . . ) : L 024414) [COVID-19 MRNA VACCINE MODERNA
7962 40 : Non EEA Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Generalised tonic-clonic seizure (4d - Unknown - . .
EU-EC- x (07 Professional Years Ca rolonged Hospitalisation, Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008936036 usedProlonged Hosp b v imp applicable - [n/a - 1{DF} - Intramuscular])
or scaij % COVID-19 VACCINE ASTRAZENECA (CHADOX1
2% (2021-06- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A . - - > - - .
7963 EU-EC- |7 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008936035 - n/a - Intramuscular])
Hickorscad | % 12021-06- Healtheare 1864 Brain oedema (n/a - Fatal - Results in Death), COVID-19 (1/a - Fatal - Results in Death), Cerebrovascular accident (n/a - | ooVl [COVID-19 VACCINE ASTRAZENECA
7964 : Non EEA Male . ? ? (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
EU-EC- T (07 Professional Years Fatal - Results in Death) Int ul
10008935962 : - Intramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
3k |2021-06-|Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
7965 EU-EC- i Professional Non EEA Years Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008935820 ; applicable - [n/a - 1{DF} - Intramuscular])
Elickor sca | 3 = COVID-19 VACCINE ASTRAZENECA (CHADOX1
7966 2021-06- Healthcare Non EEA 65-85 Female Chest pain (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (07 Professional Years Death), Vaccination site pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008935748 - n/a - Intramuscular])
lick or scal Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death COVID-19 VA AST CA( XI
2021-06- | Healthcare 18-64 T . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7967 . Non EEA Male  |Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), :
EU-EC- 07 Professional Years Pyrexia (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008935740 yrexia (n/a - Fatal - Results in Death) - /a - Intramuscular])
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
7968 e* (2021-06- |Healthcare Non EEA 65-85 Female Diarrhoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- Fer: (07 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008935705 : n/a - Intramuscular])
gk or scal = COVID-19 VACCINE ASTRAZENECA (CHADOX1
7969 h 2021-06- Healthcare Non EEA 65-85 Male Headache (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- re 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/a
10008935702 ; - 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=10008936103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936036&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008936035&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935962&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935820&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935705&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935702&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
ey 3 2021-06- | Healthcare 18-64 Bradycardia (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7970 . Non EEA Male  [Death), Dyspnoea (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Vaccination site  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
EU-EC- e 07 Professional Years : - .
:: erythema (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) - Intramuscular])
10008935686
COVID-19 MRNA VACCINE MODERNA (CX-
7971 ra* 2021-06- Healthcare Non EEA 65-85 Female Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- e 07 Professional Years Results in Death, Other Medically Important Condition), Resuscitation (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008935603 ; applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
 (2021-06- |Healthcare 65-85 . . S . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
7972 BU-EC- %07 Professional Non EEA Vears Female [Hypoaesthesia (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008935596 - n/a - Intramuscular])
click or scarl g COVID-19 MRNA VACCINE MODERNA (CX-
7973 & |2021-06- |Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Electrolyte imbalance (n/a - Unknown - ), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Frx (07 Professional Years Feeling abnormal (n/a - Unknown - ), Malnutrition (n/a - Unknown - ), Pain (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) |(CX-024414)] (S- COVID-19 immunisation - Not
10008935594 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | s COVID-19 VACCINE ASTRAZENECA (CHADOX1
7974 3 |2021-06- |Healthcare Non EEA 65-85 Male Blood glucose fluctuation (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o 07 Professional Years Results in Death), Vaccination site pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
10008935522 ; - n/a - Intramuscular])
3 Hyperventilation (1d - Fatal - Results in Death), Loss of consciousness (1d - Fatal - Results in Death, Other Medically COVID-19 A VA MODERNA (CX-
| 2021-06- | Healthcare 65-85 . - . - 024414) [COVID-19 MRNA VACCINE MODERNA
7975 X . Non EEA Male  |Important Condition), Muscle twitching (1d - Fatal - Results in Death), Posture abnormal (1d - Fatal - Results in Death), . L
EU-EC- x (07 Professional Years Respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008935519 applicable - [n/a - 1{DF} - Intramuscular])
Efick or scal | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
7976 2021-06- |Healthcare Non EEA 65-85 Female Chills (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 07 Professional Years Hospitalisation), Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008935456 ; n/a - Intramuscular])
: ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
t (2021-06-|Healthcare 18-64 . . oo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
77| BUEC B 07 Professional | "M EEA  [yreors  [Male  [Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008935441 ; - n/a - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
7978 L % |2021-06- |Healthcare Non EEA 18-64 Male Cough (n/a - Recovering/Resolving - ), Malaise (n/a - Recovered/Resolved - ), Oropharyngeal pain (n/a - Recovering/Resolving [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (07 Professional Years -), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008935439 n/a - Intramuscular])
Rlick orscad | _ % 5021-06- | Healthcare 18-64 ) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7979 X . EEA Male  [Pulmonary embolism (1d - Fatal - Results in Death), Thrombocytopenia (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- o 07 Professional Years - Not applicable - [1d- .5mL - Intr Jar])
10008935273 ; ot applicabie : amuscuiar
= Non SPIKEVAX [COVID-19 MRNA VACCINE
7980 X 2021-06-|yealtheare |EEA 0585 | pemale |Cerebrovascular accident (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- o (07 Professional Years immunisation - Not applicable - [1d - n/a -
10008935083 Subcutaneous])

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=10008935686&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935594&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935522&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935519&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935456&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935441&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935439&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008935083&_xpt=1&_xf=pdf
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Purposes
px Cerebral disorder (1d - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically |COVID-19 MRNA VACCINE MODERNA (CX-
7081 ; 2021-06-|Healthcare Non EEA 18-64 Female Important Condition), Lung disorder (1d - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (1d - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- k 07 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal disorder (1d - Unknown - Caused/Prolonged |(CX-024414)] (S- COVID-19 immunisation - Not
10008935056 ; Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
% |2021-06- | Healthcare More COVID-19 pneumonia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (3d - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
7982 ) : EEA than 85 |Male  [Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - n/a -
EU-EC- 07 Professional Vears Intramuscular])
10008935048
Elick or scal |5 - COVID-19 VACCINE ASTRAZENECA (CHADOXI
. r3® |2021-06- Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10, 4 - -
7983 EU-EC- i Professional Non EEA Vears Male  |Toxic shock syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008934842 : n/a - Intramuscular])
i Non Cerebrovascular accident (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
3k 2021-06- 65-85 . : . - . TR NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7984 X Healthcare ~ [Non EEA Male  |Fatal - Results in Death), Pneumonia (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), . S
EUEC |3 % (07 Professional Years Thrombosis (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S - COVID- 19 immunisation
10008934837 - Not applicable - [n/a - n/a - Subcutaneous])
EliciCor scal | =25 ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
F A" [2021-06-|Healthcare 65-85 .. . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
7985 EU-EC- 07 Professional Non EEA Years Female |Gastroenteritis (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- n/a - Not applicable - [n/a
10008934709 - n/a - Intramuscular])
5 2021-06-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7986 L . Non EEA Female |[Meningococcal bacteraemia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
EU-EC- | & re 07 Professional Years Int dar])
10008934244 ; - ntramuscriar
Elick or scall | = W COVID-19 MRNA VACCINE MODERNA (CX-
; rtk (2021-06- |Healthcare 18-64 .. . 024414) [COVID-19 MRNA VACCINE MODERNA
0 . - - Results in Death) . D
7987 EU-EC- x (07 Professional Non EEA Years Female | Vomiting (10d - Tatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008934209 applicable - [n/a - 1{DF} - Unknown])
b AXZ,
 (2021-06-|Healthcare 65-85 Deep vein thrombosis (n/a - Fatal - Results in Death), Haemorrhagic stroke (n/a - Fatal - Results in Death), Seizure (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7988 . 0 . Non EEA Female X T . N (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | % o (07 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death)
; - Unknown - [1d - n/a - Intramuscular])
10008933824
Elick or scal | : s Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
7989 k Hee? | 2021-06- Healthcare Non EEA 18-64 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o 07 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008933607 ; applicable - [n/a - n/a - Intramuscular])
ik orscad |1 COVID-19 MRNA VACCINE MODERNA (CX-
7990 Healthcare Non EEA 18-64 Mal Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (n/a - Unknown - ), Influenza like 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional on Years 4€  liliness (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008933486 applicable - [n/a - 1{DF} - Intramuscular])
m 2021-06-|Healthcare 65-85 Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
7991 : EEA Male |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Infection (n/a - Fatal - Results in Death, Caused/Prolonged
EU-EC- ; 07 Professional Years Meramr: - n/a- n/a])
10008933185 Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008934209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008933824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008933607&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008933486&_xpt=1&_xf=pdf
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Non
7092 2021-06- Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 07 . Years Condition), Overdose (n/a - Unknown - ) immunisation - Not applicable - [n/a - .5mL - n/a])
. Professional
10008933118
Encephalopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nervous system disorder (n/a - Fatal -
7993 et (2021-06- |Healthcare Non EEA 65-85 Female Results in Death, Caused/Prolonged Hospitalisation), Neuromyotonia (n/a - Fatal - Results in Death, Caused/Prolonged |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- x (07 Professional Years Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - |immunisation - Not applicable - [1d - n/a - Unknown])
10008933049 Fatal - Results in Death, Caused/Prolonged Hospitalisation)
m F 5 Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - Other Medically Important Condition), COVID-19 VACCINE ASTRAZENECA (CHADOXI1
2021-06- |Healthcare 65-85 - . X . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7994 0 . Non EEA Female |Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in ;
EU-EC- % (07 Professional Years Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - n/a - Not applicable - [n/a
10008933037 » YT g s - n/a - Intramuscular])
or scai ! Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
7995 # [2021-06-|Healthcare Non EEA 18-64 Male Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- =107 Professional Years in Death, Caused/Prolonged Hospitalisation), Posture abnormal (n/a - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008933029 Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
: 2021-06- Non 18-64 COMIRNATY [TOZINAMERAN] (S - Immunisation -|
7996 Healthcare EEA Male |(Basilar artery thrombosis (n/a - Not Recovered/Not Resolved - ), Cerebrovascular accident (n/a - Fatal - Results in Death)
EU-EC- x (07 Professional Years n/a - [n/a-n/a-n/a])
10008933008 rolessiona
% |5021-06- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
7997 BU-EC- X |07 Healthcare EEA Vears Male  [Pulmonary embolism (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008933004 ; Professional - n/a- n/a])
Elick or scay | =5 - COVID-19 MRNA VACCINE MODERNA (CX-
20 (2021-06- |Healthcare 65-85 . ) . . . 024414) [COVID-19 MRNA VACCINE MODERNA
) ; - - , - - . .
7998 EU-EC- 7 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008932849 applicable - [n/a - 1{DF} - Unknown])
7999 =1 (2021-06- |Healthcare EEA 65-85 Female Chronic obstructive pulmonary disease (10d - Fatal - Results in Death), Pumonary hypertension (10d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- L3 |07 Professional Years Death) Not applicable - [n/a - n/a - Intramuscular])
10008932222, ;
= Non COVID-19 VACCINE ASTRAZENECA (CHADOX]1
3000 et (2021-06- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- w07 Professional Years Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008932087 applicable - [n/a - n/a - Intramuscular])
2021-06- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - - ) . Nl .
8001 EU-EC- 07 Professional Non EEA Years Male | Cardio-respiratory arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008931988
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8002 2021-06- |Healthcare EEA 65-85 Female Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening), Pulmonary embolism (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | i3 07 Professional Years Death) immunisation - n/a - [n/a - 1{DF} - n/a])
10008931948
COVID-19 VACCINE ASTRAZENECA (CHADOX1
8003 ek (2021-06- |Healthcare Non EEA 65-85 Female Arthralgia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- T (07 Professional Years Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008931922 ; n/a - Intramuscular])
BliciCorscal | = COVID-19 VACCINE ASTRAZENECA (CHADOXI
8004 ; 2021-06- Healthcare EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Loss of consciousness (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 07 Professional Years Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008931842 ; - Not applicable - [n/a - 1{DF} - n/a])
[elick or scal |: COVID-19 VACCINE ASTRAZENECA (CHADOX1
8005 ¥i 2021-06- Healthcare Non EEA 65-85 Male Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Injection site pain (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e 07 Professional Years Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008931738 ; - n/a - Intramuscular])
More SPIKEVAX [COVID-19 MRNA VACCINE
2021-06-|Healthcare . L MODERNA (CX-024414)] (S - COVID-19
8006 EUEC- | 07 Professional EEA glea:rSS Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .5mL -
10008931701 : Intramuscular])
Elick or scal | o 5021-06- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
8007 BU-EC. X 07 Healthcare EEA than 85 |[Male  [Vaccination failure (7d - Fatal - Results in Death) immunisation - Not applicable - [22d - 1 {DF} -
10008931632 Professional Years Intramuscular])
lick or scai | iy 2021-06-|Healthcare 18-64 Cold type haemolytic anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemolytic anaemia (n/a |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8008 . EEA Female |- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- x (07 Professional Years T .
H Caused/Prolonged Hospitalisation) - Not applicable - [1d - 1{DF} - Intramuscular])
10008931585
: (2021-06- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl
8009 EU-EC- 07 Professional EEA Years Male | Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008931547 ;
Rlick or scal |73 5021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8010 ; : EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 3 |07 Professional v Inir Jlar])
10008931424 ; e amusedar
More
2021-06- | Healthcare L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
] : - - . S
8011 EU-EC- : A |07 Professional EEA glan 85 |Male  |Vaccination failure (7d - Fatal - Results in Death) immunisation - n/a - [22d - 2 {DF} - Intramuscular])
10008931392 : cars
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008931585&_xpt=1&_xf=pdf
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; Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
R - , R - ! D
8012 EU-EC- 07 Eﬁ;ﬁf& Non EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008929469 applicable - [n/a - 1{DF} - Intramuscular])
8013 e | 2021-06- | Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Coronary artery disease (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- (07 Professional Years Death) immunisation - Not applicable - [1d - n/a - Unknown])
10008929129
% 12021-06- |Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
8014 X . EEA Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- x (07 Professional Years Intramuscular])
10008928426 ;
or scaij L COVID-19 MRNA VACCINE MODERNA (CX-
! (2021-06- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
8015| EU-EC- % (07 Professional |Non EEA  |years |Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008928257 - applicable - [n/a - 1{DF} - Intramuscular])
; X7E CCINE RAZENEC
8016 A (2021-06- |Healthcare EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death), Cardiac failure acute (n/a - Fatal - Results in Death), General physical ?]CHAD(\)/)%AI\I[%\\/? 1139—)1]9(8\/- Almmmis/:tsiz n-n/a- o //:
EU-EC- |07 Professional Years health deterioration (n/a - Fatal - Results in Death), Sudden cardiac death (n/a - Fatal - Results in Death)
- n/a- n/a])
10008928135
2021-06-|Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- : - - > - - > - -
8017 EU-EC- 07 Professional EEA Years Male  |Asthenia (1d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008928134
; Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous thrombosis (n/a - Fatal - Results in Death), X7 RAZE
8018 5 [2021-06- lIt]lgel:Ithcare EEA 65-85 Female Disorientation (n/a - Not Recovered/Not Resolved - ), Immune thrombocytopenia (n/a - Not Recovered/Not Resolved - (\MAI\I[&?& 1%)59(8\/- ’A‘Ion?nﬁgtslgn i n/altﬂff/’:
EU-EC- x (07 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Not Recovered/Not Resolved - |* na - n/a])
10008928133 Caused/Prolonged Hospitalisation, Other Medically Important Condition)
= |2021-06- |Healthcare 65-85 Sudd . COMIRNATY [TOZINAMERAN] (S - Immunisation -
8019 pupc i (07 Professional | CA Years |Male death (n/a - Fatal - Results in Death) n/a- [n/a-n/a- n/a))
10008928125 ;
s COVID-19 VACCINE ASTRAZENECA (CHADOX1
8020 & 2021-06- |Healthcare Non EEA 65-85 Male Abdominal pain (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Loss of consciousness (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (07 Professional Years Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008926544 : - n/a - Intramuscular])
Efick or scal | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
8021 te? |2021-06- Healthcare EEA 18-64 Male Death (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - Results in Death), Neck pain (n/a - Fatal - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3 |07 Professional Years Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008926338 - Not applicable - [n/a - n/a - n/a])
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b 02106 ealthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8022 : EEA Male  |Generalised tonic-clonic seizure (6d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- = (07 Professional Years Int dar])
10008926142 ' nramsear
click or scarl
. . . N . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8023 2021-06- Healthc_are EEA 65-85 Female Arthralgia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Injection site pain (n/a - (CHADOX1 NCOV-19)] (S- Immunisation - Not
EU-EC- 07 Professional Years Unknown - ) applicable - [n/a - .SmL. - Intramuscular])
10008926134 pp .
Blick-or scad ,
8024 2021-06- Healthcare Non EEA 65-85 Female Cardio-respiratory arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown -| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 07 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008925930/ &
or scaij 3 SPIKEVAX [COVID-19 MRNA VACCINE
ak [2021-06-|Healthcare 65-85 . . MODERNA (CX-024414)] (S - COVID-19
) : - - ) . o :
8025 EU-EC- For: (07 Professional EEA Years Male  |Gastric uloer haemorrhage (11d- Fatal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10008925825 ; Intramuscular])
Eidorsal o |021-06-(Non More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
8026 “*"|Healthcare ~ |EEA than 85 |Female |Death (n/a - Fatal - Results in Death) Ten e
EU-EC- x (07 Professional v - n/a- n/a])
10008925574 rofessiona cans
;
8027 Al (2021-06-|Healthcare EEA 18-64 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results in Death), Ventricular COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 07 Professional Years fibrillation (n/a - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
10008925489
2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
8028 EU-EC- 7 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - [n/a- /a - n/a])
10008925408
L [ SPIKEVAX [COVID-19 MRNA VACCINE
2% 2021-06- Healthcare 65-85 MODERNA (CX-024414)] (S - COVID-19
8029 EU-EC- Y07 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a)),
10008925071 [NOT AVAILABLE] (S- Polycythaemia vera - Not
applicable - [n/a - n/a - n/a])
C A |2021-06- |Healthcare COVID-19 (4d - Fatal - Results in Death), Drug ineffective (4d - Fatal - Results in Death), Vaccination failure (4d - Fatal |COMIRNATY [TOZINAMERAN] (S - Immunisation -
8030 X . EEA than 85 [Male . E—— )
EU-EC- Fer: (07 Professional Vears - Results in Death) Not applicable - [n/a - n/a - Intramuscular])
10008925000 :
o) | AR
1(2021-06- |Healthcare 65-85 N . ' . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - X - -
8031 EU-FC- 07 Professional EEA Vears Female |Abdominal pain (13d - Fatal - Results in Death), Diarrhoea (13d - Fatal - Results in Death) a - [n/a - n/a - Intramuscular])
10008924999
] Carotid artery thrombosis (n/a - Fatal - Results in Death), Cerebral artery thrombosis (n/a - Fatal - Results in Death),
8032 X 2021-06- Healthc'are EA 65-85 Female |Cerebral infarction (n/a - Fatal - Results in Death), Cerebral mass effect (n/a - Fatal - Results in Death), Hemiparesis (n/a COMIRNATY [TOZINAMERAN] (S-n/a - n/a- [1d-
EU-EC- x (07 Professional Years . n/a - Intramuscular])
10008924911 - Fatal - Results in Death)
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ckorsal 4 12021-06- |Healthcare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
8033 . EEA Female |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- 07 Professional Years SmL - Intramuscular])
10008924899 o B
klick or scal
2021-06- Healthcare 65-85 . . T . .. COMIRNATY [TOZINAMERAN] (S- COVID-19
8034 | FEU-EC- % |7 Professional Non EEA Vears Female |Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) {mmunisation - [N ot applicable - [l]d(- n/a - n/al)
10008924667 ;
klick or scar iy 02106 IFealthcare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
8035 X : EEA Female |Cardiac arrest (1d - Fatal - Results in Death), Resuscitation (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- x (07 Professional Years Intramuscular])
10008922359
Rlick or cal |3 3 Non Abdominal discomfort (n/a - Unknown - ), Chills (n/a - Unknown - ), Headache (n/a - Unknown - ), Myocardial infarction (1d COVID-19 MRNA VACCINE MODERNA (CX-
k3! 12021-06- 18-64 . . o P .~ 024414) [COVID-19 MRNA VACCINE MODERNA
8036 X Healthcare ~ [Non EEA Male |- Fatal - Results in Death, Other Medically Important Condition), Product dose omission issue (n/a - Unknown - ), Pyrexia . L
EU-EC- o 00 Professional Years (n/a - Unknown - ), Tachycardia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008922044 ; ? Y applicable - [n/a - 1{DF} - Unknown])
Qr _scail
2021-06- |Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - R - - . S
8037 EU-EC- 06 Professional EEA Vears Male  |Renal failure (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) immmisation - 1/a - [1va - 3l - Intrammscudar])
10008921799
o |
X, 2021-06- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl
8038 EU-EC- 06 Professional EEA Years Female |Sudden death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008921792
i
A" [2021-06-|Healthcare 18-64 L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
X . - - Results in Death), - - Results in Death . N
8039 BU-EC- T 06 Professional EEA Years Male  |Cardiac failure (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008921772 ;
Elickor sca | 3 Cardiac ventricular thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Intestinal ischacmia |COVID-19 VACCINE ASTRAZENECA (CHADOX]
8040 2021-06- |Healthcare Non EEA 65-85 Female (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Intracardiac thrombus (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x |05 Professional Years Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008919409 Hospitalisation) - Not applicable - [n/a - n/a - Intramuscular])
; Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Diabetic ketoacidosis (n/a - Unknown - Results in COVID-19 VACCINE AST INECA ( X1
8041 2021-06-|Healthcare Non EEA 18-64 Female [Death), Subarachnoid haemorrhage (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Unknown - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |05 Professional Years Death > > —— (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008919370 Death) - n/a - n/al)
or scaij . COVID-19 VACCINE ASTRAZENECA (CHADOX1
8042 ar |2021-06- |Healthcare Non EEA Not Female Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x |05 Professional Specified Thrombocytopenia (n/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)  [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008918858 - Not applicable - [n/a - n/a - n/a])
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o Non More Brain cancer metastatic (n/a - Unknown - Results in Death), Confusional state (n/a - Not Recovered/Not Resolved - COVID-19 VACCINE ASTRAZENECA (CHADOX1
8043 A 12021-06- Healthcare Non EEA  |than 85 [Female Results in Death), Delirium (n/a - Not Recovered/Not Resolved - Results in Death), Disorientation (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- = (05 Professional Vears Recovered/Not Resolved - Results in Death), Dyspnoea (n/a - Unknown - Results in Death), Lung neoplasm malignant ~ |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008918744 ; (n/a - Not Recovered/Not Resolved - Results in Death), Thrombosis (65d - Fatal - Results in Death) - n/a - n/a])
click or scarl ; Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i [2021-06- . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
8044 EU-EC- 05 ?:jfl‘gslsciirga] Non EEA ?:;ISS Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008918315 n/a - n/aJ)
Angina pectoris (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Chest pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
m i ot Non Other Medically Important Condition), Cold sweat (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
8045 2021-06- Healthcare Non EEA 65-85 Male Hospitalisation, Other Medically Important Condition), Dizziness (n/a - Fatal - Results in Death, Life Threatening, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (05 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008918116 Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain in jaw (n/a - Fatal - |n/a - n/a])
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Seizure (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX]1
ERL (2021-06- [Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] : . - - Results in Death)
8046 | pupc | AR Professional | EEA oo ifiedtemale [Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008918092, , n/a - n/a])
) Cardiac arrest (n/a - Unknown - Results in Death, Other Medically Important Condition), Circulatory collapse (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
8047 2021-06- Healtheare o ppa 1864 Iyp o | Giknown - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Other NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
EU-EC- x (05 Professional Years Medically Important Condition) Y imp ? - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008918057 ' ¥ 1mp! - Not applicable - [n/a - n/a - n/a])
Eickor scal Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ (2021-06- . . e L NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8048 EU-EC- %05 Ereai‘thciar; | Non EEA glan 85 |Male  |Cerebrovascular accident (69d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008917681 olessiona cars n/a - n/a))
.z Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8049 At 2021-06- Healthcare Non EEA 18-64 Female Arthralgia (n/a - Unknown - Results in Death), Headache (n/a - Unknown - Results in Death), Pulmonary embolism (1d- [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (05 Professional Years Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008917378 n/a - n/a])
Elickcor scad | s Non Arrhythmia (n/a - Fatal - Results in Death), Epistaxis (n/a - Not Recovered/Not Resolved - Results in Death), Muscle COVID-19 VA AST CA( X1
A [2021-06- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8050 X Healthcare Non EEA Male |tightness (n/a - Not Recovered/Not Resolved - Results in Death), Ventricular hypertrophy (n/a - Not Recovered/Not .
EU-EC- x (05 : Years . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
: Professional Resolved - Results in Death)
10008917293 - n/a - n/al)
gk or scal : Cough (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved|COVID-19 VACCINE ASTRAZENECA (CHADOX1
8051 k2 12021-06- | Healthcare Non EEA 65-85 Female |- Results in Death, Caused/Prolonged Hospitalisation), Infective pulmonary exacerbation of cystic fibrosis (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 05 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Productive cough (n/a - Unknown - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008917288 Caused/Prolonged Hospitalisation), Wheezing (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) - Not applicable - [1d - n/a - n/a])
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: i COVID-19 VACCINE ASTRAZENECA (CHADOX1
. A" (2021-06-|Healthcare 18-64 . L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
X : - - . S
8052 EU-EC- X o5 Professional Non EEA Vears Male  [Sudden unexplained death in epilepsy (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008917287/ = - Not applicable - [n/a - n/a - n/a])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
A (2021-06- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
8053 purc =105 Professional | O" FEA |years  |Female |Death (wa - Fatal - Results in Death (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008917257 - Not applicable - [1d- .5SmL - Intramuscular])
Eligcorscad | . COVID-19 VACCINE ASTRAZENECA (CHADOX1
8054 3?1 2021-06- | Healthcare Non EEA 18-64 Male Acute cardiac event (n/a - Unknown - Results in Death), Embolism (n/a - Unknown - Results in Death), Sudden death (n/aNCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 2 |05 Professional Years - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10008917249 - n/a - n/a))
oLl i Non Cardiac arrest (n/a - Recovered/Resolved - Results in Death), Chronic obstructive pulmonary disease (n/a - COVID-19 VA AST NECA ( Xl
a2 12021-06- 18-64 . - X - . [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8055 X Healthcare Non EEA Male  [Recovered/Resolved - Results in Death), Eructation (n/a - Recovered/Resolved - Results in Death), Myocardial infarction
EU-EC- x |05 : Years - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional (38d - Fatal - Results in Death)
10008917068 n/a - n/aJ)
Eetick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8056 2021-06- Healthcare Non EEA 65-85 Female Cerebrovascular accident (1d - Fatal - Results in Death), Drooling (n/a - Unknown - Results in Death), Gastrointestinal ~|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ; 05 . Years carcinoma (n/a - Unknown - Results in Death), Nasal congestion (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional
10008916016, n/a - n/aJ)
3 Non Headache (n/a - Unknown - Results in Death), Malaise (n/a - Unknown - Results in Death), Oropharyngeal pain (n/a - COVID-19 VA AST INECA ( Xl
e (2021-06- 18-64 X - © : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8057 X Healthcare Non EEA Female |Unknown - Results in Death), Retinal exudates (n/a - Unknown - Results in Death), Subarachnoid haemorrhage (n/a -
EU-EC- x |05 : Years - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional Fatal - Results in Death)
10008914713 n/a - n/aJ)
Cardiac murmur (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cerebral
haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - Not
Eickorscal | ; Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 18-64 Resolved - Results in Death, Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Not Recovered/Not Resolved - Results NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8058 EU-EC- 05 Professional Non EEA Years Male  |in Death, Caused/Prolonged Hospitalisation), Mitral valve incompetence (n/a - Not Recovered/Not Resolved - Results in (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008914585 Y Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death, - Not applicable - [I1d- 1{DF} - n/a])
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death
Caused/Prolonged Hospitalisation)
- Pain in extremity (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
b Non More Hospitalisation, Disabling, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 [2021-06- . T T . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8059 X Healthcare ~ [Non EEA  |than 85 |Female |Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Skin ulcer (n/a - Not . S
EU-EC- x (05 . T . . T — . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
Professional Years Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically .
10008914579 . - Not applicable - [n/a - n/a - n/a])
Important Condition)
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
egx (2021-06- |Healthcare 18-64 . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
8060 pupc k05 Professional |NCREEA [yors [Male  [Death (n/a- Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008914556 : - Not applicable - [1d - n/a - n/a])
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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
J More COVID-19 VACCINE ASTRAZENECA (CHADOX1
bt |2021-06- |Healthcare . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
8061 | g 05 Professional Non EEA $$55 Female |Deep vein thrombosis (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008914400 - Not applicable - [1d - n/a - n/a])
Elick or scal | =3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8062 sld (2021-06- Healthcare Non EEA 18-64 Female Maternal exposure during pregnancy (n/a - Unknown - Results in Death, Congenital Anomaly), Neural tube defect (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3105 Professional Years Fatal - Results in Death, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008914394 - Not applicable - [n/a - n/a - n/a])
ot Non
2021-06- 65-85 Cerebral haemorrhage (n/a - Fatal - Results in Death), Epilepsy (n/a - Fatal - Results in Death), Pulmonary embolism (n/a| COMIRNATY [TOZINAMERAN] (S - COVID-19
8063 Healthcare EEA Male . I — . .. .
EU-EC- x |05 Professional Years - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008914059
Hidkorsad 5 2021-06-Nn 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8064 L S, " |Healthcare  |EEA 3 Male  |Cerebral infarction (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) . o h B
EU-EC- | |05 : Years immunisation - Not applicable - [n/a - n/a - n/a])
. ; Professional
10008914045
% COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-06-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - ) . S
8065 pupc % 05 Professional | EA Years [Mble |Drowning(na- Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008914043 ; - Not applicable - [n/a - n/a - n/a])
: _ on
3066 e (2021-06- Healthcare EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Chest discomfort (n/a - Unknown - ), Hyperventilation (n/a - Unknown - ), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- xx (05 . Years Malaise (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
; Professional
10008914024
Mol 22 02106 o More COMIRNATY [TOZINAMERAN] (S- COVID-19
8067 0 | Healthcare ~ |[EEA than 85 |Female |Cardiac failure (n/a - Fatal - Results in Death) ) o .
EU-EC- o |05 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
10008913947 ; rofessional ‘ears
: % |5021-06- [ Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8068 0 . EEA Female [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 05 Professional Years ~1/a- [n/a - .SmL - Intramuscular])
10008913695 ’
= 2021-06- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
By . - - N - - . . .
8069 EUEC. |H |05 Professional EEA Vears Female |Cardiac arrest (1d - Fatal - Results in Death), Coma (1d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008913499,
12021-06- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - X - - )
8070 EUEC |4 05 Professional EEA Years Female |Chest pain (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death) Not applicable - [n/a - .3mL - Intramuscular])
10008913440
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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
% Non SPIKEVAX [COVID-19 MRNA VACCINE
% 2021-06- 65-85 . . MODERNA (CX-024414)] (S- COVID-19
- - . o ;
8071 EU-EC- 05 Eﬁ;ﬁf& EEA Vears Female |Pneumonia (8d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008911180, Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
8072 =4 2021-06- Healthcare  |Non EEA [65-85  [Female [Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - Not Recovered/Not Resolved |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- B, (04 Professional Years -), Feeling abnormal (n/a - Not Recovered/Not Resolved - ), Hot flush (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008912731 applicable - [n/a - 1{DF} - Unknown])
Atrial fibrillation (n/a - Unknown - Other Medically Important Condition), C-reactive protein increased (n/a - Unknown -
Other Medically Important Condition), Chills (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), Dyspnoea (n/a - Unknown -
), Fatigue (n/a - Unknown - ), Haemodynamic instability (n/a - Unknown - Other Medically Important Condition),
Haemoptysis (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - ), Hypotension (n/a -
E]]EE E 5& : Unknown - Caused/Prolonged Hospitalisation), Hypothermia (n/a - Unknown - Caused/Prolonged Hospitalisation), Lactic
2021-06- Non 65-85 acidosis (n/a - Unknown - Other Medically Important Condition), Lung abscess (n/a - Unknown - Other Medically Important G)MIRNATY [TOZINA.‘MERAN] (8- COVID-19
8073 X Healthcare EEA Male - . . ] immunisation - Not applicable - [1d - n/a -
EU-EC- 04 Professional Years Condition), Lymphadenopathy (n/a - Unknown - ), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Intramuscular])
10008912497 Myalgia (n/a - Unknown - ), Myocardial ischaemia (n/a - Unknown - Other Medically Important Condition), Oxygen
saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia bacterial (n/a - Fatal - Results in
Death), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Unknown - Other Medically
Important Condition), Septic shock (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Unknown - Other Medically
Important Condition)
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
8074 et (2021-06- |Healthcare Non EEA Not Female Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- For: (04 Professional Specified Results in Death, Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008912144 : - Not applicable - [n/a - n/a - Intramuscular])
- Cardiac arrest (n/a - Fatal - Results in Death), Cardiac hypertrophy (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal ME
8075 2021-06- Healthcare o ey 0585 1\p o | Results in Death ), Inappropriate schedule of product administration (n/a - Unknown - ), Myocardial infarction (n/a - Fatal COMIRNATY [ TOZINA | (S- COVID-19
EU-EC- 04 Professional Years © A . . immunisation - Not applicable - [1d - n/a - n/a])
- Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death)
10008912131
2 £ 12021-06- Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
8076 : EEA Female |Immune thrombocytopenia (2d - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- x (04 Professional Years Not applicable - [1d- n/a - n/a])
10008911937 - hot applicable - L1d-n/a - h/a
klick or scal | Non More COVID-19 VACCINE ASTRAZENECA (CHADOXI1
8077 ; 2021-06- Healthcare Non EEA  |than 85 |Female Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 . Death), Pulmonary oedema (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
Professional Years
10008911815 [n/a - n/a - Intramuscular])
Vi [2021-06- |Healthcare 65-85 . . . L . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl .
8078 EUEC |3 04 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10008911294
gk or scal i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
8079 el (2021-06- |Healthcare Non FEA  |than 85 Not Death (n/a - Fatal - Results in Death), Food refusal (n/a - Unknown - Results in Death), Somnolence (/a - Unknown -  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e 04 Professional Vears Specified Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008910805 : - Not applicable - [1d - n/a - n/a])
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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
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
8080 el (2021-06- |Healthcare Non EEA Not Male Coagulopathy (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 104 Professional Specified Thrombocytopenia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008910745 - n/a - n/aJ)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
8081 EU-EC- E® 104 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008910652 : 1/a - n/a))
Rlick-or scal | Z24%hacs: COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 A [2021-06-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
it 7 R -
80821 pupc |% L 04 Professional | "M EEA  |yrars  [Male  [Sepsis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008910370 n/a - n/aJ)
click or scarl 4 COVID-19 VACCINE ASTRAZENECA (CHADOX1
w3k (2021-06- Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
eLx R - -
8083 EU-EC- T 04 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008910222 ; n/a - n/aJ)
Elick or sca | Z2fudars: COVID-19 VACCINE ASTRAZENECA (CHADOX1
o ¥ (2021-06- |Healthcare 65-85 L L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Bl : - - 3 - -
8084 EU-EC- |8 i P9 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008907925 ; n/a - Intramuscular])
= Cardiac arrest (n/a - Unknown - Results in Death), Embolism (n/a - Unknown - Results in Death), Pumonary embolism COVID-19 VA AST ocn IENECA ( X1
8085 g7 2021-06-|Healthcare Non EEA |13 |\ale (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Unknown - Results in Death), Syncope (n/a - Unknown - NCOV-19) [COVID-19 VA ASTRAZENECA
EU-EC- | zgh 5 (04 Professional Years Results in Death 4 g (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008907499 Results in Death} n/a - n/aJ)
[lick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - - . S
8086 BU-EC. : los Professional Non EEA Vears Female |Deep vein thrombosis (n/a - Unknown - Results in Death), Pumonary embolism (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008907367 - Not applicable - [n/a - 1 {DF} - n/a])
: o COVID-19 VACCINE ASTRAZENECA (CHADOX1
4% 2021-06-|Healthcare 18-64 . . . 3 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8087 BU-EC- T 04 Professional Non EEA Years Female |Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008907363 ; - Not applicable - [1d - n/a - n/a])
; ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
r3% (2021-06- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
38 . - - Results in Death) . o
8088 pupc | B W04 |Professional |NOPEFA |years [Mele  |Death(n/a-Fatal- Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008907304 ; - Not applicable - [n/a - n/a - Intramuscular])
Eligcorscad | i COVID-19 VACCINE ASTRAZENECA (CHADOX1
H3% 2021-06- Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8891 pupc |} 204 Professional | oM EEA - [yars  [Male  |Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008907288| & | - Not applicable - [1d - n/a - n/a])
C Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- 18-64  |Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - R
8090 EUEC |3 104 lf)l;()cagslsci?)r;al Non EEA Years  |Specified Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008907234 n/a - n/aJ)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008910745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008910652&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008910370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008910222&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907363&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907288&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907234&_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}ateyvaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
Abdominal pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Abdominal tenderness (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Dizziness (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Gastrointestinal oedema (n/a - Recovered/Resolved - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Haemoperitoneum (n/a - Unknown - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intestinal ischaemia (n/a - Unknown - Results in
Elickor scal | : Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a - Unknown - Results in COVID-19 VACCINE ASTRAZENECA (CHADOXI1
8091 ¥; |2021-06- Hea]thc_are Non EEA 18-64 Male |Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Photopsia (n/a - Unknown - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC + (04 Professional Years Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Portal vein thrombosis (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008907178 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - - /2 - n/a])
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Splenic infarction (n/a -
Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Vision blurred (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Vomiting (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
Agitation (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Brain herniation (n/a -
Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Brain oedema (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in
- Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Not Recovered/Not Resolved - Results in Death,
; Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged COVID- 19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Healthcare 18-64 T : . . TR NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8092 . Non EEA Female [Hospitalisation), Hemiparesis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), . o
EU-EC- | 04 Professional Years I ial . A/ AN Ived © AProloneed Hospitalisati (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008907158 ntracranial pressure increase (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonge Hospita isation),  |* Not applicable - [/a - 1 {DF} - n/a])
Musculoskeletal stiffness (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Nausea
(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), Vomiting (n/a - Not Recovered/Not
Resolved - Results in Death, Caused/Prolonged Hospitalisation)
- Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis
! (2d - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Circulatory collapse (n/a - CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-06-|Healthcare 18-64 . e R NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8093 X . Non EEA Female |Unknown - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Results in Death, . .
EU-EC- x (04 Professional Years CTIY . R (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
; Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged .
10008907140 Hospitalisati - Not applicable - [1d - n/a - n/a])
ospitalisation)
m ; Ischaemic stroke (n/a - Fatal - Results in Death, Life Threatening), Peripheral artery thrombosis (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOXI]
8094 2021-06-|Healthcare Non EEA 18-64 Female |Resolved - Results in Death, Life Threatening), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L o |04 Professional Years Death LifThrat—ing)’ ? EE— (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
10008907112 ; eath, Life Threaten - n/a-n/a])
Elick or sca |: A Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
A (2021-06- Not . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
A . - -
8095 EU-EC- 04 ;Ire(a;\gslsciz:)rgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008906974 n/a - n/aJ)
;
X - . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
3 -vo- = - - > - - > - 5 1t
8096 4 2021-06 Hea]thgare Non EEA 18-64 Male Brain oedema (n./a Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- T (04 Professional Years Fatal - Results in Death) kn ld-n/a-1 u
10008906377 ; - Unknown - [1d - n/a - Intramuscular])
klick or scal ,
2021-06-|Healthcare Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - ) . S .
8097 EU-EC- = 04 Professional EEA Specified Male  \Sudden death (/a - Fatal - Results In Death immunisation - Not applicable - [1d - n/a - n/a])
10008906372 ;

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=10008907178&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907140&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008907112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008906974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008906377&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008906372&_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 COVID-19 VACCINE ASTRAZENECA (CHADOX1
31 2021-06- | Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - ed/Re: - X - - . S
8098 BU-EC- 04 Professional Non EEA 21{1:;585 Female |Cold sweat (n/a - Recovert solved - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008905889 - Not applicable - [n/a - n/a - n/a])
lick or scal o Non Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemoptysis (n/a - Fatal - Results in Death CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
b 12021-06- Not TR . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8099 o) Healthcare Non EEA .. |Female |Caused/Prolonged Hospitalisation), Heart rate irregular (n/a - Unknown - Results in Death, Caused/Prolonged CHADO . o
EU-EC g 04 Professional Specified Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (8- COVID-19 immunisation
10008905842 ? —— - Unknown - [1d - n/a - n/a])
Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Confusional state (n/a -
m - Unknown - Results in Death, Other Medically Important Condition), Deep vein thrombosis (n/a - Unknown - Results in QOVID-19 VACCINE ASTRAZENECA. (CHADOX1
2021-06- |Healthcare 65-85 e . o . . T [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8100 : Non EEA Male  [Death, Other Medically Important Condition), Pain in extremity (n/a - Unknown - Results in Death, Other Medically . S
EU-EC- 04 Professional Years I diti Peripheral swelline (1 kn . her Medically I diti (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008905740 mportant Condition), Peripheral swelling (n/a - Unknown - Results in Death, Other Medically Important Condition), |\ o oicatie - [n/a - n/a - Intramuscular])
Thrombocytopenia (n/a - Unknown - Results in Death, Other Medically Important Condition)
Abdominal pain (n/a - Not Recovered/Not Resolved - Results in Death), Acute abdomen (n/a - Not Recovered/Not Resolved
- Results in Death), Blood glucose decreased (n/a - Not Recovered/Not Resolved - Results in Death), Blood lactic acid
increased (n/a - Not Recovered/Not Resolved - Results in Death), Colitis (n/a - Not Recovered/Not Resolved - Results in
m i Death), Diarrhoea (n/a - Not Recovered/Not Resolved - Results in Death), Hypotension (n/a - Not Recovered/Not Resolved COVID-19 VACCINE ASTRAZENECA (CHADOXI
ca* 2021-06- | Healthcare 65-85 . . p TP NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8101 X : Non EEA Female |- Results in Death), Listless (n/a - Unknown - Results in Death), Metabolic acidosis (n/a - Not Recovered/Not Resolved - :
EU-EC- x |04 Professional Years - N hilia (n/a - Not Reo /Not Resolved X P itis (/2 - N (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008905737 Results in Death), Neutrophilia (n/a - Not Recovere Not Resolved - Results in Death), Pancreatitis (n/a - Not - n/a - n/a])
Recovered/Not Resolved - Results in Death), Portal vein thrombosis (n/a - Fatal - Results in Death), Syncope (n/a -
Unknown - Results in Death), Tachycardia (n/a - Not Recovered/Not Resolved - Results in Death), Thrombocytopenia
(n/a - Not Recovered/Not Resolved - Results in Death)
Elickor sca | 3 More Asthenia (n/a - Unknown - Results in Death), Cardiac failure (n/a - Not Recovered/Not Resolved - Results in Death),  [COVID-19 VACCINE ASTRAZENECA (CHADOX1
8102 & |2021-06- |Healthcare Non EEA  |than 85 Male Carotid artery stenosis (n/a - Unknown - Results in Death), Circulatory collapse (n/a - Unknown - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- rk (04 Professional Ischaemic stroke (26d - Not Recovered/Not Resolved - Results in Death), Myocardial infarction (n/a - Fatal - Results in  [(CHADOX!1 NCOV-19)] (S- n/a - Unknown - [n/a -
; Years
10008905657 Death) n/a - n/aJ)
7 Confusional state (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results COVID-19 VACCINE ASTRAZENECA (CHADOX1
&% [2021-06- |Healthcare 65-85 . ; - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8103 X . Non EEA Female |(in Death, Other Medically Important Condition), Haemoglobin decreased (n/a - Unknown - Results in Death, Other . o
EU-EC o 04 Professional Years Medically Important Condition), Hypotension (n/a - Unknown - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008905646 ? EE—— - Not applicable - [n/a - n/a - n/a])
Asthenia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Balance disorder (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Cerebral infarction (n/a - Unknown - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cerebral venous sinus
Elick or sca | % thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,  [COVID-19 VACCINE ASTRAZENECA (CHADOXI1
8104 & |2021-06- |Healthcare Non EEA 65-85 Female Disabling, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e 04 Professional Years Hospitalisation, Disabling, Other Medically Important Condition), Dizziness (/a - Unknown - Results in Death, Life (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008905642 ; Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Unknown - |- Not applicable - [n/a - n/a - n/a])
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Intracranial haematoma (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Seizure (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition)
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
%+ 2021-06-|Healthcare 65-85 . . L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) . - - > - - :
8105 EU-EC- b 04 Professional Non EEA Vears Female [COVID-19 (14d - Fatal - Results in Death), General physical health deterioration (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008905634 - n/a - n/a))
[ Dysarthria (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Fatigue (n/a - Unknown -
Rlick or scal iz Non Results in Death, Caused/Prolonged Hospitalisation, Disabling), Haemorrhagic stroke (4d - Fatal - Results in Death COVID-19 VACCINE ASTRAZENECA (CHADOX1
& [2021-06- 65-85 D o . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8106 ) Healthcare ~ [Non EEA Female |Caused/Prolonged Hospitalisation, Disabling), Hemiparesis (n/a - Unknown - Results in Death, Caused/Prolonged . S
EU-EC- x (04 : Years ST o . " (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
N Professional Hospitalisation, Disabling), Ischaemic stroke (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged .
10008905613 Fo'din] T S - Not applicable - [1d - n/a - n/a])
[=] e Hospitalisation, Disabling)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905889&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905842&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905657&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008905613&_xpt=1&_xf=pdf
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Primary
BV Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
8107 ¥ (2021-06- |Healthcare Non EEA 65-85 Female Embolism (n/a - Unknown - Results in Death), Pelvic venous thrombosis (n/a - Fatal - Results in Death), Pumonary NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years embolism (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008904925 n/a - n/aJ)
7 Compartment syndrome (n/a - Unknown - Results in Death), Deep vein thrombosis (2d - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
8108 2021-06- | Healthcare o ppy (0585 g o1 Multiple organ dysfunction syndrome (n/a - Not Recovered/Not Resolved - Results in Death), Peripheral swelling (n/a - NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years Unknown - Results in Death) ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008904916 - Not applicable - [1d - n/a - n/a])
Cerebral haematoma (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Disabling, Other Medically
Important Condition), Cerebral venous sinus thrombosis (n/a - Unknown - Results in Death, Life Threatening, Disabling,
Other Medically Important Condition), Facial paresis (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Disabling, Other Medically Important Condition), Generalised tonic-clonic seizure (n/a - Not Recovered/Not
Resolved - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Headache (n/a - Not
Elickcor scad | 7 5021-06- | Health 65-85 Recovered/Not Resolved - Results in Death, Life Threatening, Disabling, Other Medically Important Condition), Muscular S&\)/l\?-llgg \é%(glg];: ﬁ%%%ﬁ
8109 | Liipe |0 - Peat A |Non EEA 3 Female |weakness (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Disabling, Other Medically Important 191 -
-EC- ; rofessional Years Conditi . ) ) - - X o - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
10008904875 it 490“)’ Speech d{sordgr (n/a - Unknown Results in Death, Life Threqtenmg, D1§ab11ng, Other Medlcal]y Important ~ |* Wa - n/a])
Condition), Status epilepticus (1d - Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important
Condition), Subarachnoid haemorrhage (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Disabling,
Other Medically Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Disabling, Other Medically Important Condition), Vomiting (n/a - Unknown - Results in Death, Life
Threatening, Disabling, Other Medically Important Condition)
Elick or scad |* 1 Deep vein thrombosis (n/a - Unknown - Results in Death), Dyspnoea (n/a - Unknown - Results in Death), Metabolic COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 [2021-06-|Healthcare 65-85 acidosis (n/a - Unknown - Results in Death), Pneumonia (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8110 | pupc 04 Professional |NOMEEA 5o [Male |Fatal - Results in Death), Respiratory failure (n/a - Unknown - Results in Death), Thrombocytopenia (n/a - Unknown - (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008904869 o Results in Death) - Not applicable - [n/a - n/a - n/a])
Abdominal pain (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening), Cardiac ventricular thrombosis  |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8111 AF (2021-06-|Healthcare Non EEA 18-64 Female (1d - Fatal - Results in Death, Life Threatening), Intestinal ischaemia (n/a - Not Recovered/Not Resolved - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 2 |04 Professional Years Death, Life Threatening), Mesenteric artery embolism (n/a - Not Recovered/Not Resolved - Results in Death, Life (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008904854 Threatening) - n/a - n/a))
gk orscal | e COVID-19 VACCINE ASTRAZENECA (CHADOX1
8112 ¥ 3k [2021-06- |Healthcare Non EEA 65-85 Male Agitation (n/a - Unknown - Results in Death), Back pain (n/a - Unknown - Results in Death), Death (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (04 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10008904831 - n/a - n/al)
Cardiac failure (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Multiple organ ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8113 2021-06- |Healthcare Non EEA Not Male dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pancytopenia (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x |04 Professional Specified Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008904412| A Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation) - n/a- n/a])
Elick or scal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
8114 £ 2021-06- Healthcare Non EEA 18-64 Female Circulatory collapse (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Subdural haematoma (2d - Fatal [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (04 Professional Years - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008904411 - n/a - n/al)

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=10008904875&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008904869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008904854&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008904831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008904412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008904411&_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 ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
= Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
#12021-06- |Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
-EC- il : - - Results in Death) :
8115 gU.EC 04 Professional Non EEA Vears Male  |Pulmonary embolism (18d - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
10008904402 - n/a - n/a])
m b Non More Chills (n/a - Recovered/Resolved With Sequelae - Results in Death), Lower respiratory tract infection (n/a - Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
8116 k3 12021-06- Healthcare Non EEA  |than 85 [Male Recovered/Not Resolved - Results in Death), Malaise (n/a - Not Recovered/Not Resolved - Results in Death), Pneumonia NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- TR (04 Professional Vears (n/a - Recovered/Resolved With Sequelae - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008903993 Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Results in Death) n/a - n/al)
. Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8117 2021-06- Healthcare Non EEA 18-64 Female |- Results in Death), Hepatic vascular thrombosis (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years Recovered/Not Resolved - Results in Death), Splenic infarction (n/a - Not Recovered/Not Resolved - Results in Death), |[(CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008903685 Thrombocytopenia (n/a - Unknown - Results in Death) - Not applicable - [n/a - n/a - n/a])
; ! Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
i 2021-06- 18-64 . . S . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) = = £) = =
8118 EU-EC- 04 Ereslfz};;:iz(a)r;al Non EEA Vears Female |Pyrexia (n/a - Unknown - Results in Death), Status epilepticus (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008903533 n/a - n/aJ)
lick or scail %
A% 2021-06- |Healthcare 65-85 . .. . COMIRNATY [TOZINAMERAN] (S - COVID-19
) ; - - . Nl .
8119 EU-FC- A Professional EEA Vears Female [Herpes simplex encephalitis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008903008
: : 2021-06-|Healthcare 18-64 COMIRNATY [TOZIN. ] (S- COVID-19
8120 . EEA Male  |Acute leukaemia (n/a - Fatal - Results in Death, Life Threatening), Cerebral haemorrhage (n/a - Fatal - Results in Death) |immunisation - Not applicable - [1d- n/a -
EU-EC- x (04 Professional Years Int Jlar])
10008902721 ; nramuscar
Elick or scal | ; = SPIKEVAX [COVID-19 MRNA VACCINE
8121 i3t |2021-06- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (1d - Unknown - ), Syncope (n/a- |MODERNA (CX-024414)] (S- COVID-19
EU-EC- o (04 Professional Years Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10008902140 : Unknown])
Elickcor scal 5021-06- |Healthcare More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8122 : . Non EEA  [than 85 |Female |Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 04 Professional v, Int ol
10008902046 cans ntramuscularl)
B |5 021-06. Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8123 X . EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
EU-EC- = (04 Professional Vears Tntramuscular])
10008901592
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008904402&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008903993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008903685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008903533&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008903008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008902721&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008902140&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008902046&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901592&_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
: SPIKEVAX [COVID-19 MRNA VACCINE
2021-06- |Healthcare 65-85 . . o MODERNA (CX-024414)] (S- COVID-19
8124 EU-EC- 04 Professional EEA Vears Male  |Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- 1 {DF} -
10008901579 & Intramuscular])
5021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8125 : EEA than 85 |Female |Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 04 Professional Y Int Jar])
10008901574 cars nlramuserar
ik or scad | = SPIKEVAX [COVID-19 MRNA VACCINE
i : [2021-06- |Healthcare 18-64 . . - . MODERNA (CX-024414)] (S- COVID-19
X . - - Results in Death), - - Results in Death) . o ;
8126 BU-EC- 04 Professional EEA Vears Male  |Ischaemic stroke (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death immunisation - Not applicable - [1d- .SmL -
10008901507 ; Intramuscular])
click or scarl i
2% (2021-06- |Healthcare 65-85 . . oo COMIRNATY [TOZINAMERAN] (S- COVID-19
8127 EU-EC- T 04 Professional EEA Vears Male  |Hepatitis acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [1va - 1 {DF} - Intramuscular])
10008901506 ;
Elick or scal | i Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-06- . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
X - - Results in Death) . S
8128 EU-EC- T p2 P9 Ef;lvg;;ffal EEA 21(1:; S85 Female |Sudden death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008901500 =3 ; - n/a- [n/a - n/a - Intramuscular])
Efick or scal | 0 02106 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8129 . EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 04 Professional Years - Not applicable - [1d- 1 {DF} - n/a])
10008901400 : PP
[lick or scad | More SPIKEVAX [COVID-19 MRNA VACCINE
: 1 (2021-06- |Healthcare L . . MODERNA (CX-024414)] (S- COVID-19
; - - . o ;
8130 EU-EC- 04 Professional EEA t\?an 85 [Male  |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- 1 {DF} -
10008901288 cars Intramuscular])
; More COVID-19 MRNA VACCINE MODERNA (CX-
=12021-06- | Healthcare . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
8131 BU-EC- 04 Professional EEA %1:;:;5 Male  |Disseminated varicella zoster virus infection (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008901284 applicable - [1d - 1{DF} - Intramuscular])
klick or scar e 502106 Fiealthcare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
8132 : EEA Male |Aortic thrombosis (n/a - Fatal - Results in Death), Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- x |04 Professional Years Intramuscular])
10008901275
COMIRNATY [TOZINAMERAN] (S - COVID-19
- b immunisation - Not applicable - [1d - 1{DF} -
b 5021-06- | Healthcare 18-64 Intramuscular]), [DIAZEPAM] (S - Agitation - Not
8133 : EEA Male  [Sudden death (1d - Fatal - Results in Death) applicable - [n/a - 30[drp] - Oral]), [RISPERIDONE] (S
EU-EC- R (04 Professional Years . licabl I
10008901264 i - Paranoia - Not applicable - [n/a - 6mg - Oral 1),
[TIAPRIDE HYDROCHLORIDE] (S - Paranoia - Not
applicable - [n/a - 200mg - Oral])

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=10008901579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901574&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901507&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901288&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901284&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901275&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008901264&_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
: Y COVID-19 VACCINE ASTRAZENECA (CHADOX1
- A" [2021-06-|Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - ) . S
81341 pupc % (04 Professional | EA Years |Female [Death (1d- Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008901258 - Not applicable - [1d - 1{DF} - Intramuscular])
:
Non . . . . . . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
. -06- X - - - X - - X . C
8135 2021-06 Healthcare EEA 65-85 Female C_ard10 Tespiratory arrest (30min - Fatal - Results in Death), Cyanosis (30min - Fatal - Results in Death), Respiratory (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- |04 . Years distress (30min - Fatal - Results in Death) .
Professional - Not applicable - [n/a - .5mL - Intramuscular])
10008899815
. 2021-06-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
- - 7 B : - - 0 . . . . B
8136 BU-EC- ] ¥ 04 Professional Non EEA gl;a:r 85 |Female |Aspiration (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
10008899139 cars
click or scarl s Non
a (2021-06- Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . o .
8137 pupe | 3|04 I};Ire(z)igslsciz(a)rgal Non EEA Specified Male  |Cardiac arrest (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - n/a - n/a])
10008898798
: 8 |2021-06-[NOn 65-85 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
! B - B 1 - - i , i - - . . . . :
8138 EUEC | s S 04 Eeallvthgare | Non EEA Vears Male  |Drowning (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ) immunisation - Not applicable - [1v/a - n/a - n/a])
10008898766 ; rotessiona
ckorsal % 2021-06-|Healtheare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
8139 : EEA Female |Pneumonia (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC | g |04 Professional Years Not applicable - [n/a - .SmL - Intramuscular])
10008898604 ; - hot appheabie - [va - omt -
Fioa || |
8140 i (2021-06- |Healthcare EEA 65-85 Female Administration site pain (6d - Fatal - Results in Death), Deep vein thrombosis (0d - Fatal - Results in Death), Pulmonary mﬁgﬁgﬁ [ES?N??:SS{%FJ/S -1%)12;1 1_3'19
EU-EC- 04 Professional Years embolism (0d - Fatal - Results in Death), Somnolence (6d - Fatal - Results in Death) PP
: Intramuscular])
10008898258
m— % 12021-06- [Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
8141 I : . EEA Male  [Death (n/a - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
EU-EC- 2 104 Professional Years immunisation - Not applicable - [n/a - .5mL - n/a])
10008898246 2 satiort - ot appiicabie :
E 021-06. [Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
8142 EU-EC- 04 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10008898212 b Professional n/a))
: %4 12021-06- Healtheare 18-64 o COMIRNATY [TOZINAMERAN] (S- COVID-19
8143 . EEA Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- : 7, |04 Professional Years
10008897652| HLFEREAES Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008898604&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008898258&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008898246&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008898212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008897652&_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
Rlickcor scad | £ ) COMIRNATY [TOZINAMERAN] (S- COVID-19
24 2021-06- Healthcare 65-85 . isation - N licable - n/a - 3mL
8144 | EU-EC- TE |04 Professional |EEA Years |Male  |Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
Intramuscular])
10008897625
Elick or scal | 7= 2021-06- Non 18-64 Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Feeling abnormal (n/a - Not ﬁéﬁ‘ﬁ&g‘_ﬁ?&? 4] (S1_X C%VI[H 9
8145 Healthcare EEA Male  [Recovered/Not Resolved - ), Pulmonary embolism (0d - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not . o .
EU-EC- , 104 Professional Years Resolved- ) immunisation - Not applicable - [n/a - 1{DF} -
10008897519 Intramuscular])
! L Non COVID-19 VACCINE (AD26.COV2-S
24 (2021-06- 18-64 . . T [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
8146 EU-EC- |04 I];If;]vg;scifsa] EEA Vears Male  |Coronary artery thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) JANSSEN (AD26.COV2.8)] (S- Immunisation - Not
10008897480 applicable - [n/a - n/a - Unknown])
More COVID-19 VACCINE ASTRAZENECA (CHADOXI
1 [2021-06- |Healthcare Not o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - Results in Death)
8147 EUEC |4 04 Professional Non EEA %1{1:;1IS85 Specified Adverse event following immunisation (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008896587 n/a - Intramuscular])
m : Cardiogenic shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results
8148 2021-06- |Healthcare Non EEA 65-85 Female in Death, Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 04 Professional Years Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary oedema (n/a - immunisation - Not applicable - [1d - n/a - n/a])
10008896464 Fatal - Results in Death, Other Medically Important Condition)
ko | &
: i 2021-06-|Healthcare 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8149 ; . Non EEA Male  |Myocardial infarction (1d - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC- 2 3 104 Professional Years Int ular])
10008896448 ramusear
Rlickcor scal ' o '_ 2021-06- |Healthcare More Altered state of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebellar haemorrhage COMIRNATY [TOZINAMERAN] (S- COVID-19
8150 h . Non EEA  [than 85 |Male  |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death, Caused/Prolonged |. v .
EU-EC- = 104 Professional Vears Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008896443 P
£ b 1021-06- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8151 : . EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 104 Professional Years Int ul
10008895871 ntramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
Non 024414) [COVID-19 MRNA VACCINE MODERNA
8152 FU-EC- 5 [2021-06- Healthcare  [Non EEA |NO! .. |Female |Death (w/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008895703 Al Professional Specified applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
& 2021-06-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8153 : : EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- , |04 Professional
10008895238 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=10008896443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008895871&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008895238&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 861 of 1647

Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
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el : COVID-19 VACCINE ASTRAZENECA (CHADOXI
8154 7 il | 2021-06- Healthcare EEA 18-64 Female Influenza like illness (n/a - Unknown - ), Petechiae (n/a - Unknown - ), Subarachnoid haemorrhage (n/a - Fatal - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- | & 04 Professional Years Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008894410 - Not applicable - [n/a - 1{DF} - Intramuscular])
: Non Bacterial sepsis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
8155 o (2021-06- Healthcare EEA 65-85 Male Important Condition), Cough (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dyspnoea (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 3 104 Professional Years Not Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (n/a - Unknown - Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008894247| = Hospitalisation, Other Medically Important Condition)
Anxiety (n/a - Fatal - Results in Death), Blood glucose abnormal (n/a - Fatal - Results in Death), Cardiac failure (n/a -
L More Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death),
8156 i 12021-06- | Healthcare EEA than 85 |Female Disorientation (n/a - Fatal - Results in Death), Eye pain (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [1d-
EU-EC- 3 04 Professional Vears Death), Neuroendocrine carcinoma of the skin (n/a - Fatal - Results in Death), Oedema peripheral (n/a - Fatal - Results in [n/a - n/a])
10008894115 Death), Pain in extremity (n/a - Fatal - Results in Death), Varicose ulceration (n/a - Fatal - Results in Death), Visual
impairment (n/a - Fatal - Results in Death)
Apnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood fibrinogen (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Cerebellar ataxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Cerebral venous thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Circulatory collapse (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Gait inability (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Hypoaesthesia (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- Non 18-64 Hospitalisation), Immunology test (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Influenza like illness  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8157 pupc | 04 Healthcare — Non EEA |0 o [Male | Fytal - Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- /a - Unknown - [n/a -
10008893952/ & e Professional Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |n/a - Intramuscular])
Nausea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Paraesthesia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Personality change (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Pulmonary thrombosis (1/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Seizure (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), Tremor (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
; 2021-06 Ithy 8-64 COMIRNATY [TOZINAMERAN] (S - n/;
-06-|Healthcare 18- . RNATY [TOZIN - n/a - Not
8158 | puEC 3, (04 Professional | CA Years |Vele  [Death (0d- Fatal - Results in Death) applicable - [n/a - .3mL - Intramuscular])
10008893901 :
Elick or scall | = COVID-19 VACCINE ASTRAZENECA (CHADOXI1
8159 EU-EC- ] . 3221_06_ Ere(?tl"g;:i?)rrfal Non EEA g)etci fied Female [Anaphylactic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition) m;{%oc\ga 3)]\]%(_151[}:]? aﬁm&
10008893330 n/a - Intramuscular])
2021-06 Non Not 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8160 EU-EC- 04 e Hea]thqare EEA &:)eciﬁ ed Male  |Completed suicide (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008893142 p Professional - n/a - Intramuscular])
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Primary
EV . Source . . . .
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Purposes
i 2021-06-|Healthcare 65-85 Carotid artery thrombosis (n/a - Fatal - Results in Death), Cerebral artery thrombosis (n/a - Fatal - Results in Death), SPIKEVAX [COVID-19 MRNA VACCINE
8161 . EEA Female |Cerebral infarction (n/a - Fatal - Results in Death), Cerebral mass effect (n/a - Fatal - Results in Death), Thrombectomy |[MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
EU-EC- T 04 Professional Years . - X
T (n/a - Fatal - Results in Death), Thrombolysis (n/a - Fatal - Results in Death) n/a])
10008892752 :
click or scarl : More Altered state of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Asphyxia (n/a - Fatal
8162 2l (2021-06- |Healthcare Non EEA  |than 85 |Female |- Results in Death, Other Medically Important Condition), Pneumonia aspiration (n/a - Fatal - Results in Death, Other |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 104 Professional Vears Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), |immunisation - Not applicable - [n/a - n/a - n/a])
10008892695 Vomiting (1/a - Fatal - Results in Death)
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Abdominal rigidity (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Abdominal tenderness (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Acidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood pressure decreased (n/a -
[ Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coma scale abnormal (n/a - Fatal - Results in Death,
Rlick or scal ; More Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged (QOVID-19 VACCINE ASTRAZENECA. (CHADOX]1
2021-06- | Healthcare PRTI . . . . . [INCOV-19) [COVID-19 VACCINE ASTRAZENECA
8163 . Non EEA  [than 85 Male  |Hospitalisation), Haemodynamic instability (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypophagia
EU-EC- i 104 Professional v Wa - Fatal N dProl d Hospitalisati H ‘o (n/a - Fatal N (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008892502 . ‘ears (n/a - Fatal - Results in D'eat'h, Caused/Pro onged Hospital isation), Hypotension (n/a - Fatal - Results in Dgath, . In/a - Intramuscular])
Caused/Prolonged Hospitalisation), Hypothermia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Peripheral circulatory failure (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Peripheral coldness (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
oLscl More
2021-06-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
8164 BU-EC- 04 Professional EEA gl;a;lr 85 |Male  |Cerebellar haemorrhage (23d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008891900 ; cars
; Non
8165 i (2021-06- Healthcare EEA 65-85 Female Atrial fibrillation (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pneumonitis (n/a - Fatal- ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- e 04 . Years Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
Professional
10008889412
ElickCor scal ,
2021-06- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
8166 | pupc 03 Professional | 0" FEA - [yrars  [Male - |Coronary artery i (/2 - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - Unknown])
10008889840
Rlickcor scad | i 502106 Fealthcare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8167 : EEA Male  |Cerebral haemorrhage (7d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- o (03 Professional Years Intramuscular])
10008888822 ;
- : SPIKEVAX [COVID-19 MRNA VACCINE
¥ 12021-06- | Healtheare 18-64 MODERNA (CX-024414)] (S- COVID-19
8168 . . EEA Male  [Autoimmune haemolytic anaemia (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - .5mL -
EU-EC- -l 03 Professional Years
10008888812/ § Fntranjuscular]), [AMOXICILLTN] (S- Tooth
infection - Not applicable - [8d - 750mg - Oral])
Eickor scal | = COVID-19 MRNA VACCINE MODERNA (CX-
8169 2021-06-|Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (1d - Unknown - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- g |03 Professional Years Important Condition), Lethargy (1d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008887931 1h applicable - [n/a - 1{DF} - Unknown])
Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Feeling cold (n/a - Not Recovered/Not COVID-19 A VA MODERNA (CX-
2021-06- |Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
8170 . Non EEA Female |Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ), Nasopharyngitis (n/a - Not Recovered/Not Resolved - ), Tremor . L
EU-EC | 4 03 Professional Years (n/a - Not Recovered/Not Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008887723 -.1- CExth > S applicable - [n/a - 1{DF} - Intramuscular])
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Non
2021-06- 65-85 Pulmonary artery thrombosis (n/a - Fatal - Results in Death), Right ventricular failure (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
8171 Healthcare EEA Female L L " ) P .
EU-EC- i 03 : Years Vaccination complication (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008887588 ks
Or sca COVID-19 MRNA VACCINE MODERNA (CX-
8172 : 2021-06- Healthc_are Non EEA 65-85 Male |Death (1d- Fatal - Results in Death, Other Medically Important Condition) 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- W (03 Professional Years (CX-024414)] (S- COVID-19 immunisation - Not
10008887515 applicable - [n/a - 1{DF} - Unknown])
or scaj COVID-19 MRNA VACCINE MODERNA (CX-
8173 pad 12021-06- | Healthcare Non EEA 65-85 Female Dyspnoea (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Malaise (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 2 (03 Professional Years Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) |(CX-024414)] (S- COVID-19 immunisation -
10008887032 Unknown - [n/a - 1 {DF} - Intramuscular])
Elick or scal | * : COVID-19 VACCINE ASTRAZENECA (CHADOX1
23 (2021-06- |Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - , Sudden - - :
8174 EU-EC- 03 Professional EEA Vears Male  |Coronary artery occlusion (0d - Fatal - Results in Death) death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008886631 - n/a - n/al)
i More
i1 2021-06- | Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: : - - X - - - . S .
8175 BU-EC- 10y 03 Professional Non EEA glan 85 |Female |Cardiac tamponade (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1Va - n/a - n/a])
ears
10008886490
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
8176 2021-06- | Healthcare Non EEA 65-85 Male Cyanosis (1d - Fatal - Results in Death), Peripheral coldness (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years - Results in Death, Other Medically Important Condition), Vomiting (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008886358 applicable - [n/a - 1{DF} - Intramuscular])
: : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 2021-06- 18-64 . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8177 EU-EC- 03 Ere;l“g;:if;al Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008886295 applicable - [n/a - n/a - Intramuscular])
; : Cardiac arrest (1d - Unknown - Life Threatening, Other Medically Important Condition), Cardio-respiratory arrest (1d - COVID-19 A VAT RN, MO:D:nERNIE A (CX-
8178 g [2021-06- Healtheare o ppy 11864y pie [ Unknown - Life Threatening, Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medicall 024414) [COVID-19 A VA MODERNA
EU-EC- |4 03 Professional Years Important Condition) S Y imp J Y (CX-024414)] (S- COVID-19 immunisation - Not
10008886007 Yo : mp applicable - [n/a - 1{DF} - Unknown])
2021-06-|Healthcare 65-85 o . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - .
8179 EU-EC- 03 Professional EEA Vears Male  |Cardiac failure (0d - Fatal - Results in Death) applicable - [n/a - 3mL - Intramuscular])
10008885946
A 00 1-06. Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8180 . . EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- -3 03 Professional Years
10008885210| 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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Number Receipt . . |for Sex
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o 2021-06-[Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8181 | EU-EC- EF (03 Healthcare ~ |[EEA Years |Male |Cerebrovascular accident (1d- Fatal - Results in Death), Myalgia (n/a - Unknown - ) immunisation - Not applicable - [1d - 1{DF} -
10008885209 Professional Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
8182 pupc 03 Professional | CA Years [Mble [Malaise (1d- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008885193 - Not applicable - [1d - 1{DF} - Intramuscular])
Elick or scal | 773 2021-06- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8183 : EEA Male |Cardiac arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 3 03 Professional Years Intramuscular])
10008885189
Ackorseal £ 12021-06- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8184 ¥ . EEA Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- e (03 Professional Years Wa- [/a- 1{DF} - Int ul
10008885167 ; -wa-[na- - Intramuscular])
ko=l COVID-19 VACCINE (AD26.COV2-S
p—F 2021-06-|Healthcare 65-85 [RECOMBINANT]) JANSSEN [COMID- 19 VACCINE
8185 . EEA Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
EU-EC- i 03 Professional Years . o ;
g immunisation - Not applicable - [n/a - 1{DF} -
10008885137
Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
8186 pupc | 03 |Professional |TEA  |yeas [Vl |Suddendeath (wa- Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008885113 = - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
: 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
8187 EU-EC- Ly 2 |03 Professional EEA glan 85 |Female |Vaccination failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [1d- 1 {DF} - Intramuscular])
10008885060 ; s
Elick or scal | 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8188 h : EEA than 85 [Male  |General physical health deterioration (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- : 03 Professional Vears Intramuscular])
10008885050
:
42021-06- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
8189 EUEC | % 03 Professional EEA Vears Male  [Dizziness (n/a - Fatal - Results in Death - n/a - n/a])
10008884740
Rlick or cal | 2021-06- |Healthcare 65-85 Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
8190 h . Non EEA Male  |Important Condition), Pulmonary embolism (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [1d - n/a -
EU-EC- i 03 Professional Years Medicall Conditi 9
10008884452 o cally Important Condition) Intramuscular])
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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=10008885209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885193&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885189&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885167&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885137&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885113&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885060&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008885050&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008884740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008884452&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 865 of 1647

Primary
EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
B, e i in Death), Myocardl ishacni in Death), Urinay rtent
: Cardiac failure (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death), Urinary retention
8191 g 2021-06- |Healtheare g ppy - NOU e e (n/a - Unknown - Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 03 Professional Specified e immunisation - Not applicable - [1d - n/a - n/a])
! Hospitalisation)
10008884206
Blood pressure increased (n/a - Unknown - Other Medically Important Condition), Loss of consciousness (n/a - Not
8192 2021-06- | Healthcare Non EEA ?ﬁg;es 5 |Female Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - ), Respiratory mﬂﬁgﬁ ggﬁmﬁi\:ﬁwg ;]/??VID'W
EU-EC- 03 Professional Y. failure (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Int dar]) PP
10008883511 cars Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) nitramuscuiar
; 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
8193 EU-EC- 03 Professional EEA g(lan 85 |Female |Encephalitis brain stem (23d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008883345 cans
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
8941 pupc |3 03 Professional [0 Years |Female |Cardiac death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008882904 : - Not applicable - [1n/a - n/a - n/a])
Elick or scal | * : COVID-19 VACCINE ASTRAZENECA (CHADOX1
e i1 2021-06- | Healthcare 65-85 . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8195 pumc 03 Professional | oM EEA - [years  [Male  |COVID-19 (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008882790 applicable - [n/a - n/a - Intramuscular])
! COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - ), - -), - - o
8196 BU-EC- 03 Professional Non EEA Vears Male  |Cough (1d- Recovered/Resolved - ), Pyrexia (1d - Recovered/Resolved - ), Tachycardia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008882165 ] applicable - [n/a - n/a - Intramuscular])
Elickor cal | : 2021-06- |Healthcare 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8197 : : Non EEA Male  [Chest pain (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 03 Professional Years Tntramuscular])
10008881285
FAEE 15021-06- | Healtheare 65-85 COVID-19 (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (10d - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - COVID-19
8198 | EU-EC- : 03 Professional EEA Vears Male  |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (15d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
10008881247 Hospitalisation) Intramuscular])
i
4100 3 12021-06- Healtheare | - 6585 |\, |Acute kidney injury (na - Fatal - Results in Death), Heparin-induwed thrombocytopenia test positive (1/a - Fatal - Results (\éHADO“‘ZEV%AI\I[gg\‘,"g)I]Q(SV Acen nJE/a’fs[{ RAZENECA
EU-EC- 03 Professional Years in Death), Hepatic cancer (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death)
Intramuscular])
10008881011
oLscl 2021-06-|Healthcare 65-85 COVID-19 (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (12d - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - COVID-19
8200 . EEA Female |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (12d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
EU-EC- : 03 Professional Years talicati )
10008880308 £ Hospitalisation) Intramuscular])
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Non More
8201 2021-06- ealthcare |EEA than 85 Male  |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [1d -
EU-EG- | g 03 Professional Vears n/a - Intramuscular])
10008879961 ]
2021-06- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
X : Sudden - - Results in Death)
8202 EU-EC- T 03 Professional EEA Vears Female death (1d - Fatal - Results in Death na - [n/a - n/a - Intramuscular])
10008879501
8203 i (2021-06- EZ:]thcare EEA 18-64 Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 03 . Years Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - n/a - [1d - n/a - n/a])
Professional
10008879080
click or scarl Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 VACCINE ASTRAZENECA (CHADOX1
8204 2021-06- |Healthcare Non EEA 65-85 Male Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years Productive cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |((CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008877988 Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |1 {DF} - Intramuscular])
Elick or sca | Adverse event following immunisation (n/a - Fatal - Results in Death), Bundle branch block left (/a - Fatal - Results in  |COVID-19 VACCINE ASTRAZENECA (CHADOX I
8205 2021-06- |Healthcare Non EEA 65-85 Male Death), Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years Hyperlipidaemia (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Type 2 diabetes mellitus |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008877917 (n/a - Fatal - Results in Death) n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
8206 2021-06- |Healthcare Non EEA 65-85 Male Dizziness (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG | 43 03 Professional Years Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008877754 n/a - Intramuscular])
Acute respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Chills (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Cough (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
: Essential hypertension (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a- |COVID-19 MRNA VACCINE MODERNA (CX-
8207 1 (2021-06-|Healthcare Non EEA 65-85 Male Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years Life Threatening, Caused/Prolonged Hospitalisation), Hypercapnia (n/a - Fatal - Results in Death, Life Threatening, (CX-024414)] (S- COVID-19 immunisation - Not
10008877045 Caused/Prolonged Hospitalisation), Hypercholesterolaemia (n/a - Fatal - Results in Death, Life Threatening, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Intensive care (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Septic shock
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Vitamin B12 deficiency (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
- SPIKEVAX [COVID-19 MRNA VACCINE
21 2021-06- | Healthcare 65-85 A . . . MODERNA (CX-024414)] (S- COVID-19
8208 EUEC |3 0 Professional Non EEA Vears Female |Cardiac failure acute (1d - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
10008875837 = Intramuscular])
gk or scal | ¢ : Non COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-06- Not . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
8209 EUEC | & 0 Eﬁ;};;irgal Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008875680 applicable - [n/a - 1{DF} - Unknown])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008877045&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008875837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008875680&_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
2021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8210 . EEA than 85 |Female |Rectal haemorrhage (28d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 02 Professional v Intramuscul
10008875131 cars ntramuscular])
gk or scal | 3 COVID-19 MRNA VACCINE MODERNA (CX-
2021-06-|Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
8211 EU-EG- |# 2 02 Professional Non EEA Vears Male  |Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal -|(CX-024414)] (S- COVID-19 immunisation - Not
10008875112 ; Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
:
; Non L . . . ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8212 2021-06- Healthcare EEA 18-64 Female Pain in extremity (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
EU-EC- - 02 Professional Years Condition) wa - Int ul
10008874759 rofessional - n/a - Intramuscular])
Elickorscal | = : Non COVID-19 MRNA VACCINE MODERNA (CX-
8213 1 1 (2021-06- Healthcare Non EEA 65-85 Male Cardiac disorder (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Lymphadenopathy (n/a - Fatal|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 02 Professional Years - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008874033 applicable - [n/a - 1{DF} - Intramuscular])
- Vore
2021-06- |Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . ol
8214 EU-EC- 8 R 02 Professional EEA g}an 85 |Male  |Ischaemic stroke (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 3mL - Intramuscular])
10008873964| = 3 cans
Arthralgia (5d - Unknown - Life Threatening), Chills (5d - Unknown - Life Threatening), Cold sweat (5d - Unknown - Life
: ) Threatening), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (5d - Unknown - Life [COVID-19 MRNA VACCINE MODERNA (CX-
8215 21| 2021-06- | Healthcare Non EEA 65-85 Male Threatening), Fatigue (5d - Unknown - Life Threatening), Feeling of body temperature change (5d - Unknown - Life 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o 02 Professional Years Threatening), Nausea (5d - Unknown - Life Threatening), Pain (5d - Unknown - Life Threatening), Pain in extremity (5d- |(CX-024414)] (S- COVID-19 immunisation - Not
10008873614 Unknown - Life Threatening), Pallor (5d - Unknown - Life Threatening), Unresponsive to stimuli (5d - Unknown - Life applicable - [n/a - 1{DF} - Unknown])
Threatening)
: : COVID-19 MRNA VACCINE MODERNA (CX-
8216 il | 2021-06- | Healthcare Non EEA 18-64 Male Diabetic ketoacidosis (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Years Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008873418 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | . COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-06- | Healthcare 65-85 L Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
8217 pupe | [ 02 Professional | "M EEA  |yreors  [Female |Vaccination complication (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008872894 applicable - [n/a - 1{DF} - Intramuscular])
3 =1 2021-06- | Healthcare L . . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - .
8218 EU-EC- ] 0 Professional EEA ?::ISSS Female |Vaccination failure (n/a - Fatal - Results in Death) applicable - [23d - 1 {DF} - Intramuscular])
10008872836
Elickor scal | : More - COMIRNATY [TOZINAMERAN] (S- COVID-19
8219 : = (2021-06- [Healthcare EEA than 85 Ml COVID-19 pneumonia (n/a - Fatal - Results in Death), SARS-CoV-2 antibody test negative (n/a - Fatal - Results in . isation - Not anplicable - 29d - 2 {DF
EU-EC- 02 Professional an 4 |Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [29d - 2{DF} -
10008872833 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=10008875131&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008875112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008874759&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008874033&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008873614&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008873418&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872894&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872836&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872833&_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
Acute chest syndrome (n/a - Not Recovered/Not Resolved - ), Cardiac arrest (n/a - Fatal - Results in Death), Coma (n/a -
- : Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Not Recovered/Not Resolved -
8220 Loo- [HEE : 3221'06' ?:(?Ilgslsci?)rgal EEA %{iﬁj Male  |Caused’Prolonged Hospitalisation), Respiratory failure (n/a - Not Recovered/Not Resolved - Caused/Prolonged gﬁgﬁgﬁ gg?ggﬁﬁ%r(;gﬂ\;%w
10008872689 4 J Hospitalisation), Sickle cell anaemia with crisis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),
Thrombocytopenia (n/a - Not Recovered/Not Resolved - )
8221 41 (2021-06- Healthcare EEA 18-64 Female Cardio-respiratory arrest (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Resuscitation (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- i 02 Professional Years Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008872676 &
lickcor scal 3 g : b |5021-06- | Healthcare 65-85 ) COMIRNATY [TOZINAMERAN] (S - COVID-19
8222 : EEA Male  |Ischaemic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [29d - 2{DF} -
EU-EC- "3 02 Professional Years Int ul
10008872606 : ntramuscular)
or scail i COVID-19 VACCINE JANSSEN (AD26.COV2.S)
8223 :1 202 1-06- Healthcare EEA Not Not Face oedema (0d - Fatal - Results in Death), Foetal death (0d - Fatal - Results in Death), High foetal head (0d - Fatal - |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- L 02 Professional Specified Specified Results in Death), Palatal disorder (0d - Fatal - Results in Death) COVID-19 immunisation - Not applicable - [n/a - n/a -
10008872460 ] n/a])
m b T C-reactive protein increased (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), COVID-19 VACCINE JANSSEN (AD26.COW2.S)
8224 21 2021-06- Healthcare EEA 18-64 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- , 02 Professional Years Results in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Septic shock (n/a- |COVID-19 immunisation - Not applicable - [n/a - n/a -
10008872455 Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) n/a))
: More Acute respiratory distress syndrome (n/a - Unknown - Other Medically Important Condition), Acute respiratory failure (n/a -
i1 2021-06-|Healthcare Fatal - Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
8225 . Non EEA  |than 85 |Female |, . .. .
EU-EC- 02 Professional Y in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008872413 cars
KlickCor scap | ;
al (2021-06- Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
8226 EU-EC- i 0 Professional EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) - n/a-n/a))
10008872049
21 |2021-06- | Healthcare 65-85 L . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
8227 EU-EC- 0 Professional EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) - n/a - n/a])
10008872033
= More Fatigue (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Haemolytic anaemia (n/a - Fatal - Results in
8228 2021-06-|Healthcare EEA than 85 |Female Death, Caused/Prolonged Hospitalisation), Jaundice (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 02 Professional v Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), immunisation - Not applicable - [n/a - 1{DF} - n/a])
o ears }
10008871903 ; Pyrexia (n/a - Unknown - )
m ; A More Abdominal pain upper (n/a - Recovered/Resolved - ), Chest pain (n/a - Recovered/Resolved - ), Dementia (n/a - Fatal - (COVID-19 MRNA VACCINE MODERNA (CX-
21 2021-06- Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8229 . Non EEA  |than 85 |Female |Results in Death, Other Medically Important Condition), Peripheral coldness (n/a - Recovered/Resolved - ), Somnolence . L
EU-EC 02 Professional Years (n/a - Recovered/Resolved - ), Syncope (n/a - Recovered/Resolved - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008871815 g P ¥ imp applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 (24d - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
8230  |2021-06- |Healtheare Non EEA 65-85 Female |Hospitalisation, Other Medically Important Condition), Exposure to SARS-CoV-2 (24d - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 02 Professional Years Hospit alisations ? (CX-024414)] (S- COVID-19 immunisation - Not
10008871216, P 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=10008872689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872676&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872413&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872049&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008872033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008871903&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008871815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008871216&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient
Sex

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

8231

EU-ECG-
10008870844

2l (2021-06-

02

Healthcare
Professional

Non EEA

More
than 85
Years

Female

Alanine aminotransferase increased (n/a - Fatal - Results in Death), Albumin globulin ratio normal (n/a - Fatal - Results in
Death), Anion gap normal (n/a - Fatal - Results in Death), Aortic aneurysm (n/a - Fatal - Results in Death), Aspartate
aminotransferase increased (n/a - Fatal - Results in Death), Atelectasis (n/a - Fatal - Results in Death), Bacterial test
positive (n/a - Fatal - Results in Death), Base excess negative (n/a - Fatal - Results in Death), Basophil count decreased
(n/a - Fatal - Results in Death), Basophil percentage decreased (n/a - Fatal - Results in Death), Bilirubin urine (n/a - Fatal -
Results in Death), Blood alkaline phosphatase increased (n/a - Fatal - Results in Death), Blood bicarbonate normal (n/a -
Fatal - Results in Death), Blood bilirubin increased (n/a - Fatal - Results in Death), Blood calcium decreased (n/a - Fatal -
Results in Death), Blood chloride increased (n/a - Fatal - Results in Death), Blood creatinine increased (n/a - Fatal -
Results in Death), Blood gases (n/a - Fatal - Results in Death), Blood glucose decreased (n/a - Fatal - Results in Death),
Blood lactic acid (n/a - Fatal - Results in Death), Blood magnesium increased (n/a - Fatal - Results in Death), Blood pH
decreased (n/a - Fatal - Results in Death), Blood potassium normal (n/a - Fatal - Results in Death), Blood sodium increased
(n/a - Fatal - Results in Death), Blood urea increased (n/a - Fatal - Results in Death), Blood urea nitrogen/creatinine ratio
(n/a - Fatal - Results in Death), Blood urine present (n/a - Fatal - Results in Death), Calcium ionised normal (n/a - Fatal -
Results in Death), Carbon dioxide decreased (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in
Death), Chest X-ray abnormal (n/a - Fatal - Results in Death), Drooling (n/a - Fatal - Results in Death),
Electrocardiogram (n/a - Fatal - Results in Death), Electroencephalogram abnormal (n/a - Fatal - Results in Death),
Encephalopathy (n/a - Fatal - Results in Death), Endotracheal intubation (n/a - Fatal - Results in Death), Eosinophil
count normal (n/a - Fatal - Results in Death), Eosinophil percentage (n/a - Fatal - Results in Death), Flatulence (n/a -
Fatal - Results in Death), Full blood count (n/a - Fatal - Results in Death), Globulins increased (n/a - Fatal - Results in
Death), Gomerular filtration rate decreased (n/a - Fatal - Results in Death), Glucose urine absent (n/a - Fatal - Results in
Death), Granulocyte percentage (n/a - Fatal - Results in Death), Haematocrit decreased (n/a - Fatal - Results in Death),
Haemoglobin decreased (n/a - Fatal - Results in Death), Imaging procedure artifact (n/a - Fatal - Results in Death),
Immature granulocyte count (n/a - Fatal - Results in Death), Influenza A virus test negative (n/a - Fatal - Results in
Death), Influenza B virus test (n/a - Fatal - Results in Death), Lymphocyte count normal (n/a - Fatal - Results in Death),
Lymphocyte percentage decreased (n/a - Fatal - Results in Death), Mean cell haemoglobin concentration decreased (n/a -
Fatal - Results in Death), Mean cell haemoglobin normal (n/a - Fatal - Results in Death), Mean cell volume increased (n/a
- Fatal - Results in Death), Mean platelet volume increased (n/a - Fatal - Results in Death), Metabolic function test (n/a -
Fatal - Results in Death), Monocyte count normal (n/a - Fatal - Results in Death), Monocyte percentage (n/a - Fatal -
Results in Death), Neutrophil count normal (n/a - Fatal - Results in Death)...

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

8232

EU-EC-
10008870622

2021-06-
02

Healthcare
Professional

Non EEA

65-85
Years

Female

COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)

Results in Death

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S- COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Intramuscular])

8233

EU-EC-

10008870444

4l 12021-06-
a

02

Healthcare
Professional

Non EEA

65-85
Years

Female

Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cough (n/a - Fatal - Results in Death),
Respiratory acidosis (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)

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

8234

EU-ECG-

10008870405

al (2021-06-
|02

Healthcare
Professional

Non EEA

65-85
Years

Female

Chills (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cold sweat (n/a - Fatal - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Endotracheal intubation (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Pallor (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,

Other Medically Important Condition)

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COMID-19 MRNA VACCINE MODERNA
(CX-024414)] (S- COVID-19 immunisation - Not
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 . . . .
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
: 2021-06- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8235 EU-EC- ] : 0 Professional Non EEA |than 85 [Male  |Cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a -
10008870043 Years Intramuscular])
: 2021-06-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
8236 : : Non EEA Male  [Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- |23 02 Professional Years Intramuscular])
10008870040
m b T Non Aphasia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral venous thrombosis (n/a - Unknown - Caused/Prolonged
8237 &l 12021-06- Healthcare Non EEA 18-64 Female Hospitalisation, Other Medically Important Condition), Cerebrovascular accident (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- - 02 Professional Years Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Illness (n/a - Unknown - immunisation - Not applicable - [1d - n/a - n/a])
10008870015 Caused/Prolonged Hospitalisation)
Acute kidney injury (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Anxiety (16d - Unknown - Caused/Prolonged Hospitalisation), Asthenia (16d - Unknown - Caused/Prolonged
Hospitalisation), COVID-19 (18d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (16d - Unknown -
- Caused/Prolonged Hospitalisation), Condition aggravated (16d - Unknown - Caused/Prolonged Hospitalisation), Constipation
: (16d - Unknown - Caused/Prolonged Hospitalisation), Cough (16d - Unknown - Caused/Prolonged Hospitalisation), Death (1d [COVID-19 MRNA VACCINE MODERNA (CX-
8238 il [2021-06-|Healthcare Non EEA 65-85 Female | Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (16d - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- (02 Professional Years Caused/Prolonged Hospitalisation), Dyspnoea exertional (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |(CX-024414)] (S - COVID-19 immunisation - Not
10008869563 Dysuria (16d - Unknown - Caused/Prolonged Hospitalisation), Malaise (16d - Unknown - Caused/Prolonged Hospitalisation), |2pplicable - [n/a - 1{DF} - Intramuscular])
Metabolic acidosis (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory alkalosis (16d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Urinary incontinence (16d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Urinary retention (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition)
i COVID-19 MRNA VACCINE MODERNA (CX-
8239 a (2021-06- Healthcare Non EEA 18-64 Male Aneurysm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- EL 02 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008869045 applicable - [n/a - 1{DF} - Intramuscular])
Elickcor sead | : Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death, Other Medically COVID-19 /A VACCINE MODERNA (CX-
i (2021-06- [Healthcare 65-85 . - : " - 024414) [COVID-19 MRNA VACCINE MODERNA
8240 . Non EEA Female |Important Condition), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden . iy
EU-EC 3 |02 Professional Years death (n/a - Fatal - Results in Death, Other Medically Important Condition) (€X-024414)] (S- COVID-19 immunisation -
10008868664 ; —esulls In Death, ¥y imp Unknown - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-06- Healthcare 65-85 . oo . . 024414) [COVID-19 MRNA VACCINE MODERNA
8241 EU-EC- 0 Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008868063 i applicable - [n/a - 1{DF} - Unknown])
) ) COVID-19 MRNA VACCINE MODERNA (CX-
Elick or scal More Arthralgia (n/a - Fatal - Results in Death), Back pain (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
8242 2021-06- | Healthcare Non EEA  |than 85 |yle Death, Other Medically Important Condition), Intestinal obstruction (n/a - Fatal - Results in Death, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 02 Professional Years Important Condition), Magnetic resonance imaging abnormal (/a - Fatal - Results in Death), Spinal X-ray abnormal (n/a - |applicable - [n/a - 1{DF} - Intramuscular - More in
10008868036, Fatal - Results in Death), Spinal compression fracture (n/a - Fatal - Results in Death) ICSR])
- ; Abdominal pain (1d - Fatal - Results in Death), Back pain (1d - Fatal - Results in Death), Cardio-respiratory arrest (1d- MRN, CCINE
; Fatal - Results in Death, Other Medically Important Condition), Chest pain (1d - Fatal - Results in Death), Death (1d - COVID-19 A VA MODERNA (CX-
31 2021-06- | Healthcare 18-64 - . o - " 024414) [COVID-19 MRNA VACCINE MODERNA
8243 . Non EEA Female |Fatal - Results in Death, Other Medically Important Condition), Pneumonia (1d - Fatal - Results in Death, Other . L
EU-EC- - 02 Professional Years N . . . A - (CX-024414)] (S- COVID-19 immunisation - Not
Medically Important Condition), Ventricular tachycardia (1d - Fatal - Results in Death, Other Medically Important .
10008867814 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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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
o A 12021-06- Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
8244 ] : . EEA Female |Dyspnoea (1d- Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- ok 02 Professional Years Tntramuscular])
10008867667 ]
L More COVID-19 MRNA VACCINE MODERNA (CX-
8245 4 | 2021-06- Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Neurological symptom (1d - Fatal - Results {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Vears in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008867481 applicable - [n/a - 1{DF} - Unknown])
Rlick orscad | i 2021-06-|Healthcare 65-85 COVID-19 (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (5d - Fatal - Results |[COMIRNATY [TOZINAMERAN] (S - COVID-19
8246 ; : EEA Male |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (5d - Fatal - Results in Death, Caused/Prolonged ~ |[immunisation - Not applicable - [n/a - .3mL -
EU-EC- , 02 Professional Years Hospitalisati Int Jlar])
10008867430 ospitalisation) ntramuscular]
— S 200 1.06. | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
8247 : . EEA than 85 |Female |Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 3 02 Professional v Int lar])
10008867429 ; cans nlramuseuiar
Cerebral haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Coronary artery embolism (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Hepatic vascular thrombosis (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Elick orscal |} : Medically Important Condition), Intracardiac thrombus (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, ~|COVID-19 MRNA VACCINE MODERNA (CX-
8248 il | 2021-06- | Healthcare Non EEA 18-64 Male |Other Medically Important Condition), Myocardial infarction (2d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 5 |02 Professional Years Hospitalisation, Other Medically Important Condition), Pulmonary thrombosis (2d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008867421 ] Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal vascular thrombosis (2d - Fatal - Results in |applicable - [n/a - 1{DF} - Unknown - More in ICSR])
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (2d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
ElickCor scap |
3 2021-06- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - Not
\: § - - Results in Death) .
8249 EU-EC- | &5, 3 (02 Professional EEA Years Male | Death (Od - Tiatal - Results in Death applicable - [n/a - .3mL - Intramuscular])
10008867354 =¥ha
Abdominal pain (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results COVID-19 MRNA VACCINE MODERNA (CX-
8250 2021-06- Healthc_are Non EEA 18-64 Male  |in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in Death), Lethargy (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- s 02 Professional Years m’n Death) ? ? (CX-024414)] (S- COVID-19 immunisation - Not
10008867334 applicable - [n/a - 1{DF} - Unknown])
Elickcor scad | More Aortic aneurysm rupture (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved
2021-06- | Healthcare : . L . > . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8251 . Non EEA  [than 85 |Male |- Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important |. L .
EU-EC- , 02 Professional - immunisation - Not applicable - [1d - n/a - n/a])
Years Condition)
10008867147
; 2021-06-Non More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8252 Healthcare Non EEA  |than 85 [Female |Cerebrovascular accident (n/a - Fatal - Results in Death) . o .
EU-EC- o 02 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10008867145
2021-06- |Healthcare 18-64 Cardio-respiratory arrest (n/a - Unknom - Llfe.Threatenmg, Caused/Prolor}ged Hqspltahsatlon), S.)barachnmd haemorrhgge COMIRNATY [TOZINAMERAN] (S- COVID-19
8253 : Non EEA Female |(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |immunisation - Not applicable - [1d - .3mL -
EU-EC- 3 02 Professional Years - ™
10008867141| 2 Vertebral artery aneurysm (n/a - Unknown - Other Medically Important Condition) Intramuscular])
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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
-
5 2021-06- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
? Suddes R -
8254 EUEC | & 02 Professional EEA Vears Female n death (n/a - Fatal - Results in Death) na - [n/a- a - n/a])
10008866719 Lh
: More
4 (2021-06-|Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; R -
8255 EU-EC- - 0 Professional EEA t\?an 85 |Female |Sudden death (n/a - Fatal - Results in Death) Wa - [n/a - /a - n/a])
10008866619 : cars
m ; A % 12021-06-|Healtheare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8256 2 . . EEA Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- o 02 Professional Years wa - n/a))
10008866618| § B
click or scarl i COVID-19 VACCINE (AD26.COV2-S
A1 2021-06- Healthcare 18-64 . . [RECOMBINANTT) JANSSEN [COVID-19 VACCINE
; - - e
8257 puEc 02 |Professional |4 Years [V2le  [Arrhythmia (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.5)] (S- Immunisation - /a -
10008866612; [n/a - n/a - n/a])
o |
23 2021-06- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; R -
8258 EU-EC- R 02 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008866609 -
COVID-19 MRNA VACCINE MODERNA (CX-
8259 2021-06- | Healthcare Non EEA 65-85 Male Death (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Illness 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- | & 02 Professional Years (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008866598 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare 65-85 . ' "y 024414) [COVID-19 MRNA VACCINE MODERNA
8260 EU-EC- ¥ 02 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008866537 applicable - [n/a - 1{DF} - Intramuscular])
- Chronic obstructive pulmonary disease (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal
More - Results in Death, Other Medically Important Condition), Fall (10d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- |Healthcare PRTIY . PRI . 024414) [COVID-19 MRNA VACCINE MODERNA
8261 . Non EEA  |than 85 |Female |Hospitalisation), Femoral neck fracture (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically . i
EU-ECG- 02 Professional L ) " IS (CX-024414)] (S- COVID-19 immunisation - Not
10008866536 E Years Important Condition), Fracture displacement (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Head applicable - [n/a - 1{DF} - Intramuscular])
: injury (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) op
: COVID-19 MRNA VACCINE MODERNA (CX-
8262 41 (2021-06-|Healthcare Non EEA 65-85 Female Aspiration (54d - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 02 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008866497 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ¢ COVID-19 MRNA VACCINE MODERNA (CX-
8263 2021-06- |Healthcare Non EEA 18-64 Female Abdominal pain upper (n/a - Fatal - Results in Death), Body temperature increased (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 02 Professional Years Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008866195 applicable - [n/a - 1{DF} - Intramuscular])
More Diffuse alveolar damage (n/a - Not Recovered/Not Resolved - Life Threatening), Organising pneumonia (15d - Fatal - Results
8264 2021-06-|Healthcare —pp than 85 |Male  |in Death), Sepsis (n/a - Not Recovered/Not Resolved - Life Threatening), Thrombophlebitis (n/a - Not RecoveredNot COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 02 Professional ed- Life Thr . immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008866104 3 Years Resolved - Life Threatening)
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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
o A 12021-06- Healtheare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
8265 : : EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- L 02 Professional Years applicable - [n/a - .SmL. - Intramuscular])
10008866066 : pplicatie - Lva - .omL. -
: COVID-19 MRNA VACCINE MODERNA (CX-
8266 a1 (2021-06- |Healthcare Non EEA 18-64 Male Mechanical ventilation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i L, (02 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008866056 ; applicable - [n/a - 1{DF} - Subcutaneous])
click or scal Acute respiratory failure (14d - Fatal - Results in Death, Other Medically Important Condition), Metabolic encephalopathy (COVID- 19 MRNA VACCINE MODERNA. (CX-
% 2021-06-|Health, 18-64 14d - Fatal - Results in Death, Other Medically Important Condition), Organ failure (14d - Fatal - Results in Death),  |024414) [COVID-19 MRNA VACCINE MODERNA
8267| EU-EC ; -06-|Healthcare — |\\ - =p - Male (14d - Fatal - Results in Deal er Medically Important Con ion), gan fai ure (14d - Fatal - Results in Death), (CX-024414)] (S- COVID-19 immunisation - Not
10008866028 - (02 Professional Years Pneumonia (14d - Fatal - Results in Death, Other Medically Important Condition), Sepsis (14d - Fatal - Results in Death, licable - m/a - 11DF? - Intramuscul
Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
ik orscal COVID-19 MRNA VACCINE MODERNA (CX-
'} [2021-06-|Healthcare 65-85 . . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
8268 EU-EC- 0 Professional Non EEA Vears Male  [Respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008865689 } Unknown - [n/a - n/a - Unknown])
2021-06- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
8269 EU-EC- R 02 Professional EEA Vears Female [Pulmonary embolism (1d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008865365 fa ]
2021-06- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
? - R
8270 EU-EC- 02 Professional EEA Vears Female |Cerebral haemorrhage (8d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008865334
2021-06- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
87| pupe |H 0 Professional EEA Vears Female |Cardiac arrest (1d - Fatal - Results in Death) a - [/a - /a - Intramuscular])
10008865326 i
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 18-64 . . . " 024414) [COVID-19 MRNA VACCINE MODERNA
. - - Results in Death), - - Results in Death, . I
8272 EU-EC- 0 Professional Non EEA Vears Male  [COVID-19 (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008865317 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | - - COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-06- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8273 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
10008865239 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-06- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8274 EU-EC- f: 02 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008865222 ; applicable - [n/a - 1{DF} - Intramuscular])
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xon
8275 2021-06-|pyoithcare [NonEEA  |NO' . |Female |Heart rate increased (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 02 . Specified immunisation - Not applicable - [n/a - n/a - n/a])
i Professional
10008865188 :
5021-06- | Healthcare 65-85 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8276 : Non EEA Female |Results in Death, Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a -
EU-EC- - 02 Professional Years Caused/Prolonged Hospitalisation) Int Jar])
10008865183 ; rolonged Hospitalisation ntramuscular
o | B : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8277 112021-06- Healthcare Non EEA 18-64 Female Cardiac failure (n/a - Fatal - Results in Death), Respiratory rate increased (n/a - Fatal - Results in Death), Thrombosis (n/a NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG |4 02 Professional Years - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008864974 - Not applicable - [n/a - n/a - Intramuscular])
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- 65-85 . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8278 EUEC | o 0 Efg;i};:ifgal Non EEA Vears Male [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008864968 T applicable - [n/a - n/a - Intramuscular])
Elick or scall | %= : COVID-19 MRNA VACCINE MODERNA (CX-
8279 ; 112021-06- |Healthcare Non EEA 18-64 Male Chest pain (2d - Fatal - Results in Death), Death (2d - Fatal - Results in Death, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L3 |02 Professional Years Sensation of foreign body (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008864927 ;i applicable - [n/a - 1{DF} - Intramuscular])
i Non COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death COVID-19 VA AST NECA ( Xl
=1 12021-06- Not Beermor T . PRTIIOE NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8280 Healthcare Non EEA .. |Male |Caused’Prolonged Hospitalisation), Epistaxis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), CHADO o
EUEC |4 02 Professional Specified Haemoptysis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX] NCOV-19)] (S - Immunisation - Not
10008864899 applicable - [n/a - n/a - Intramuscular])
Elick or sead | W% 2021-06-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8281 : . EEA Female [Shock (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- ; 02 Professional Years na- [n/a- 1{DF} - Int ar])
10008864888 - va-lma- - ptramsauar
: Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal - |COVID-19 MRNA VACCINE MODERNA (CX-
8282 21 2021-06- Healthcare Non EEA 18-64 Male Results in Death, Other Medically Important Condition), Seizure like phenomena (1d - Fatal - Results in Death, Other  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 0 02 Professional Years Medically Important Condition), Unresponsive to stimuli (1d - Fatal - Results in Death, Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
10008864857 : Condition) applicable - [n/a - 1{DF} - Intramuscular])
- 1 More COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-06- |Healthcare . . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
8283 EU-EC- 0 Professional Non EEA %1:;:35 Female |Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008864777 applicable - [n/a - 1{DF} - Unknown])
i s COVID-19 MRNA VACCINE MODERNA (CX-
g, 0 | 02106 [Health 1864 Death (1d - Fatal - Results in Death, Other Medically Important Condition), Disability (1d - Fatal - Results in Death, |024414) [COVID-19 MRNA VACCINE MODERNA
8284 e Care  INon EEA - Male  |Other Medically Important Condition), Unresponsive to stimuli (1d - Fatal - Results in Death, Other Medically Important |(CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- e 02 Professional Years Condition) applicable - [n/a - 1 {DF} - Intramuscular - More in
10008864742 ICSR])
Elickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
42021-06- |Healthcare 65-85 . . - - 024414) [COVID-19 MRNA VACCINE MODERNA
8285 BU-EC. ] R 02 Professional Non EEA Vears Male  |Cardiac arrest (6d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008864725 (5 applicable - [n/a - 1{DF} - Intramuscular])
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Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-06- Healthcare 65-85 . oo . . 024414) [COVID-19 MRNA VACCINE MODERNA
8286 | pupc | X 02 Professional [N EEA Iyears  [Male  Death (8d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008864622 ] applicable - [n/a - 1{DF} - Intramuscular])
Aneurysm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain death (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral thrombosis (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - MRN, CCINE
Rlickcor scal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chills (n/a - Fatal - Results in COVID-19 A VA MODERNA (CX-
2021-06- | Healthcare 18-64 A X e 024414) [COVID-19 MRNA VACCINE MODERNA
8287 . Non EEA Female [Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), . L
EU-EC- & 02 Professional Years e X PRTINVY: - . (CX-024414)] (S- COVID-19 immunisation - Not
10008864603 | Irritability (n/a - Fatal -'Re.sul.ts in Death Calsed/. Prolonged Hospitalisation), Malaise (n/a - Fatal - Mn'l)gatl}, applicable - [n/a - 1{DF} - Unknown])
Caused/Prolonged Hospitalisation), Movement disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Nasopharyngitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
i COVID-19 MRNA VACCINE MODERNA (CX-
; 024414) [COVID-19 MRNA VACCINE MODERNA
8288 2021-06- Hea]thqare Non EEA 18-64 Male |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- Aty 02 Professional Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008864553 ; ICSR])
] Angina pectoris (n/a - Unknown - Other Medically Important Condition), Arteriospasm coronary (n/a - Unknown - Other
= A Medically Important Condition), Cerebral ischaemia (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in ME
8289 | Lpo | » ngl-%- E:(?g;:iirrfal EEA l(i-a?'j Male  |Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results mﬁgggﬁ gcgzalmlicablmf ;/?\:/3)1 0
10008864400 £ in Death, Caused/Prolonged Hospitalisation), Myocardial ischaemia (n/a - Unknown - Other Medically Important Condition), PP
: Pain (n/a - Unknown - ), Vaccination site pain (n/a - Unknown - )
: i [2021-06- Healthcare More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. i - - i . . . .
8290 EU-EC- 02 Professional Non EEA télan 85 |Female |Coronary artery discase (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008864182 cans
2021-06-|Healthcare More Disseminated Bacillus Calmette-Guerin infection (n/a - Fatal - Results in Death), Insomnia (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S - COVID-19
8291 . Non EEA  |than 85 [Male i . immunisation - Not applicable - [1d- .3mL -
EU-EC- 3 02 Professional Death), Vomiting (n/a - Fatal - Results in Death)
2. Years Intramuscular])
10008863961 %
Elick or cal | 2021-06- |Healthcare 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8292 : Non EEA Male  |Loss of consciousness (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- -3 02 Professional Years Intramuscular])
10008863907 :
: 5021-06- Non Not Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8293 EU-EC- : 0 Healthcare Non EEA Specified Specified Congenital anomaly (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Fatal - Results in Death) |immunisation - Not applicable - [1d - n/a -
10008863678 Professional Transplacental])
:
3 2021-06-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
8294 EU-EC- 14 (02 Professional EEA Years Female (Ischaemic stroke (0d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008863581 :
o |
. 2021-06- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: . - - Results in Death), - - Results in Death) )
8295 | puEC 02 Professional EEA Vears Female |Cardiac arrest (0Od - Fatal - Results in Death), Death (0d - Fatal - Results in Death Not applicable - [/a - .3mL - Intramuscular])
10008863539
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008863907&_xpt=1&_xf=pdf
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o & 2021-06- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
8296 | LuEC 02 Professional EEA Vears Female [Asymptomatic COVID-19 (21d - Fatal - Results in Death) imtmumsatllﬁ)n - Not applicable - [n/a - .3mL -
10008863443 ntramuscular])
click or scarl Non
2021-06- 65-85 . - . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . s
8297 EU-EC- 0 ?re(?fl‘g;scifga] EEA Vears Female |Respiratory failure (n/a - Fatal - Results in Death) immumisation - 1/a - [nva - 3L - Intramuscudar])
10008863146
Rlick orscad | ¢ 2021-06- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
8298 ; : EEA than 85 |Female [Hyperpyrexia (Od- Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - Not
EU-EC- 02 Professional v, licabl Ja- 5mL - Int ul
10008863095 ears applicable - [n/a - . - Intramuscular])
or scaij Acute respiratory failure (12d - Fatal - Results in Death, Other Medically Important Condition), Atypical pneumonia (12d - COVID-19 A VA MODERNA (CX-
2021-06-|Healthcare 65-85 7 . . N 024414) [COVID-19 MRNA VACCINE MODERNA
8299 . Non EEA Male  |Fatal - Results in Death, Other Medically Important Condition), Plasma cell myeloma (12d - Fatal - Results in Death, . g
EU-EC- - 1, (02 Professional Years Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008862907 a; Y mp applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | 1 COVID-19 MRNA VACCINE MODERNA (CX-
8300 2 (2021-06- Healthcare Non EEA 18-64 Male Acute coronary syndrome (1d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Years Results in Death, Other Medically Important Condition), Malaise (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008862871 applicable - [n/a - 1{DF} - Intramuscular])
2021-06- Healthcare 65-85 Headache (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Vaccination site joint COMIRNATY [TOZINAMERAN] (S- COVID-19
8301 . EEA Female | . " immunisation - Unknown - [n/a - .3mL -
EU-EC- =k 02 Professional Years discomfort (n/a - Fatal - Results in Death) Int Jlar])
10008860938 nramsear
Elickcor scal & 2021-06- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8302 : EEA Female |Thrombosis (1d- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-ECG | = 02 Professional Years - 1/a- [n/a- .5mL - n/a))
10008860818 . '
"t More Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
8303 21 2021-06- Healthcare Non EEA  |than 85 |Female Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- , L3 |01 Professional Vears Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10008862860 ] T Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
; : Apnoeic attack (1d - Fatal - Results in Death, Other Medically Important Condition), Cyanosis (1d - Fatal - Results in COVID-19 A VA MODERNA (CX-
i1 2021-06- | Healthcare 18-64 " ] " . . 024414) [COVID-19 MRNA VACCINE MODERNA
8304 . Non EEA Male  [Death), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (1d - Fatal - . g
EU-EC- o1 Professional Years Results in Death, Other Medically Tmportant Condition), Vomiting (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008862771 4 applicable - [n/a - 1{DF} - Intramuscular])
m 5 Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
; : " . 024414) [COVID-19 MRNA VACCINE MODERNA
8305 41 (2021-06- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- , 01 Professional Years Caused/Prolonged Hospitalisation), Syncope (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other applicable - [n/a - 1{DF} - Intramuscular - More in
10008862670 Medically Important Condition) 1&2&]}

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=10008863443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008863146&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008863095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862907&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862871&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008860938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008860818&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862860&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862771&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862670&_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-
8306 41 (2021-06- |Healthcare Non EEA 65-85 Female Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 438 L3 101 Professional Years Headache (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008862607 a: applicable - [n/a - 1{DF} - Unknown])
COVID-19 MRNA VACCINE MODERNA (CX-
8307 2021-06- | 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- 01 Professional Years Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008862577 applicable - [n/a - 1{DF} - Intramuscular])
Communication disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in
Elickorscad |- Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Depressed level of consciousness (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
5021-06-| Healthcare More Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Discomfort (n/a - Fatal |024414) [COVID-19 MRNA VACCINE MODERNA
8308 | EU-EC- A2 01 Professional Non EEA  [than 85 |Female |- Results in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in (CX-024414)] (S - COVID-19 immunisation - Not
10008862550 : Years Death, Caused/Prolonged Hospitalisation), Loss of personal independence in daily activities (n/a - Fatal - Results in Death, |applicable - [n/a - 1 {DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a
- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elickor scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8309 EU-EC- 01 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008862533 applicable - [n/a - 1{DF} - Intramuscular])
= ’ More COVID-19 MRNA VACCINE MODERNA (CX-
; =1 |2021-06- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8310 EU-EC- o1 Professional Non EEA g'];; S85 Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008862251 applicable - [n/a - 1{DF} - Intramuscular])
! ’ COVID-19 MRNA VACCINE MODERNA (CX-
) 21 |2021-06- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
81 pupe | 01 Professional  [OM EEA |years  [Female \Death (1d- Fatal - Results in Death, Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008862232/ ¥ applicable - [n/a - 1{DF} - Intramuscular])
[l Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8312 i 2021-06- Healthcare Non EEA Not Male Cough (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 01 Professional Specified Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008862145 - n/a - Intramuscular])
[elick or scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
813 pupc 01 Professional | O EEA  |yreqrs  [Female |Cardio-respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008862132 applicable - [n/a - 1{DF} - Intramuscular])
! Blood pressure increased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coma (n/a - CCINE RAZENE CHADO
lickcor scal 3 Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, Life COVID-19 VA AST CA( XI
4 2021-06- | Healthcare 65-85 . o . 3 - - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8314 : Non EEA Male  |Threatening, Caused/Prolonged Hospitalisation), Hypertensive cardiomyopathy (n/a - Unknown - Life Threatening,
EU-EC- ; 01 Professional Years Caused/Proloneed Hospitalisation). N /- Unkn Life Thr ino. Caused/Prolonced Hospitalisation). Vomiti (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008861725/ £ £ rolonge: 'osplt satlop), ausea (n/a - own - Life T eatening, Caused/Prolonged Hospitalisation), Vomiting n/a - Intramuscular])
(n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation)
- - ” - - i £
- |5021-06- Non 18-64 COVID-19 (n/a. Unknown - Caused/Prolonged Hospitalisation). Myoc%ard}al {nfarctlon (n/a : Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8315 Healthcare Non EEA Male  [Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - . i .
EU-EC- i 01 Professional Years used/Proloneed Hospitalisati immunisation - Not applicable - [1d - n/a - n/a])
10008861659| & rofessional Ca 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862607&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862550&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862533&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862232&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008862132&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008861725&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008861659&_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
: : Non COVID-19 MRNA VACCINE MODERNA (CX-
8316 A 2021-06- Healthcare Non EEA 18-64 Male Asthenia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Feeling 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ) 01 Professional Years abnormal (n/a - Unknown - ), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008861631 &3 applicable - [n/a - 1 {DF} - Intramuscular])
: SPIKEVAX [COVID-19 MRNA VACCINE
8317 4l | 2021-06- | Healthcare EEA 18-64 Male Cardio-respiratory arrest (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Laryngeal oedema (1d - Fatal - [MODERNA (CX-024414)] (S- COVID-19
EU-EC- = 01 Professional Years Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .5mL -
10008861476 R Intramuscular])
lickcor scal | 2% b 1021-06- |Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8318 ; : EEA Female |Pulmonary embolism (4d - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- i 01 Professional Years ) withdrawn - [1d - n/a - n/a])
10008861466 ] s
T o Back pain (n/a - Unknown - ), Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral
- == 2021-06- Non Not haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - ), Headache |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8319 EU-EC- L1 01 Healthcare EEA Specified Female |(n/a- Unknown - ), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), Neck pain (n/a - Unknown - ),|(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
h . Professional Thrombosis (/a - Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - n/a - Intramuscular])
10008861357 L
Caused/Prolonged Hospitalisation)
Elick or scad . N
2021-06- | Healthcare ore . -
: 8 Acute kidney injury (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
83201 EBUEC |4 iEF; |01 Professional ~ (Non EEA than 85 | Female immunisation - Not applicable - [n/a - .3mL - n/a])
10008861055 Years
Qr _scail a }lZE CCH IE R ZEI ]E
1 2021-06- Healthcare 18-64 Cerebral venous thrombosis (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), V. VRIA [COVID-19 VA AST CA
8321 : EEA Female . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- o 01 Professional Years Lung disorder (n/a - Unknown - ), Purpura (n/a - Unknown - )
g n/a - Intramuscular])
10008860613
Elick orscad | - Cercbral hacmorrhage (/a - Fatal - Results in Death, Other Medically Important Condition), Coma (/a - Unknown - Other| - ZE VRIA [COVID- 19 VACCINE ASTRAZENECA
Non . .. — (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
al (2021-06- 18-64 Medically Important Condition), Dizziness (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Caused/Prolonged
8322 Healthcare EEA Female I . . - n/a - Intramuscular]), VAXZEVRIA [COVID-19
EU-EC- , 01 Professional Years Hospitalisation), Feeling abnormal (n/a - Unknown - ), Feeling cold (n/a - Unknown - ), Headache (n/a - Unknown - ), Muscle VACCINE ASTRAZENECA (CHADOXI NCOV-19
10008860466 rolessiona spasms (n/a - Unknown - ), Tremor (n/a - Unknown - ) ( -19)]
? (S- n/a - Unknown - [n/a - n/a - Intramuscular])
Non COVID-19 (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug
8323 2021-06- Healthcare EEA Not Male ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |01 Professional Specified Embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - immunisation - Not applicable - [1d - n/a - n/a])
10008860326 3 olessiona Results in Death, Caused/Prolonged Hospitalisation)
gk or scal | ¢ : More COVID-19 VACCINE ASTRAZENECA (CHADOXI1
i 2021-06- | Healthcare . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
8324| pupc |3 2 o1 Professional |-/ gl:;rfs Male  [Malaise (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008859858 - Not applicable - [n/a - n/a - n/a])
SPIKEVAX [COVID-19 MRNA VACCINE
8325 2021-06- Healthcare Non EEA 65-85 Male Cheyne-Stokes respiration (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
EU-EC- e 01 Professional Years Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008859383 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=10008861631&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008861476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008861466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008861357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008861055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008860613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008860466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008860326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008859858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008859383&_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
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Coagulopathy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Constipation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Infusion site
- 13 infection (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Klebsiella infection (n/a
8326 L ? 3?21_06_ Eeai‘thc_are o [Non EEA ;8 -64 Male |- Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - TOZINAltVJERAE ETOZEN%IMERSN]JS— S/)V[D—l9
1000 8_8 s 9E) 57 d : rolession cars Caused/Prolonged Hospitalisation, Other Medically Important Condition), Rhabdomyolysis (n/a - Fatal - Results in Death, |"mHmsation - ot applicabic - (1d-n/a- n/a])
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Seizure (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Transaminases increased (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
: : 2021-06- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
8327 . Healthcare EEA Male  [Sudden death (n/a - Fatal - Results in Death) . . .
EU-EC- 01 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008859037
2021-06- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
% - -
8328 EUEC | ) Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) - n/a - n/a])
10008858955 o
m b L Non More Fatigue (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), General physical health deterioration
8329 i (2021-06- Healthcare EEA than 85 |Female (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Other |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 01 . Medically Important Condition), Mental impairment (n/a - Not Recovered/Not Resolved - Other Medically Important immunisation - Not applicable - [n/a - 1{DF} - n/a])
H i Professional Years o
10008858715 : Condition)
Acute myocardial infarction (27d - Fatal - Results in Death, Other Medically Important Condition), Chills (27d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
8330 2021-06-Healthcare |\ pey |18-64 |\ |Results in Death), Death (1d- Fatal - Results in Death, Other Medically Important Condition), Influenza like illness (27d|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- = 01 Professional Years ~ Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008858518 Ao applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal fale i 021.06. Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
8331 3 : . EEA Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) - n/a - n/a]), ELIQUIS [APIXABAN] (S - Embolism -
EU-EC- =k 01 Professional Years a - [n/a - n/a - Oral
10008858428 : a-[wa-n/a-Oral])
- COVID-19 VACCINE (AD26.COV2-S
: 2021-06- |Healthcare 65-85 [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
8332 . : EEA Male  [Neurological symptom (n/a - Unknown - Other Medically Important Condition), Shock (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
EU-EC- 01 Professional Years . o ;
immunisation - Not applicable - [1d - 1{DF} -
10008857411
Intramuscular])
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
8333 EU-EG- | 01 Professional EEA Years Male |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008857392 applicable - [1d - 1{DF} - Intramuscular])
Eick or scal | ¥ COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06-|Healthcare 65-85 . . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
8334 EU-EC- o1 Professional EEA Years Female |Cardiac arrest (Smin - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008857376 - Not applicable - [n/a - 1{DF} - Intramuscular])
2021-06- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8335 : EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- i 01 Professional Years .
10008857355/ ; - Not applicable - [n/a - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008859057&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008859037&_xpt=1&_xf=pdf
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; 2021-06- | Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8336 . EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- i 01 Professional v Not applicable - [n/a - n/a - n/a])
10008857354 ears - Not applicable - [n/a - n/a - n/a]
2021-06- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
8337 EU-EC- ., (01 Professional EEA Years Female |Sdden death (Od - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008857353 i
ik or cal | 2021-06- Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8338 EU-EC- ] o1 Healthcare EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008857312/ i Professional Intramuscular])
Qr _scail it
4 (2021-06- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudder - - ) . S
8339 EU-EC- | &= 01 Professional EEA Years Male n death (wva - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008857298
Elick or scal | * T Abdominal pain upper (1d - Not Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal -
8340 2 2021-06- Healthcare EEA 18-64 Female Results in Death), Nausea (2d - Not Recovered/Not Resolved - Other Medically Important Condition), Pain in extremity |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- , 01 Professional Years (2d - Not Recovered/Not Resolved - Other Medically Important Condition), Vomiting (2d - Not Recovered/Not Resolved-  |immunisation - n/a - [1d - 1 {DF} - Intramuscular])
10008857294 Other Medically Important Condition)
! : COVID-19 MRNA VACCINE MODERNA (CX-
8341 A (2021-06- |Healthcare Non EEA 65-85 Male Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | & 01 Professional Years Condition), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |(CX-024414)] (S- COVID-19 immunisation - Not
10008857265| i34 y applicable - [n/a - 1{DF} - Intramuscular])
ko || |
8342 A (2021-06- |Healthcare EEA i\ﬁores 5 | Femal Acute respiratory failure (n/a - Fatal - Results in Death), COVID-19 (1/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - COMIRN?TY [TOZIIi’;dWRAI\E]IgS 1%}’;13—19
EU-EC- , 01 Professional an M | Results in Death ), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .
- 7 Years Intramuscular])
10008857263 ;
oo A 5021-06- Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8343 EU-EC- g . o1 Healthcare EEA Vears Female |Creutzfeldt-Jakob disease (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10008857246 4 i Professional Intramuscular])
4 ¢ 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8344 : . EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC- 3 01 Professional Vears Intramuscular])
10008857242
lickcor scal i 12021-06- | Healthcare More Bedrest (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Herpes mﬁﬁgﬁ ggzalmlicable I n/] S —IC{IX));;[ l_)19
8345 : EEA than 85 |Female |zoster (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Weight decreased (n/a - Fatal - Results in PP .
EU-EC- 01 Professional Vears Death Intramuscular]), [FENTANYL] (S- Pain - Dose not
10008857045 Death) changed - [n/a - 25ug - n/a])
2021-06- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
8346 EU-EC- 01 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
10008856993
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008857265&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008857263&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008857246&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008857242&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008857045&_xpt=1&_xf=pdf
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8347 2021-06-|Healthcare Non EEA  |than 85 |Female Contusion (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- A 01 Professional v Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Wheezing (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008856989 s
lick or scal 2021-06- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8348 : EEA Male  |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 2 |01 Professional Years - Not applicable - [n/a - .5mL - Intramuscular])
10008856953 | S TE PP :
o |! : 'VAXZEVRIA COVID-19 VACCINE (CHADOX1-S
: 2021-06-|Healtheare 18-64 Cerebral haemorrhage (3d- Fatal - Results in Death), Deep vein thrombosis (0d - Fatal - Results in Death), [RECOMBINANT]) SUSPENSION FOR INJECTION
8349 : EEA Female - - [COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- - 01 Professional Years Thrombocytopenia (0d - Fatal - Results in Death) V| D19 sation - N
10008856947 NCQ ~19)] (S- COVID-19 immunisation - Not
applicable - [n/a - .5mL - Intramuscular])
or scaij e Death (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Lethargy (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
8350 3 [2021-06- |Healtheare Non EEA 65-85 Male  |Life Threatening, Caused/Prolonged Hospitalisation), Pain (n/a - Unknown - Life Threatening, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 01 Professional Years Hospitalisation) > (CX-024414)] (S- COVID-19 immunisation - Not
10008856833 P applicable - [n/a - 1{DF} - Intramuscular])
[etick or scad | Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
; 2021-06- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - T .
8351 EU-EC- o1 ?ea%thc'are | Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) Trrmmunisation - Not applicable - [n/a - 1/a -
10008856786 rofessiona Unknown])
;
24 12021-06-|Healthcare 18-64 COVID-19 preumonia (12d- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coronavirus test positive (12d- | VL VRIA [COVID-19 VACCINE ASTRAZENECA
8352 X : EEA Male . RTI (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- x (01 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation)
- .5mL - Intramuscular])
10008856772
Elick or cal | 2021-06- Non 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8353 EU-EC- iE 01 Healthcare Non EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008856768 2 Professional - Not applicable - [n/a - n/a - Intramuscular])
5021-06- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8354 EU-EC- o1 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008856583 Professional n/a])
Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death, Other Medically Important
Elickorscal |5 ; Non Condition), Gait disturbance (n/a - Not Recovered/Not Resolved - ), Haemorrhage (n/a - Not Recovered/Not Resolved - ), COVID-19 MRNA VACCINE MODERNA (CX-
8355 21 (2021-06- Healthcare Non EEA 18-64 Male Hyperhidrosis (n/a - Not Recovered/Not Resolved - ), Impaired driving ability (n/a - Not Recovered/Not Resolved - ), Loss of (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 01 Professional Years personal independence in daily activities (n/a - Not Recovered/Not Resolved - ), Somnolence (n/a - Not Recovered/Not (CX-024414)] (S- COVID-19 immunisation - Not
10008856275 Resolved - ), Urinary incontinence (n/a - Not Recovered/Not Resolved - ), Vaccination complication (n/a - Not applicable - [n/a - 1{DF} - Intramuscular])
Recovered/Not Resolved - ), Vaccination site pain (n/a - Not Recovered/Not Resolved - )
: Acute respiratory failure (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged
= : 5021-06-| Healthcare 65-85 Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure |COMIRNATY [TOZINAMERAN] (S- COVID-19
8356 EU-EC- ; o1 Professional EA Vears Male  |(n/a- Unknown - Other Medically Important Condition), Cough (n/a - Unknown - ), Depression (n/a - Unknown - ), Drug immunisation - Not applicable - [1d - n/a -
10008856011 ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gingival pain (n/a - Unknown - ), Intramuscular])
Hypotension (n/a - Unknown - Other Medically Important Condition)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008856583&_xpt=1&_xf=pdf
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8357 2021-06-|Healtheare |5 ppa - than 85 |Female |Decreased appetite (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i 01 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008855997
More
2021-06- |Healthcare . . . o . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl .
8358 EU-EC- - o1 Professional Non EEA  |than 85 |Female |Abdominal pain (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
Years
10008855993
ik or cal | 2021-06- Non 18-64 Chest discomfort (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S - COVID-19
8359 Healthcare EEA Male  |Other Medically Important Condition), Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition), | immunisation - Not applicable - [1d - n/a -
EU-EC- 01 : Years : L
Professional Syncope (n/a - Unknown - Other Medically Important Condition) Intramuscular])
10008855991
oLl 3 More ME
8360 2021-06- Healthcare |5 pps |ihan 85 |Female |Loss of consciousness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-ECG- |3 01 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
ears
10008855987
2021-06- |Health ore COMIRNATY [TOZINAMERAN] (S- COVID-19
= -06-|Healthcare than 85 - - i ) .
8361 puEC 01 Professional | o1 EEA Years Female - Somnolence (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008855979
More
4 (2021-06- |Healthcare o . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl .
8362 EU-EC- o1 Professional Non EEA ;?an 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008855968 cans
m b Asthenia (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death), ME
2021-06- Non More Decreased appetite (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically COMIRNATY [TOZIN . ] (S- COVID-19
8363 Healthcare EEA than 85 |Female . . . - . immunisation - Not applicable - [1d - .3mL -
EU-EC- =h i |01 Professional Vears Important Condition), Fatigue (n/a - Unknown - Other Medically Important Condition), Oedema peripheral (n/a - Unknown - Intramuscular])
10008855964 7 Other Medically Important Condition), Speech disorder (n/a - Unknown - Other Medically Important Condition)
Klick or scad |:
2021-06- | Healthcare 18-64 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
8364 EU-EC- iE 01 Professional Non EEA Vears Male  |Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
10008855958
: More
A 2021-06- | Healthcare . . o . COMIRNATY [TOZINAMERAN] (S- COVID-19
8365 EU-EC- f: o1 Professional EEA gl(lan 85 |[Male  |COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - ) immunisation - Not applicable - [1va - 1{DF} - n/a])
ears
10008855678 miRe R
lickor scal |72 2021-06- | Healthcare 18-64 Cardiac arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8366 . Non EEA Female |- Results in Death), Pumonary infarction (n/a - Fatal - Results in Death), Pulseless electrical activity (n/a - Fatal - . ol .
EU-EC- 01 Professional Years " immunisation - Not applicable - [n/a - n/a - n/a])
10008855592 Results in Death)
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COVID-19 VACCINE ASTRAZENECA (CHADOX1
8367 2021-06-|Healthcare EEA 65-85 Female Chest discomfort (24d - Fatal - Results in Death), Dyspnoea (24d - Fatal - Results in Death), Grunting (24d - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o 01 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008855510 - Not applicable - [1d - .5mL - Intramuscular])
Apraxia (n/a - Fatal - Results in Death), Bradyarrhythmia (n/a - Fatal - Results in Death), Brain herniation (n/a - Fatal -
o || Results in Death), Cerebral venous sinus thrombosis (2d - Fatal - Results in Death), Disturbance in attention (n/a - Fatal -
2021-06- |Healthcare 18-64 Results in Death), Haemorrhage intracranial (2d - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8368 EU-EC- o1 Professional EEA Vears Male  |Hemiparesis (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Intracranial pressure increased |(CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008855303 o) (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Pupils unequal (n/a - Fatal - - n/a-n/al)
Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death), Tonic convulsion (n/a - Fatal - Results in
Death), Vasoplegia syndrome (n/a - Fatal - Results in Death)
lick or scail .
8369 31 (2021-06-|Healthcare EEA 65-85 Female COVID-19 pneumonia (13d - Fatal - Results in Death, Caused’Prolonged Hospitalisation), SARS-CoV-2 test positive (13d- |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 01 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008854811
Acute respiratory failure (n/a - Unknown - Other Medically Important Condition), Aneurysm ruptured (n/a - Unknown -
L 1 Other Medically Important Condition), Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), ~ [COVID-19 VACCINE ASTRAZENECA (CHADOX1
8370 ] zd (2021-06- |Healthcare Non EEA 65-85 Male Depressed level of consciousness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i |01 Professional Years Insulin-requiring type 2 diabetes mellitus (n/a - Unknown - Other Medically Important Condition), Intracranial pressure (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008854808 - increased (n/a - Unknown - Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Unknown - Other n/a - Intramuscular])
Medically Important Condition)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
8371|  pipe : (2)(1)21_06_ Eﬁ;g;fg o [NonEEA 312 ﬁj Male  |Dyspnoea (n/a - Fatal - Results in Death), Irritability (n/a - Unknown - ) m))(l[clj\(l)c\g?ﬁ_ll ;))]V?S oA énSTknown 1 n/(;%
10008854698 n/a - Intramuscular])
lickcor scal WL 2021-06- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8372 . EEA Female |Acute myocardial infarction (3h - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 2 |01 Professional Years Intramuscular])
10008854527 ]
: Acute myocardial infarction (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Generalised ..
8373 g 2021-06- Hea]thc_are EEA 18-64 Male tonic—ckilic seizure (n/a - Fat(al - Results in Death), Loss of consciousness ((n/a - Fatal - Results in Death), Resuscitation COMIRNATY [TOZINAMERAN] (8 - Immmumisation -
EU-EC- i 01 Professional Years . n/a - [n/a - n/a - n/a])
(n/a - Fatal - Results in Death)
10008854058
lick or scal ; : Y 12021-06- [Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8374 EU-EC- o1 Professional EEA Vears Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
- n/a- n/a])
10008854050
; Non Cough (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousne§s (n/a - Fatal - Results in COMIRNATY CONCENTRATE FOR DISPERSION
2021-06- 18-64 Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged
8375 EU-EC- o1 Healthcare EEA Vears Male Hospitalisation). P 2 (1d - Fatal - Results i Caused/Prol Hospitalisation). Thrombo 2 (3d. FOR INJECTION [TOZINAMERAN] (S- COVID-19
Professional spitalisation), Pneumonia ( atal Mn!)egth, wsed/Prolonged Hospitalisation), Thrombocytopenia ( immunisation - Not applicable - [n/a - n/a - /a])
10008853936 Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
o |! Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Disabling), Dysphagia (n/a - Not Recovered/Not
i : 2 |5021-06- Non More Resolved - Life Threatening, Disabling), Hemiparesis (n/a - Not Recovered/Not Resolved - Life Threatening, Disabling), VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8376 EU-EC- o1 Healthqare EEA than 85 [Male  |Speech disorder (n/a - Not Recovered/Not Resolved - Life Thr'eatenin'g, Disabling), Uripary hesitation (n/a - Not (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008853696| F Professional Years Recovered/Not Resolved - Other Medically Important Condition), Urinary tract infection (n/a - Not Recovered/Not Resolved |Intramuscular])
- Other Medically Important Condition)
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2021-06-|Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
8377 EU-EC- L |01 Professional EEA Years Female  |Cerebral infarction (wva - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008853597 1h
M
B (2021-06-|Healthcare ore I . COMIRNATY [TOZINAMERAN] (S - COVID-19
I * R - - i N - - i . . . .
8378 EU-EC 01 Professional Non EEA  |than 85 |Male  |Hyperhidrosis (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) isation - Not applicable - [n/a - /a - n/a])
10008853235 Years
Elickcor scad | : 2021-06- | Healthcare More Aortic aneurysm rupture (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
8379 : : Non EEA [than 85 Male  |in Death), Hypotension (n/a - Fatal - Results in Death), Traumatic intracranial haemorrhage (n/a - Fatal - Results in . o .
EU-EC- 01 Professional - - immunisation - Not applicable - [n/a - n/a - n/a])
Years Death, Other Medically Important Condition)
10008853215
8380 ga | 2021-06-| Healtheare | ppa - |ihan 85 [Male Dyspnoea (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 01 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
) ears
10008853201 ;
o 2021-06- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
8381 . Non EEA  |than 85 [Male  |Abdominal distension (n/a - Fatal - Results in Death), Abdominal pain (n/a - Fatal - Results in Death) . S .
EU-EC- ; 01 Professional v, immunisation - Not applicable - [n/a - n/a - n/a])
ears
10008853190
; Non COVID-19 MRNA VACCINE MODERNA (CX-
3l (2021-06- Not . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
8382 BU-EC- ] 2 01 Erej%te};cizrgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008853066/ sk applicable - [n/a - 1{DF} - Intramuscular])
Asthenia (n/a - Fatal - Results in Death, Life Threatening), Blood urine present (n/a - Fatal - Results in Death, Life
[ Threatening), Coordination abnormal (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - CCINE RAZENE CHADO
Rlickcor scal ; Non Fatal - Results in Death, Other Medically Important Condition), Gait disturbance (n/a - Fatal - Results in Death, Other COVID-19 VA AST CA( X
2021-06- Not " .. ; . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8383 Healthcare EEA .. |Male  [Medically Important Condition), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death), Hepatic haemorrhage (n/a -
EU-EC- 3 01 Professional Specified Fatal R Hynerhidrosis (n/a - Fatal . Life Thr ino). Pulm bolism (1 (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008852955 rofessional atal - Results in Death), Hyperhidrosis (n/a - “atal - Results in Death, Life eatening), onary e ism (n/a - a - Intramuscular])
Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal -
Results in Death)
klick or scal : X7 CCINE ASTRAZENE
21(2021-06- Non Not Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - VAXZEVRIA [COVID-19 VA AST CA
8384 Healthcare Non EEA .. Male . - - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 01 : Specified Results in Death, Other Medically Important Condition)
Professional n/a - Intramuscular])
10008852675
[elick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
8385 2021-06-|Healthcare Non EEA 65-85 Female Chills (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Malaise (n/a-  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG |4 EE, (01 Professional Years Unknown - ), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008852582 1 n/a - Intramuscular])
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= COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-06- | Healthcare 65-85 . . . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
8386 EU-EC- o1 Professional Non EEA Vears Male  [Myalgia (n/a - Fatal - Results in Death), Pain (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008851950 : n/a - Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-06- Not . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8387 EU-EC- o1 E:jg;sciir;al Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008851151 applicable - [n/a - 1{DF} - Unknown])
ik or cal | 2021-06- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8388 . EEA Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
EU-EC- 7 01 Professional Years - n/a - Intramuscular])
10008851132
& 12021-06- | Healthcare 65-85 COVID-19 (14d - Fatal - Results in ]')ea'th, Caused/Prolonged Hospl'tahsatlon), COVID-19 pneumonia (14d - Fatal - Results COM]RNATY [TOZINAMERAN] (S- COVID-19
8389 : EEA Male |in Death, Caused’Prolonged Hospitalisation), SARS-CoV-2 test positive (14d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
EUEC 15 o1 Professional Years Hospitalisation) Intramuscular])
10008851085 P
Elick or scal | * : More SPIKEVAX [COVID-19 MRNA VACCINE
2l 2021-06- | Healthcare . MODERNA (CX-024414)] (S- COVID-19
: - - . e ;
8390 EU-EC- o1 Professional EEA gl(lan 85 |Female |Death (27d- Fatal - Results in Death) immunisation - Not applicable - [n/a - -SmL -
10008851083 cars Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
Ui (2021-06- Not . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8391 EUEC | % 01 l})Ire(a;\gSlsci?)r;al Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008851025 applicable - [n/a - 1{DF} - Unknown])
Anaphylactic reaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Aortic valve stenosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood pressure
decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Blood pressure immeasurable
[efick or scad | L (n/a - Unknown - Caused/Prolonged Hospitalisation), Bronchospasm (n/a - Unknown - ), Cardiac failure (n/a - Fatal - Results ME )
8392 1 2021-06- Healthcare EEA 1\1/112)11;68 5 |Female in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chest discomfort (n/a - Unknown - ), mﬂﬁgﬁ ggzxaINlicable -0 1] d(_S n/;l_)\/l]}l()
EU-EC- 01 Professional Vears Dysarthria (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Tntramuscular]) PP
10008850675 Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown
-), Pallor (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulse absent (n/a - Unknown - Caused/Prolonged
Hospitalisation), Restlessness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Throat
tightness (n/a - Unknown - ), Vomiting (n/a - Unknown - )
% |5021-06- | Healthcare 65-85 Deep vein thrombosis (n/a_ - Fatal - Results in Dea.th, Other Medically Importapt Condition), Dyspnoea (r.l/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8393 . Non EEA Female |Results in Death), Malaise (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death, Other |. o .
EU-EC |4 01 Professional Years Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008850626 ] caly dmportan ©
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Abdominal rigidity (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Abdominal tenderness (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Acidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
- I Condition), Blood pressure decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coma scale
oy More abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-06- | Healthcare - R P o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8394 ol : Non EEA  [than 85 Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemodynamic instability (n/a - Fatal - Results in Death
EU-EC- 2 =, |01 Professional Y Ca lonoed Hospitalisation). Hyponhagia (n/a - Fatal : Caused/Proloneed Hospitalisati (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008850503 ! ears lsed/Prp longed Hospitalisation), Hypophagia (n/a - Fatal - Results in !)egth used/Prolonged Hospit sation), a - Intramuscular])
- Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypothermia (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Peripheral circulatory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Peripheral coldness (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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COVID-19 ia (n/a - Fatal i Other Medically I Condition), Chronic kidney di n/a- |TOZINAMERAN [TOZINAME S- COVID-19
 |5021-06- | Healthcare 65-85 pneumonia (n/a - Fatal - Results in Dgath Dther ly Important Con tlon)? Chronic kidney sease (n/a - 1 VAV [ [ RAN] (S-
8395 EU-EC- 01 Professional Non EEA Years Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diarrhoea (n/a - Fatal - |immunisation - Not applicable - [1d - .3mL -
10008850420 Results in Death), Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
More Blood pressure increased (n/a - Unknown - Other Medically Important Condition), Coma (n/a - Unknown - Other Medically ME
8396 | Lupc h 3?21_06_ Eﬁte};;i: o |EEA than 85 |Male  |Important Condition), Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thalamus mﬁ:ﬁgﬁ [IF\IFSZaINIicable 1 n/] f ;/S?\f/z)lg
10008850411 Years haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
click or scai 5021-06 | Health €5-85 SPIKEVAX [COVID-19 MRNA VACCINE
: -06- care - .
LB o . Dyspnoea (n/a - Fatal - Results in Death), Erythema (n/a - Fatal - Results in Death), Flushing (n/a - Fatal - Results in ~|[MODERNA (CX-024414)] (S- COVID-19
8397) EUEC 01 |Professional {NonEEA [Years |Male |, ) ‘Malaise (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [/a - 1{DF} -
10008850354 Intramuscular])
lick or cal | 5021-06- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8398| Lupc | X 01 Healthcare ~ |EEA Vears Male  |Sudden death (1n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - .3mL -
10008849512 Professional Intramuscular])
: Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous
439 ki bo2ios N0 | 1864 | |sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, CausedProlonged Hospitalisation, Other Medically (\mﬁggygﬁg(sv‘fnamﬁ A xlfAf/EN]fnc/‘:
EU-EC- o (31 Professional Years Important Condition), Headache (n/a - Not Recovered/Not Resolved - ), Limb discomfort (n/a - Not Recovered/Not Resolved |* na - n/a])
10008848857 : -), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
Elick or scall | =4 i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8400 g i 12021-05- Healthcare Non EEA 18-64 Male Acute respiratory distress syndrome (n/a - Fatal - Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o 1131 Professional Years Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008848664/ =8 ; - Not applicable - [n/a - n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
't [2021-05-|Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - o
84011 e 31 [Professional |[NOMEEA vy [Male |COVID-19 (n/a- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Imnunisation - Not
10008848642 applicable - [n/a - n/a - Intramuscular])
[elick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
it (2021-05- 18-64 . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8402 EUEC. |2 31 E:gg;;f:al Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008848637 applicable - [n/a - n/a - Intramuscular])
lickcor scal 2 |5021-05- [ Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8403 . EEA than 85 |Female |Aspiration (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 31 Professional v Int ul
10008848410 cars ntramuscular])
2021-05- | Healthcare 18-64 Cardio-respiratory arrest (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death), Hyperhidrosis (1d - VAXZEVRIA [COVID-19 VA AST . .CA
8404 . EEA Male . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- oAy 31 Professional Years Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) .
10008848164 : - Drug withdrawn - [1d - .5mL - Unknown])

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

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=10008850420&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008850411&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008850354&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008849512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008848857&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008848664&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008848642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008848637&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008848410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008848164&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 887 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
Llick or sca Aortic thrombosis (26d - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Carotid artery thrombosis (26d - Fatal
2021-05- |Healthcare 18-64 - Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death VAXZEVRIA [COVID-19 VACCINE AST RAZE_NE_CA
8405 EU-EC- o 31 Professional EEA Years Female Caused/Prolonged Hospitalisation), Ischaemic stroke (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (CHADQXI NCOV-19)] (S- COVID-19 immunisation
10008848146 Thrombocytopenia (27d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - Drug withdrawn - [1d - n/a - Intramuscular])
click or scarl SPIKEVAX [COVID-19 MRNA VACCINE
2021-05- |Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
8406 EU-EC- 5 31 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} -
10008847977| &3 Intramuscular])
- 2021-05-|Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
8407 : EEA Male  |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EUEC |4 3 Professional Years immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008847929 ; PP t
= 8 12021-05- Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8408 : . Non EEA Male  [Brain stem haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 2 31 Professional Years Intramuscular])
10008847837/
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Abdominal pain (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), [n/a - Intramuscular]), [ADENOSINE, SORBITOL
= 5021-05- Non 65-85 |Not Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Gastrooesophageal [(E420), L-METHIONINE ([11C]METHYL)] (I - n/a -
8409 EU-EC- 31 Healthcare Non EEA Years |Specified reflux disease (n/a - Unknown - ), Headache (n/a - Unknown - ), Insomnia (n/a - Unknown - ), Malaise (n/a - Unknown - ), n/a - [n/a - n/a - n/a]), [AMIODARONE,
10008847721 Professional Nausea (n/a - Unknown - ), Paraesthesia (n/a - Unknown - ), Tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged |AMIODARONE HYDROCHLORIDE] (I - n/a-n/a -
Hospitalisation) [n/a - n/a - n/a]), [DIMENHYDRINATE] (I - n/a - n/a
- [n/a - n/a - n/a]), [METAMIZOLE SODIUM] (I - n/a
-n/a-[n/a-n/a-n/a))
Non
2 (2021-05- 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
8410 BU-EC- 31 Healthc_are EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - .3mL - n/a])
Professional
10008847477
gk or scall | 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- Non 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8411 | EU-ECG- AL Hea]thgare EEA Vears Female |Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - |(CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008847399 ; Professional Results in Death) Intramuscular])
Rlickor scal | 2021-05- | Healthcare More Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
8412 . EEA than 85 [Male  |Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), immunisation - Not applicable - [1d - n/a -
EU-EC- 31 Professional . P
Years Tachyarrhythmia (n/a - Unknown - Caused/Prolonged Hospitalisation) Intramuscular])
10008846941
; Non
8413 21 12021-05- Healthcare Non EEA Not Male Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebrovascular accident (n/a |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i 31 . Specified - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
& Professional
10008846822 : :
2021-05- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
8414 EU-EC- 31 Professional EEA Vears Male  [Death (n/a - Fatal - Results in Death, Life Threatening) a - [/a - /a - Intramuscular])
10008846746
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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 COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- 18-64 . . . . . " 024414) [COVID-19 MRNA VACCINE MODERNA
8415 EU-EC- £ D 31 Eﬁ;ﬁf& Non EEA Years Male  |Cardiac arrest (1d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008846160 ‘o] applicable - [n/a - 1{DF} - Intramuscular])
L COVID-19 VACCINE JANSSEN (AD26.COV2.5)
8416 a1 2021-05- Healthcare Non EEA 65-85 Femal Death (n/a - Fatal - Results in Death), Laboratory test (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- ey (31 Professional on Years M iy De ath) Immunisation - Not applicable - [n/a - n/a -
10008846070 h Unknown])
Elickorscad | : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
8417 21 2021-05- Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- : 31 Professional Years Death), Myocardial infarction (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
10008846009 - Unknown])
or scaj '-
8418 4 2021-05- Healthcare EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial infarction |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Years (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008845688
Blickcor scad | Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - COVID-19 VA JAN: (AD26.COV2.§)
2021-05- | Healthcare 18-64 A T - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
8419 . Non EEA Male  [Results in Death, Caused/Prolonged Hospitalisation), Electrocardiogram abnormal (n/a - Fatal - Results in Death, L .
EU-EG- | & 31 Professional Years CausedProlonged Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008845599 rolonged Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in Dea rolon; ospitalisation Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
12021-05- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
8420 | pupc 31 |Professional |[PEA |years Mo [Sudden death (wa - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008844978 - Not applicable - [1d - 1{DF} - Intramuscular])
Elickcor scal i i 2021-05- |Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8421 : EEA than 85 (Female |Death (1d- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- AT 31 Professional v Not applicable - [1d- 1{DF} - Int ar])
10008844955 ears - Not applicable - [1d - - Intramuscular
orseal % 12021-05- | Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8422 : : EEA Male  |Ischaemic stroke (4d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- TS 31 Professional Years - Not applicable - [n/a - 1{DF} - Intramuscular])
10008844908 | 223 ; ot apphicable - [n/a amuscular
= : COVID-19 VACCINE ASTRAZENECA (CHADOX1
8423 112021-05- | Healthcare EEA 18-64 Male Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years Thrombophlebitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008844842 -n/a-[1d- 1{DF} - Intramuscular])
; : 2021-05- Healthcare 65-85 V. EVRIA [COVID-19 VA AST A
8424 : : EEA Female |Sudden death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- ; L3y 131 Professional Years Not applicable - [1d- 1 {DF} - Int ar])
10008844829 i - hot applicable - L 1d- - Antramuscurar
: SPIKEVAX [COVID-19 MRNA VACCINE
= (2021-05- [Healthcare 65-85 . . . . MODERNA (CX-024414)] (S- COVID-19
8425 EU-EC- 12 31 Professional EA Years Male  |Asthenia (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d- 1 {DF} -
10008844827 ;] Intramuscular])
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Primary
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
8426 2d (2021-05-|Healthcare EEA ?ﬁg;eg s [Male Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypertension (n/a - Not mﬁﬁgﬁ ggﬁwﬁﬁw d(-Sl_ {%l):\}/l_l)lg
EU-EC- = 31 Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation) bp
! Years Intramuscular])
10008844806
i 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8427 : EEA than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-ECG | & 31 Professional v Int dar])
10008844783 32 cars niramuseuar
ok More
8428 | EU-EC- 2021-05- Healthc'are EEA than 85 |Female |Cardiac failure (12d - Fatal - Results in Death), Feeling abnormal (n/a - Not Recovered/Not Resolved - ) G)MIRNATY [TOZINAMERAN] (S- COVID-19
31 Professional immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008844770 Years
Qr _scail
¥f [2021-05-|Healthcare 65-85 S . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
8429 EU-EC- 31 Professional EEA Years Male |Cardiac failure (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008844768
Elick or sead | Wis 5021-05-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8430 . EEA Female [Acute pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- o 31 Professional Years Int Jar])
10008844720 ; ntramuscular
WL 2021-05- Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
8431 BU-EC- 31 Healthcare EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a -
10008844709 ) Professional Years Intramuscular])
Hikorsal | 75 % 12021.05- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . .
8432 EU-EC- i 31 Professional EEA ?:;ISS Female [Sudden death (n/a - Fatal - Results in Death) immunisation - n/a - [1d- 1{DF} - Intramuscular])
10008844704 :
: A4 2021-05- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (8 - COVID-19
8433 : EEA Male  |Haemorrhagic stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) prophylaxis - Drug withdrawn - [31d - 1{DF} -
EU-EC- 31 Professional Years Int ul
10008844685 ntramuscular)
__ : 2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8434 EU-EC- ] : 31 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10008844654 2 Professional Intramuscular])
Rlick or scol ol W% 5021-05-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
8435 o : EEA Male  |Thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [29d - n/a -
EU-EC- 3 31 Professional Years
10008844652 Intramuscular])
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' 08 |00 1.05. | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
8436 EU-EC- ] . 31 Professional EEA than 85 (Male |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [21d - .3mL -
10008844644 ; = Years Intramuscular])
:
A (2021-05-|Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
8437 . EEA Male  |Ischaemic stroke (12d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- , 31 Professional Years Intramuscular])
10008844637
: 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
% -05- ; : _ - i N i 1 1 - - i . © e N
8438 EUEC | 31 Professional EEA %1:;885 Male  |Pleural effusion (n/a - Fatal - Results in Death), Respiratory acidosis (1wk - Fatal - Results in Death) immunisation - n/a - [1d- 3mL - Intramuscular])
10008844635
— i 5021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8439 : : EEA than 85 [Male  |Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 31 Professional v Int lar])
10008844631 cans nlramuseuiar
Blick or sead | 2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8440 : : EEA Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 2 {DF} -
EU-EG- | 4 i3 31 Professional Years Intramuscular])
10008844627 ;i
[Efick or scal Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral thrombosis (n/a - Fatal - Results in Death), Circulatory
k2 [2021-05- Non 65-85 collapse (n/a - Fatal - Results in Death), Nausea (n/a - Not Recovered/Not Resolved - ), Pneumothorax (n/a - Not VAXZEVRIA [COVID-19 VACCINE AST RAZENECA|
8441| Lupc 31 Healthcare  [EEA Vears |Male [RecoveredNot Resolved - Caused/Prolonged Hospitalisation), Thrombocytopenia (/a - Unknown - Caused/Prolonged (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008844549 Professional Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - ) - n/a - n/a)
» Arthralgia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 pneumonia (n/a - Fatal -
e Non Results in Death, Other Medically Important Condition), Decreased appetite (n/a - Not Recovered/Not Resolved - Other
8442 ; 2021-05- Healthcare Non EEA 65-85 Female Medically Important Condition), Discomfort (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- oh 31 Professional Years Hypertensive heart disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Lethargy (n/a - Not immunisation - Not applicable - [1d - n/a - n/a])
10008843578 Recovered/Not Resolved - Other Medically Important Condition), Myalgia (n/a - Not Recovered/Not Resolved - Other
Medically Important Condition), Pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
; ;
1 (2021-05-|Healthcare 65-85 . . .. COMIRNATY [TOZINAMERAN] (S - Immunisation -
8443 BU-EC- i 31 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) n/a - [n/a - n/a - Intramuscular])
10008843483
Elickcor scal : 5021-05- Non 65-85 Asthenia (31d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gastrointestinal inflammation (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
8444 EU-EC- 31 Healthcare EEA Vears Female [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Muscle atrophy (n/a - Fatal - Results in Death, |immunisation - Not applicable - [n/a - 1{DF} -
10008843341 Professional Caused/Prolonged Hospitalisation) Intramuscular])
Cholestasis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
ek or scad | = ] Haemolysis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
g 12021-05-|Healtheare | o 65-85 | 00 Hepatorenal syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
8445 | pupc | HEE 31 Professional Years € |Condition), Hyperbilirubinaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically immunisation - n/a - [va - 1 {DF} - Intramuscular])
10008843212 ~ Important Condition), Jaundice (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically
™ Important Condition)
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: : COMIRNATY [TOZINAMERAN] (S- COVID-19
21 (2021-05- Healthcare 65-85 . . . . immunisation - Not applicable - [n/a - n/a - n/a]),
: - - X - - .
8446 EU-EC- 31 Professional EEA Vears Male  |Arthralgia (n/a - Fatal - Results in Death), Neck pain (n/a - Fatal - Results in Death) [NOT AVAILABLE] (S- n/a - Not applicable - [n/a -
10008842815 n/a - n/aJ)
Blood pressure decreased (n/a - Fatal - Results in Death), Brachiocephalic artery stenosis (n/a - Fatal - Results in Death),
Non More Bradycardia (n/a - Fatal - Results in Death), Carotid artery stenosis (n/a - Fatal - Results in Death), Coma scale abnormal
8447 2021-05- Healthcare EEA than 85 |[Female (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death), International normalised ratio decreased (n/a | COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 31 Professional Vears - Fatal - Results in Death), Musculoskeletal stiffness (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - - n/a-n/al)
10008842596 Results in Death), Thrombectomy (n/a - Fatal - Results in Death), Vertebral artery stenosis (n/a - Fatal - Results in
Death)
: More
i1 2021-05- | Healthcare . . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
8448 BU-EC- 31 Professional Non EEA gl{la; 85 [Male |Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
10008842471 s
;
8449 2021-05- Healthcare  |Nop EEA [18-64  |Male  |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- (31 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008842404
11(2021-05- |Healthcare 65-85 . S . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
8450 EU-EC- 31 Professional Non EEA Vears Male  |Atrial fibrillation (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008842395
P =1 2021-05- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
8451 piupc = 51 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008842223 ;i
icorsal 3 £ 2021-05-|Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACUINE
8452 . EEA Female [COVID-19 (4d - Fatal - Results in Death), Vaccination failure (4d - Fatal - Results in Death) MODERNA (CX-024414)] (S- n/a - Not applicable -
EU-EC- 31 Professional Years [V - n/a - Intramuscular])
10008841503
: : Non More
=1 2021-05- Cerebral infarction (15d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Lung disorder (n/a | COMIRNATY [TOZINAMERAN] (S - COVID-19
8453 Healthcare EEA than 85 (Male RTINE) . . .
EU-EC- : 31 . - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
. Professional Years
10008841207
Rlick or scal i SPIKEVAX [COVID-19 MRNA VACCINE
8454 2021-05- Healthcare | 18-64 g male |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
EU-EC- 31 Professional Years [tVa - /a - Intr Jar])
10008840755 a- /- Intramuseaar
8455 2021-05- |Healthcare EEA 65-85 Male Bronchitis (n/a - Fatal - Results in Death), Fungal infection (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 3 31 Professional Years Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008840753 :
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2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - R
8456 BU-EC- L R 51 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) na - [/a- 3mL - n/al)
10008840740 1h
klick or scar More Hypersensitivity (n/a - Fatal - Results in Death), Laryngeal oedema (n/a - Fatal - Results in Death), Oral mucosal
) : - - y - - $] - 1 1 -
8457 2021-05 Healthc-are EEA than 85 [Male |exfoliation (n/a - Fatal - Results in Death), Pharyngeal swelling (n/a - Fatal - Results in Death), Swollen tongue (n/a - COMIRNATY [TOZINAMERAN] (S - Immunisation
EU-EC- ; 31 Professional . n/a - [n/a-n/a-n/a])
Years Fatal - Results in Death)
10008840737 e
2021-05- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
/ - R
8458 BU-EC- i 31 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008840736| 23
Eelick or scall | = COVID-19 MRNA VACCINE MODERNA (CX-
b 2021-05- Non Not ) - 024414) [COVID-19 MRNA VACCINE MODERNA
8459 | EU-EC- 23 (3] Healthcare  [Non EEA Specified Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008840477 ; Professional applicable - [n/a - 1{DF} - Intramuscular])
ik orscad | B35 : Non Anaemia (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gait
8460 =12021-05- Healthcare EEA 65-85 Female disturbance (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oedema peripheral (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10008840271 Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results in Death)
8461 ] 3l (2021-05-|Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Unknown - Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 31 Professional Years Suspected COMID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008840059
: Non COMIRNATY COVID-19 MRNA VACCINE
2021-05- 65-85 . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
- -
8462 EU-EC- 31 ?:jfl‘gslsciirga] EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008839971 - Immunisation - n/a - [n/a - n/a - Intramuscular])
i ¥ 12021-05- Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
8463 : EEA Female |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 31 Professional Years Not applicabl /a- 1{DF} - Int ul
10008839783 - Not applicable - [n/a - - Intramuscular])
: Altered state of consciousness (n/a - Fatal - Results in Death), Aphasia (n/a - Fatal - Results in Death), Cerebral COVID-19 VACCINE ASTRAZENECA (CHADOXI
8464 5 (2021-05-|Healthcare EEA 18-64 Female haemorrhage (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 31 Professional Years Results in Death), Hypotonic-hyporesponsive episode (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal -|((CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008839620 Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) -n/a- [n/a-.5mL - Intramuscular])
F 2 12021-05- |Healthcare ore General physical health deterioration (3d - Fatal - Results in Death), Respiratory failure (3d - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- Immunisation -
8465 | puEC % 131 Professional | LA than 85 [Female |QARS CoV-2 test positive (5d - Fatal - Results in Death) 1/a - [n/a - n/a - n/a))
10008839078 Years
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i ;
&k (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
) : - - ) )
8466 EU-EC- o (31 Professional EEA Years Male  Death (n/a - Fatal - Results in Death Not applicable - [n/a - n/a - Intramuscular])
10008838993
Acute hepatic failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Ascites (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Hypoalbuminaemia (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), International normalised ratio increased
= i 2021-05-|Healthcare 18-64 (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8467 EU-EC- ] : 31 Professional EEA Vears Male  |Condition), Jaundice (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008838895| : : Medically Important Condition), Lactic acidosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged -n/a-[n/a- 1{DF} - Intramuscular])
Hospitalisation, Other Medically Important Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Portal vein thrombosis
(n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
SPIKEVAX [COVID-19 MRNA VACCINE
2021-05-|Healthcare 18-64 . MODERNA (CX-024414)] (S - COVID-19
8468 | EEC. £ |3 Professional |FEA Vears |Male  |Death (0d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL -
10008838511 Intramuscular])
Elickcor scal ] ¢ 2021-05- | Healthcare More COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (1d - Fatal - Results in Death (%)4\23)1 [QCDVID/:\;/?\/IRN A \X?I]C)I]?\]IQEN{\\/Ié%)](E_RN A
8469 h . Non EEA  |than 85 [Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory failure (1d - Fatal - Results in Death, . g
EUEC g 31 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008838412 ? applicable - [n/a - 1{DF} - Intramuscular])
2 |5021-05- Non Not Not Throyn'bocytopema (n/'a - Fatal - Results in Death, Caused/Prolonged Hospltahs'atlo.n, cher Medlcally Important 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8470 BU-EC- 31 Healthcare ~ [Non EEA Specified Specified Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008837236 Professional Condition) n/a - Intramuscular])
[efick or scad | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R -
8471 EU-EC- i 31 Eﬁte};scizrga] EEA Vears Female |Fatigue (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008836909 | : n/a - Intramuscular])
A 2021-05- Non 18-64 Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically I(\]D(;)/[\IZI; E?DV[D—I;\S/};CEINE A(S:?R(AZENECXAl
8472 Healthcare Non EEA Male  |Important Condition), Pneumothorax (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - A
EUEC i 30 Professional Years Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (8 - Immunisation - Not
10008834778 applicable - [n/a - n/a - Intramuscular])
Elickor scal | * . COVID-19 VACCINE ASTRAZENECA (CHADOX1
8473 =12021-05- Healthcare Non EEA 65-85 Female Myocardial ischaemia (n/a - Unknown - Results in Death, Other Medically Important Condition), Pulmonary embolism (n/aNCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- , 29 Professional Years - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008832254 - Not applicable - [n/a - n/a - n/a])
W_ ; i ; : Arthralgla (n/a- Unknown - Besults in Death, Life Threa?ening), Back pain (n/a - Unknown - Results in D'eath Life COVID-19 VACCINE ASTRAZENECA (CHADOX]1
2021-05- |Healthcare 65-85 Threatening), Candld.a infection (n/a - Unknown - Resu'lts in Death, Life Threatening), Deep Yem thromb(?SlS (n/a- ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8474 | EU-EC- i 29 Professional |Non EEA |yeqrs  (Female [Unknown - Results in Death, Life Threatening), Feeling abnormal (n/a - Unknown - Results in Death, Life Threatening), |(cHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008832241 Infection (n/a - Unknown - Results in Death, Life Threatening), Pulmonary embolism (n/a - Fatal - Results in Death - n/a- n/a])
Life Threatening)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008838511&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008836909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008834778&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008832254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008832241&_xpt=1&_xf=pdf
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- Cardiac arrest (n/a - Recovered/Resolved - Results in Death), Cerebral infarction (n/a - Recovered/Resolved - Results in
Death), Dyspnoea (n/a - Recovered/Resolved - Results in Death), Embolism venous (n/a - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-05-|Healthcare 18-64 . - . : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8475 . Non EEA Female |Hypotension (n/a - Recovered/Resolved - Results in Death), Hypoxia (n/a - Recovered/Resolved - Results in Death), :
EU-EC- 29 Professional Years Palm bolism (1 dResolved " Tachycardia (1 JResolved . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008832237 & onary em 1sm_( a - Recovered/Resolved - Results in Death), Tachycardia (n/a - Recovered/Resolved - Results in | na - n/a])
Death), Thrombolysis (n/a - Recovered/Resolved - Results in Death)
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8476 2021-05- Healthcare Non EEA 65-85 Male Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Asthenia (n/a - Unknown - Results in Death), Fatigie =~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L L+ |29 Professional Years (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008831985 B - Not applicable - [1d - n/a - n/a])
gk or scall | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8477 EU-EC- : 59 Professional Non EEA Vears Female |Death (0d - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008831127, ;] n/a - n/aJ)
or scai Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Myocardial strain (n/a - Unknown - Results in Death, CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-05- | Healthcare 65-85 . . - . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8478 . Non EEA Male  |Life Threatening), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening), . S
EU-EC- ; b |29 Professional Years Thrombocytopenia (n/a - Unknown - Resullts in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008831109 - Not applicable - [n/a - n/a - n/a])
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
i [2021-05-|Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8479 EU-EC- 9 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008831104 n/a - n/aJ)
, Arterial thrombosis (n/a - Unknown - Results in Death), Cerebral haemorrhage (n/a - Unknown - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
8480 1 12021-05- |Healthcare Non EEA 65-85 Femal Cerebral venous thrombosis (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Results in Death), [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 29 Professional on Years o Pancytopenia (n/a - Unknown - Results in Death), Thrombocytopenia (n/a - Unknown - Results in Death), White blood |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008830671 cell count increased (n/a - Unknown - Results in Death) - Not applicable - [n/a - n/a - n/a])
Agitation (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cerebral
venous sinus thrombosis (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Confusional state (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Depressed level of
m ; consciousness (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-05- |Healthcare 18-64 L ) o N . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8481 . Non EEA Male  [Disabling, Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Results in Death, Life . .
EU-EC- i 29 Professional Years Thr o, Caused/Prol Hospitalisation. Disabling. Other Medically I Conditi Hemi is (n/a - N (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008830331/ &2 eatening, rolonged Hospitalisation, I ing, Other y Important on _tlop), lemiparesis (n/a- ot' - Not applicable - [1d - n/a - n/a])
Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Petechiae (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Not
Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 18-64 . . ) - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8482 FU-FC- ] 29 Professional Non EEA Vears Female |[Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008830300 k] : - Not applicable - [n/a - n/a - n/a])
Bk orsca | B3 ’ More COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 2021-05- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8483 | pupc | B 29 Professional |on EEA 21{1:;;35 Male | Mctastascs 1o hing (nfa - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008830286 - Not applicable - [1d - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008831985&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008831127&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008831109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008831104&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008830671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008830331&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008830300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008830286&_xpt=1&_xf=pdf
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Primary
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i : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 3 2021-05- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - Results in Death)
8484 EUEC | ok 29 E:a%thciar;a] Non EEA Specified Male  [Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008829706 : OressIo n/a - n/al)
5 Aspiration (n/a - Not Recovered/Not Resolved - Results in Death), Cardiac arrest (n/a - Not Recovered/Not Resolved - COVID-19 VACCINE ASTRAZENECA (CHADOX1
8485 2021-05- |Healthcare Non EEA Not Male Results in Death), Device related infection (12d - Not Recovered/Not Resolved - Results in Death), Lower respiratory ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3 29 Professional Specified tract infection (n/a - Unknown - Results in Death), Malaise (n/a - Unknown - Results in Death), Septic shock (n/a - Fatal |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008829350 - Results in Death) - Not applicable - [1d - n/a - n/a])
" Aneurysm ruptured (n/a - Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Death
e (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Loss of consciousness (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
8486 ; 2021-05- |Healthcare Non EEA 18-64 Female Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Seizure (n/a - Unknown - Results NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 29 Professional Years in Death, Life Threatening, Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Not Recovered/Not  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008829317 Resolved - Results in Death, Life Threatening, Other Medically Important Condition), Syncope (n/a - Unknown - Results |- Not applicable - [n/a - n/a - n/a])
in Death, Life Threatening, Other Medically Important Condition)
: : Cardiac arrest (1d - Fatal - Results in Death), Cardiac arrest (n/a - Unknown - Results in Death), Cardiogenic shock (n/a - [COVID-19 VACCINE ASTRAZENECA (CHADOX1
8487 i (2021-05-|Healthcare Non EEA 65-85 Female Unknown - Results in Death), Dyspnoea (n/a - Unknown - Results in Death), Myocardial infarction (n/a - Unknown -  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : L3129 Professional Years Results in Death), Pericardial effusion (n/a - Unknown - Results in Death), Peripheral ischaemia (n/a - Unknown - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008829023 = ;i Results in Death), Pulmonary oedema (n/a - Unknown - Results in Death) n/a - n/a))
o | & : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-05- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - :
8488 | upc | 29 E:jg;sciirga] Non EEA |, = [Male Pulmonary thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008828676, - n/a- n/a])
[elick or scall | =2 ’ Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 2021-05- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8489 EU-EC- ia 2, 419 Ereafcthciar;al Non EEA Years Male  |Cerebrovascular accident (60d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008828608/ A3 ; ofessio n/a - n/a))
Atelectasis (n/a - Unknown - Results in Death), Cardiac failure congestive (12d - Fatal - Results in Death), Cardiomegaly CCINE RAZENE CHADO
Rlickcor scal i More (n/a - Unknown - Results in Death), Chromaturia (n/a - Unknown - Results in Death), Local reaction (n/a - Unknown - COVID-19 VA AST CA( Xl
2021-05- |Healthcare . X - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8490 . Non EEA  [than 85 |Female |Results in Death), Nausea (n/a - Unknown - Results in Death), Oedema peripheral (n/a - Unknown - Results in Death), . o
EU-EC- 29 Professional v Plewral offusion (n/a - Unkn . Rash (n/a - Unkn L Respi - d (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008828583 ears eural effusion (n/a - own - Results in peath ), (n/a- own - Results in Death), Respiratory rate increased |- Not applicable - [1d- .5mL - Intramuscular])
(n/a - Unknown - Results in Death), Wheezing (n/a - Unknown - Results in Death) ’
Acute kidney injury (n/a - Unknown - Results in Death), Aphasia (n/a - Unknown - Results in Death), Cerebrovascular
accident (38d - Fatal - Results in Death), Circulatory collapse (n/a - Unknown - Results in Death), Dyspnoea (n/a -
More Unknown - Results in Death), Facial paralysis (n/a - Unknown - Results in Death), Hemianopia (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
8491 2021-05- |Healthcare Non EEA  |than 85 |Female Results in Death), Hemiparesis (n/a - Unknown - Results in Death), Hypertension (n/a - Unknown - Results in Death), INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- - 29 Professional Vears Malaise (n/a - Unknown - Results in Death), Nausea (n/a - Unknown - Results in Death), Pain (n/a - Unknown - Results |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008828573 in Death), Pneumonia aspiration (n/a - Unknown - Results in Death), Pyrexia (n/a - Unknown - Results in Death), - Not applicable - [1d - .5mL - Intramuscular])
Restlessness (n/a - Unknown - Results in Death), Secretion discharge (n/a - Unknown - Results in Death), Vomiting (n/a -
Unknown - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥t [2021-05- |Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
892 pupC #1029 |Professional | NOMEEA ey [Male  |Cardiac arrest (wa - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008828572 - Not applicable - [1d - n/a - n/a])
ik orsca | B Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
8493 EU-EC- iC 79 Erejg;;irga] Non EEA Vears Female |Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008827370, n/a - n/aJ)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008828583&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008828573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008828572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008827370&_xpt=1&_xf=pdf
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Primary
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; bt Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8494 %! [2021-05- Healthcare  |Non EEA. 65-85 Male Fatigue (n/a - Unknown - Results in Death), Feeling cold (n/a - Unknown - Results in Death), Myocardial infarction (n/a -|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o (29 Professional Years Fatal - Results in Death), Thrombosis (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008826671 - Not applicable - [1d - n/a - Parenteral])
| Carotid artery occlusion (n{a - Not Recovered/Not Resolve{i- Results in Death Caused/Prolpnged Hospltahsatlon), ' COVID-19 VACCINE ASTRAZENECA (CHADOX1
Haemorrhagic transformation stroke (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypercoagulation
4 (2021-05-|Healthcare 18-64 . TR . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8495 : Non EEA Female |(n/a- Unknown - Results in Death, Caused/Prolonged Hospitalisation), Infarction (n/a - Not Recovered/Not Resolved - . o
EU-EC- L 29 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008826615 P - Not applicable - [n/a - n/a - n/a])
Eickor scal | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
24 (2021-05- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
849 | pupe | 29 Efjfgf;l Non EEA. |y rs  [Mele  |Actte cardiac event (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008826608 - - Not applicable - [1d - n/a - Parenteral])
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - :
897! puRc 29 Professional |NCREEA  |yeors [Male  |Cerebral infarction (4d - Fatal - Results in Death) (CHADOXI NCOV-19)] (- n/a - Not applicable - [1d
10008826563 ] - n/a - n/aJ)
m b Aortic occlusion (n/a - Not Recovered/Not Resolved - Results in Death), Aortic thrombosis (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
8498 i 2021-05- Healthcare Non EEA 18-64 Female Resolved - Results in Death), Headache (n/a - Unknown - Results in Death), Restlessness (n/a - Unknown - Results in ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 29 Professional Years Death), Shock (n/a - Fatal - Results in Death), Superior sagittal sinus thrombosis (n/a - Not Recovered/Not Resolved - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008826541 Results in Death), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death) - Not applicable - [1d - n/a - n/a])
8499 J 2021-05- |Healthcare EEA 65-85 Female Body temperature increased (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 3 29 Professional Years - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008826102 :
KlickCor scap | :
a1 2021-05- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl .
8500 EU-EC- .4 (29 Professional EEA Years Male  (Basilar artery thrombosis (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008826068 ]
2021-05- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudden - - ) . S .
8501 EU-EC- - ieaay |29 Professional EEA Years Male cardiac dcath (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008825993 ¢ ‘o
klick or scal | More . - . SPIKEVAX [COVID-19 MRNA VACCINE
5 a 12021-05- | Healthcare EEA than 85 |Femals Acute.pu]monary oedema (0d - Fata! - Results in Death), Cardiac failure (0d - Fatal - Results in Death), Loss of MODERNA (CX-024414)] (S- COVID-19
850 EU-EC- |4 23 |9 Professional Yan emale | consciousness (0d - Fatal - Results in Death) immunisation - n/a - [n/a - .5mL - Intramuscular])
10008825644 ; ears
— 2021-05-|Healthcare 65-85 SPIKEVAX [COVID- 19 MRNA VACCINE
8503 : EEA Male  |Sudden death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 29 Professional Years . ation - n/a - i
10008824882 immunisation - n/a - [n/a - .5mL - Intramuscular])
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8504 . 4 12021-05- | Healthcare EEA than 85 |[Female Disorientation (1d - Fatal - Results in Death), Fatigue (1d - Fatal - Results in Death), Oxygen saturation decreased (1d- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | &4, L3129 Professional Vears Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008824752 =% ;
lication si in (0 . » 1 . . .
i (9021-05- Non 18-64 App.lcatlon site pain (n/a - Eatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Life ThreaFe.nmg, Othq VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8505 BU-EC- 3 Healthcare Non EEA Vears Female |Medically Important Condition), Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
N Professional (n/a - Fatal - Results in Death) - Intramuscular])
10008824484
Elickorscad | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8506 412021-05- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Unknown - Caused/Prolonged |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 28 Professional Years Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008824362 i applicable - [n/a - n/a - Intramuscular])
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 65-85 Lo . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . o
8507 EU-EC- 8 Professional Non EEA Vears Female |Transient ischaemic attack (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008823571 2 - Not applicable - [n/a - n/a - Intramuscular])
Eickorsea | 205 COVID-19 VACCINE ASTRAZENECA (CHADOX1
8508 2021-05- |Healthcare EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Hypotonic-hyporesponsive episode (n/a - Fatal - Results in Death), Loss of[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 28 Professional Years consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008823398 -n/a-[n/a-.5mL - Intramuscular])
S 2021-05-|Healthcare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
8509 : EEA Male  |Vertebrobasilar stroke (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 28 Professional Years - Not applicable - [1d- 1 {DF} - n/a])
10008823301 ; PP
T (5001-05- Non 65-85 Diarrhoea (n/a - Fatal - Results in Death), Disorientation (n/a - Fatal - Results in Death), Hyperglycaemia (n/a - Fatal -  |SPIKEVAX [COVID-19 MRNA VACCINE
8510 | pUpC 1|09 Healthcare  |ppa Years |Mele  |Results in Death), Lung nfiltration (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Pyrexia (n/a - IMODERNA (CX-024414)] (S- COVID-19
10008823249 Professional Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
31 2021-05- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: : - - . S .
8511 EU-EC- Tk 8 Professional EEA Vears Male  |Ischaemic stroke (6d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a - n/a])
10008823047/
8512 41 (2021-05- Healthcare Non EEA 65-85 Male Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | 4= 28 Professional Years Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008822615 &3
Elickcor scad | =3 : More Atrial fibrillation (1d - Unknown - Other Medically Important Condition), COVID-19 pneumonia (1d - Fatal - Results in COVID-19 A VA MODE (CX-
2 (2021-05- [Healthcare . o o . 024414) [COVID-19 MRNA VACCINE MODERNA
8513 . Non EEA |than 85 Male  |Death, Other Medically Important Condition), Hyperhidrosis (1d - Unknown - ), Hypotension (1d - Unknown - ), . L
EU-EC- 4 3 |28 Professional Years Presyncope (1d - Unknown - ), Respiratory failure (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (- COVID-19 immunisation - Not
10008822405 ’ applicable - [n/a - 1{DF} - Intramuscular])
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- Atrial fibrillation (2d - Fatal - Results in Death), Back pain (5d - Fatal - Results in Death), Cardiovascular disorder (2d -
& 12021-05- | Healthcare 18-64 Fatal - Results in Death), Dyspnoea (5d - Fatal - Results in Death), Hyperlactacidaemia (5d - Fatal - Results in Death), |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8514 EU-EC- 8 Professional EEA Vears Female |Metabolic acidosis (2d - Fatal - Results in Death), Pain (2d - Fatal - Results in Death), Pericardial effusion (2d - Fatal - |(CHADOXI1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008820943 Results in Death), Pleural effusion (2d - Fatal - Results in Death), Polycythaemia (2d - Fatal - Results in Death), - n/a - n/a)
Systemic inflammatory response syndrome (5d - Fatal - Results in Death)
: H: hage i ial (n/a - Fatal i Life Th i wsed/Prol Hospitalisation), Headach A D-19 VA Al Al
%, |5021-05- | Healthcare 65-85 aemorrhage intracranial (n/a - atal - Results' in Death, Life reatening, Ca sed/Pro onged ospita {satlon), e e |VAXZEVRIA [COVID-19 V/ CCINE STRAZENEC
8515 . EEA Male  |(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypertensive crisis (n/a - Fatal - (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 28 Professional Years . - . T
r Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) - n/a- n/a])
10008820868 | =ik*T]
=1 (2021-05- Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - R
8516 BU-EC- ic 28 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) na - [/a - n/a - n/a])
10008820858
lick or scal ¢ Circulatory collapse (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOXI
8517 Bl [2021-05-|Healtheare o ppy (0585 g e Condition), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 28 Professional Years Important ’Con dition) E—— > (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008820461 i mp n/a - Intramuscular])
Eickorsad ||
8518 3 2021-05- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Fatigue (1d - Fatal - Results in Death), Somnolence (1d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 28 Professional Years Death) n/a- [n/a-n/a-n/a])
10008820316,
S 2021-05-|Healthcare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
8519 : EEA Female |Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- 3 28 Professional Years Wa - n/a])
10008820174 -n/a-
Hiorseal | &
o 2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8520 : EEA Male  |Death (1d - Fatal - Results in Death), Vaccination site reaction (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- , 28 Professional Years Not applicable - [n/a - .5mL_ - Intramuscular])
10008820147 - ot appiicable - {na - .omL - [ntramuscuia
- ;
11 (2021-05- Healthcare 65-85 Brain stem haemorrhage (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Life V. VRIA [COVID-19 VACC AST CA
8521 : EEA Male . (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 28 Professional Years Threatening) - n/a - n/a))
10008820091
= 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8522 : EEA Female |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 28 Professional Years Intramuscular])
10008820031
% 2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
8523 EU-EC- 8 Professional EEA gl(lan 85 |Male  |Disseminated intravascular coagulation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - 1/a - [Va - 2 {DF} - Intramuscular])
ears
10008820011
SPIKEVAX [COVID-19 MRNA VACCINE
2021-05- | Healthcare Not . MODERNA (CX-024414)] (S- COVID-19
: . - - ) . o :
8524 EU-EC | g3 2128 Professional EEA Specified Male  [Foetal death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10008819935 Intramuscular])
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0 |00 1.05. | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
8525 EU-EC : 28 Professional EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - .3mL -
oo T rolessiona Years Intramuscular])
10008819893 :
R [021.05. Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
8526 pupc |E 22 e Healthcare — |ppp than 85 |\fle | Death (n/a - Fatal - Results in Death), Pulmonary embolism (5d - Recovering/Resolving - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
- Professional Years Intramuscular])
10008819889
lick or scal £ 0 | 021-05- Healthcare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8527 EU-EC- ] : 8 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008819839 ; ' -a-na)
- More COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-05- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
8528 pupc 108 Professional | o" EEA g}(‘:;fs Male | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008819740 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal More COVID-19 MRNA VACCINE MODERNA (CX-
't (2021-05- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
8529 pupc 08 Professional | 0" FEA 21{1:;:;5 Male | Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008819685 ) applicable - [n/a - 1{DF} - Intramuscular])
Agitation (10d - Fatal - Results in Death), Altered state of consciousness (10d - Fatal - Results in Death), Axillary vein
thrombosis (10d - Fatal - Results in Death), Brain abscess (10d - Fatal - Results in Death), Brain empyema (10d - Fatal -
o |! I Results in Death), Cavernous sinus thrombosis (10d - Fatal - Results in Death), Coagulopathy (10d - Fatal - Results in
T ; 2021-05- |Healthcare 65-85 Death), Confusional state (10d - Fatal - Results in Death), Conjunctivitis (10d - Fatal - Results in Death), Death (10d- |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8530 EU-EC- : 8 Professional EEA Vears Male |Fatal - Results in Death), Delirium (10d - Fatal - Results in Death), Erythema (10d - Fatal - Results in Death), Eye (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008819667 2 oedema (10d - Fatal - Results in Death), Hypersensitivity (10d - Fatal - Results in Death), Jugular vein thrombosis (10d - |- Not applicable - [n/a - n/a - n/a))
Fatal - Results in Death), Meningitis bacterial (10d - Fatal - Results in Death), Nervous system disorder (10d - Fatal -
Results in Death), Sinusitis (10d - Fatal - Results in Death), Subclavian vein thrombosis (10d - Fatal - Results in Death),
Transverse sinus thrombosis (10d - Fatal - Results in Death)
Elckorsal | ' Mon COMIRNATY [TOZINAME S- COVID-19
gsa1 2021-05- |Healthcare | p 65-85 | |Death (16d- Fatal - Results in Death), General physical health deterioration (16d - Fatal - Results in Death), Malaise | COMIRNA [ AMERAN] (8-
EU-EC- B 28 Professional Years emale (16d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008819666,
B MRNA VACCINE
1 2021-05- |Healthcare Not Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Interstitial lung disease (n/a - Fatal - Results SPIKEVAX [COVID-19 A VA
8532 : EEA .. [Female |, T MODERNA (CX-024414)] (S- COVID-19
EU-EC- 3 7 128 Professional Specified in Death, Caused/Prolonged Hospitalisation) . o ;
10008819559 immunisation - Not applicable - [n/a - 1{DF} - n/a])
; 8 12021-05-[Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
% et - i i - - i , - - i . . . . -
8533 BU-EC. ] )8 E:a;thciars | EEA Vears Male  |Aspiration (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1 {DF} - n/a])
10008819497 olessiona
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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
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
ik or scad | ’ Condition), Cardiopulmonary failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8534 i (2021-05- (Healthcare Non EEA 18-64 Female Important Condition), Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 328 Professional Years Medically Important Condition), Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008819401 : Other Medically Important Condition), Diarrhoea (n/a - Unknown - ), Hepatomegaly (n/a - Unknown - ), Lower limb fracture |applicable - [n/a - n/a - Intramuscular])
(n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - )
ik or scad | Non COVID-19 MRNA VACCINE (NUCLEOSIDE
8535 2021-05- Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Deep vein thrombosis (n/a - Fatal - Results in Death), Pulmonary embolism (n/a- [MODIFIED) COMIRNATY [TOZINAMERAN] (S-
EU-EG | & 2y |28 Professional Years Fatal - Results in Death) COVID-19 immunisation - Not applicable - [n/a - n/a -
10008819303 n/a])
sy : 5021-05- | Health 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8536 | Liipc ;! 8 - Professci?)rr? . [FEA Ye;irs Female |Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),  [(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008819233 a8 : Loss of consciousness (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) - Not applicable - [n/a - 1 {DF} - Intramuscular])
: 2021-05 Non 65-85 Brain stem stroke (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - 1(\:]0(::)/[\]/}1199 \é)c\gglig/\ %m%%ﬁ
8537 " |Healthcare ~ |Non EEA g Female |Results in Death, Other Medically Important Condition), Thrombosis (n/a - Not Recovered/Not Resolved - Results in 191 . o
EU-EC- |28 Professional Years Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008819117 — Yy imp - Not applicable - [n/a - n/a - n/a])
Elickcor scal _ Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
8538 2021-05- Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Loss of NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 128 . consciousness (n/a - Not Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
- Professional Years
10008819107 - n/a- n/a])
Elickor scal | More Condition aggravated (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important COVID-19 MRNA VACCINE MODERNA, (CX-
8539 2021-05- Healthare Non EEA  |than 85 |Male  |Condition), Dyspnoea (1d - Fatal - Results in Death), Fatigue (1d - Fatal - Results in Death), Ocdema peripheral (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- iz 228 Professional Vears Fatal - Res’ul ts in Death - ’ (CX-024414)] (S- COVID-19 immunisation - Not
10008818940 ] Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
Elickor scal | * : More Acute aortic syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8540 5i (2021-05-|Healthcare Non EEA  |than 85 |Female Recovered/Not Resolved - Other Medically Important Condition), Chronic obstructive pulmonary disease (n/a - Unknown - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- L 7,28 Professional Vears Other Medically Important Condition), Drug ineffective (n/a - Not Recovered/Not Resolved - Other Medically Important - Not applicable - [1d - n/a - n/a]), [TOZINAMERAN]
10008818736, Condition), Wrong product administered (n/a - Unknown - ) (S- COVID-19 immunisation - Not applicable - [1d -
n/a - n/a))
COVID-19 VACCINE ASTRAZENECA (CHADOX1
: More Acute aortic syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8541 i [2021-05- |Healthcare Non EEA  |than 85 |Female Recovered/Not Resolved - Other Medically Important Condition), Chronic obstructive pulmonary disease (n/a - Unknown - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- L 28 Professional Vears Other Medically Important Condition), Drug ineffective (n/a - Not Recovered/Not Resolved - Other Medically Important - Not applicable - [1d - n/a - n/a]), [TOZINAMERAN]
10008818736 Condition), Wrong product administered (n/a - Unknown - ) (S- COVID-19 immunisation - Not applicable - [1d -
n/a - n/a))
More
8542 2021-05-|Healthcare EEA than 85 |Female Pulmonary embolism (n/a - Fatal - Results in Death), Small intestinal haemorrhage (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [n/a
EU-EC- ey (28 Professional Vears Splenic infarction (n/a - Fatal - Results in Death) - n/a-n/al)
10008818101 X h
KlickCor scap | :
8543 } i (2021-05- (Healthcare EEA 65-85 Female Cardiac failure congestive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Suspected COVID-19 (3d - COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- ; |28 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008818058
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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
2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8544 : EEA Female |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- .- Ly 128 Professional Years nal)
10008817905 h
- COVID-19 MRNA VACCINE MODERNA (CX-
1} 2021-05- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
8545 : Non EEA Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition), Food refusal (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 28 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008817886
ICSR])
Elickorscad | : Non COVID-19 VACCINE (AD26.COV2-S
=4 (2021-05- 18-64 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
- - e
8546 EU-EC- ] 15 Ereai‘thciar; | EEA Vears Female |Death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10008817866 ; olessiona applicable - [n/a - n/a - Unknown])
oLl ¢ More Acute myocardial infarction (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - COVID-19 VA (AD26.COV2-S
= (2021-05- [Healthcare T - . SN [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
8547 . EEA than 85 [Female |Caused/Prolonged Hospitalisation), Embolism (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SEN .

EUEC & |28 Professional Years Hypertension (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) JANSSEN (AD26.COV2.8)] (S - Immunisation - Not
10008817844 applicable - [n/a - .5mL - Intramuscular])
[etick or scall | 2 ; More COVID-19 MRNA VACCINE MODERNA (CX-

: ¥ [2021-05-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
) ; - - . .
8548  puRc Tl o8 Professional | o" EEA 3‘:;55 Male | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008817772 ; applicable - [n/a - 1{DF} - Intramuscular])
;
i (2021-05- [Healthcare 65-85 . . - . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
8549 BU-EC- 108 Professional EEA Years Male  |Cardiac tamponade (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008817457 :
o || |
i (2021-05-|Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl .
85501 puEC o, Ly 128 Professional | L"* Years |Female |Fatigue (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008817429 i
s g Cerebrovascular accident (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 /A VACCINE MODERNA (CX-
8551 g 2021-05- Healthare Non EEA 65-85 Female |Condition), Death (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 228 Professional Years ? E—— i (CX-024414)] (S- COVID-19 immunisation - Not
10008817086 applicable - [n/a - 1{DF} - Unknown])
! on
8552 202105 yealtheare  |EEA 6585 | pemale |Death (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 3128 Professional Years immunisation - n/a - [n/a - n/a - n/a])
10008816756 & :
gk or scall | COVID-19 VACCINE ASTRAZENECA (CHADOX1
8553 2021-05- Healthcare Non EEA 18-64 Male COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- 328 Professional Years Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008816714 applicable - [n/a - n/a - Intramuscular])

: N Death (n/a - Fatal i her Medically I dition), P ia (n/a - Not Rec /N 'VAXZEVRIA [COVID-19 VA( RAZENE
 5021-05- /Non 65-85 th (n/a - Fatal - Results in De‘atl-m Ot er Mex ly Important Cony t1on)2 ; neumoma_( a - Not Recovered/Not [CO CCINE AST y CA
8554 Healthcare EEA Male  |Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af

EU-EC- 28 : Years

10008816490 ; Professional Resolved - ), Tremor (n/a - Not Recovered/Not Resolved - ) - n/a - 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 VACCINE ASTRAZENECA (CHADOX1
. . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8555 _— . 3221-05- E:jg;sciir;al Non EEA ?{zﬁ: Male Scutgl pulmonary oedema (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008816357/ & ! Death) - n/a - Intramuscular]), [INFLUENZA VACCINE] (S-
n/a - Not applicable - [n/a - n/a - n/a])
8556 2021-05- |Healthcare EEA 65-85 Male COVID-19 (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (2d - Fatal - mﬁﬁgﬁ [NTS?N%%E -3(rxn)LV{D-19
EU-ECG | & |28 Professional Years Results in Death, Caused/Prolonged Hospitalisation) PP ’
B =) Intramuscular])
10008816153 ]
o | B COVID-19 VACCINE ASTRAZENECA (CHADOX1
8557 2021-05-|Healthcare EEA 65-85 Male Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Disabling), Pyrexia (n/a - Fatal - Results in Death, |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- A 228 Professional Years Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008816124 n/a - Intramuscular])
Acute respiratory failure (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Altered state of consciousness (n/a - Not Recovered/Not Resolved - Life Threatening,
. Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Life]
Eickorscal | = ] Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Erysipelas (n/a - Not Recovered/Not |COVID-19 VACCINE ASTRAZENECA (CHADOX1
a1 (2021-05- Non 65-85 Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypotension (/a - INCOV-19) [COVID-19 VACCINE ASTRAZENECA
8558 |  EuRC 78 Healthcare  [EEA Vears |M2€  [Not RecoveredNot Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008816091 3 Professional Metabolic acidosis (/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically |- Not applicable - [n/a - 1 {DF} - Intramuscular])
Important Condition), Respiratory failure (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Urinary tract infection (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Back pain (19d - Fatal - Results in Death), Cerebral haematoma (16d - Fatal - Results in Death, Life Threatening),
Rlick or scad |; A Cerebral venous sinus thrombosis (16d - Fatal - Results in Death, Life Threatening), Haemorrhagic cerebral infarction (16d COVID-19 VACUINE ASTRAZENECA.(CHADOX1
A (2021-05- Healthcare 18-64 . . . . : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8559 . EEA Female |- Fatal - Results in Death, Life Threatening), Headache (19d - Fatal - Results in Death), Malaise (19d - Fatal - Results .
EU-EC- - 28 Professional Years . P - . - . p (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
£ in Death), Pain in extremity (19d - Fatal - Results in Death), Thrombocytopenia (16d - Fatal - Results in Death, Life
10008816020 - - n/a - Intramuscular])
Threatening)
Klick or scal » 2001.05.Non 65.85 COVID-19 MRNA VACCINE (NUCLEOSIDE
g e - . . . - . MODIFIED) COMIRNATY [TOZINAMERAN] (S-
-EC- P - - > - - > - - i 1sati 1
8560 EU-EC. 28 Healthgare EEA Years |Female |Death (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) COVID-19 immunisation - Not applicable - [1va - n/a -
10008815480 Professional nal)
2021-05- | Healthcare More COVID-19 (n/a - Fatal_ - Results in Death ), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in G)MIRNATY [TOZINAMERAN] (S- COVID-19
8561 EU-EC- oo Professional EEA than 85 [Male  |Death), General physical health deterioration (n/a - Fatal - Results in Death), Leukopenia (20d - Fatal - Results in immunisation - Not applicable - [n/a - n/a -
10008815343 - z Years Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory tract infection (n/a - Fatal - Results in Death) Intramuscular])
ek or scall | =ik Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
8562 2021-05- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- , 3128 Professional Years Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008815335 olessiona Unknown])
. Depressed level of consciousness (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Recovered/Resolved
m " . Non More -), Dysphagia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal -
8563 I = 12021-05- Healthcare EEA than 85 |Female Results in Death), Malaise (n/a - Fatal - Results in Death), Malaise (n/a - Recovered/Resolved - ), Pupillary reflex COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 3|28 Professional Years impaired (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ), |immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008815281 Somnolence (1/a - Fatal - Results in Death), Somnolence (n/a - Recovered/Resolved - ), Vomiting (n/a - Recovered/Resolved
-)
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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 (22d - Fatal i Caused/Prols Hospitalisation), COVID-19 ia (22d - Fatal COMIRNATY [TOZINAME! S- COVID-19
5 1021-05- | Healthcare 65-85 (22d - Fatal - Results in I)eaﬁh, used/Prolonged ospit isation), pneumonia (22d - Fatal - Results ¢ NA [ \ RAN] (S-
8564 . EEA Female |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (22d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
EU-EG | & Ly 128 Professional Years Hospitalisation) Tntramuscular])
10008815219| 2 2 P
: : 2021-05- Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - i . . . .
8565 |  pu.EC 8 Healthgare Non EEA Specified Male  |Cerebral cyst (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
Professional
10008815107
:
8566 al (2021-05-|Healthcare EEA 65-85 Male COVID-19 pneumonia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (3d-  |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- : 3128 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008815095
e 'VAXZEVRIA COVID-19 VACCINE (CHADOX1-S
& 5021-05- | Healthcare 18-64 [RECOMBINANT]) SUSPENSION FOR INJECTION
8567 : EEA Male  |Death (Od - Fatal - Results in Death) [COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- 28 Professional Years . D
10008814949 NCQV—19)] (S- COVID-19 immunisation - Not
applicable - [n/a - .5mL - Intramuscular])
2021-05-|Healthcare 65-85 COVID-19 (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (14d - Fatal - COMIRNATY [TOZINAMERAN] (8- COVID-19
8568 . EEA Female . P immunisation - Not applicable - [n/a - .3mL -
EU-EC- -3 L, (28 Professional Years Results in Death, Caused/Prolonged Hospitalisation) Tntramusscular])
10008814937 n:
L= Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
8569 EU-EC- 3 ?:jfl‘gslsciirga] Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008814925 i - Not applicable - [n/a - n/a - Intramuscular])
Elickorscall | = : Non COVID-19 VACCINE (AD26.COV2-S
il = (2021-05- 18-64 . oo [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
8570 puRc 108 Eﬁ;ﬁffal Non EEA |y v [Female |Cerebral hacmorrhage (n/a - Fatal - Resullts in Death, CausedProlonged Hospitalisation) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10008814845 applicable - [n/a - n/a - Intramuscular])
COVID-19 (n/a - Unknown - Other Medically Important Condition), Cerebrovascular accident (n/a - Not Recovered/Not
- [ Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Hangover (n/a - Unknown - ), Headache (n/a - Unknown - ),
— % |5021-05- | Healthcare 18-64 Inflammation (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain (n/a - Unknown - ), Pericardial |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8571 EU-EC- 8 Professional Non EEA Vears Male |disease (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - ),|immunisation - Not applicable - [1d - n/a - n/a - More
10008814255 : Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition), Systemic inflammatory response syndrome  |in ICSR])
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaccination
failure (n/a - Unknown - Other Medically Important Condition)
Al 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8572 ! . EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- = 328 Professional Years
10008814129 ES Intramuscular])
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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
- X Arrhythmia (n/a - Unknown - Other Medically Important Condition), Blood pressure fluctuation (n/a - Unknown - ), Cerebral
g m, 2021-05- | Healthcare 65-85 haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral infarction (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
8573 EU-EC- 8 Professional EEA Vears Female [Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a - Unknown - immunisation - Not applicable - [1d- 1 {DF} - n/a])
10008813734 ; Other Medically Important Condition), Malaise (n/a - Unknown - ), Pneumonia (n/a - Unknown - Other Medically Important PP
Condition), Syncope (n/a - Unknown - Other Medically Important Condition)
click or scai O 02105 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8574 EUEC | . '. 8 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) imtmmisatliﬁ)n - Not applicable - [n/a - .3mL -
10008813457| ZMlzrrn i ntramuscular])
klick or scal | 3%
2021-05- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
8575 BU-EC- 2108 Professional EEA Vears Male  |Asthenia (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008813371
2021-05- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in l?ea?h Caused/Prolonged Hosplt_ahsatlon), COVID-19 pneumonia (n/a - Fatal - Results mMIRNATY [TOZINAMERAN] (S- COVID-19
8576 : EEA Female |[in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (/a - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
EUEC 14 |28 Professional Years Hospitalisation) Intramuscular])
10008813343 P
Elick or sca |; VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-05- |Healthcare 65-85 COVID-19 pneumonia (18d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (18d - .
8577 : EEA Female - TP (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
EU-EC- , 3128 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation)
- .5mL - Intramuscular])
10008813112,
: ’ COVID-19 VACCINE ASTRAZENECA (CHADOX]
8578 a1 (2021-05-|Healthcare Non EEA Not Not Chest pain (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death, Caused/Prolonged [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC |43 128 Professional on Specified Specified Hospitalisation, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008813076 - n/a - Intramuscular])
ik or scad | More COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2021-05- |Healthcare I L . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8579 EU-EC- 158 Professional Non EEA t\?an 85 |[Male  |Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008812590| 3343 cars 1/a - Intramuscular])
=1 (2021-05- Healthcare 18-64 o . o COMIRNATY [TOZINAMERAN] (S- COVID-19
8580 BU-EC- 2108 Professional Non EEA Vears Female [Aortic dissection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- n/a - n/a])
10008812253 :
m— 2021-05-|Health More COMIRNATY [TOZINAMERAN] (S- COVID-19
8581 care |EEA than 85 |Female |COVID-19 (0d - Fatal - Results in Death), Vaccination failure (Od - Fatal - Results in Death) ) A
EU-EC- 3128 Professional v immunisation - n/a - [n/a - 1{DF} - Intramuscular])
b ears
10008811593
lickcor scal COVID-19 (1d- Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important Condition), COVID-19 A VA MODE (EX-
2021-05- |Healthcare 65-85  [Not . . N - o . . 024414) [COVID-19 MRNA VACCINE MODERNA
8582 : Non EEA .. |Gastrointestinal haemorrhage (1d - Fatal - Results in Death, Other Medically Important Condition), Respiratory failure (1d . .
EU-EC- L 127 Professional Years |Specified| Fatal - Results in Death, Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008810706 ' Sesuwlts in Deatl, Y imp! applicable - [n/a - 1 {DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-05- | Healthcare . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8583 EU-EC- 27 Professional Non EEA glea:ISSS Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008810624 applicable - [n/a - 1{DF} - Intramuscular])
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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 - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 65-85 . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8584 EUEC | o D 127 Eﬁ;ﬁf& Non EEA Years Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008810382 15 applicable - [n/a - n/a - Intramuscular])
- VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
i 5021-05 Non Not (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
8585 | Lipc |3 ; 27 “~"|Healthcare ~ |Non EEA &)oeci fiogFemale | Cerebral haemorrhage (n/a - Fatal - Results in Death) - n/a - Intramuscular]), VAXZEVRIA [COVID-19
10008810063 J e Professional VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
s (S- n/a - Unknown - [n/a - n/a - Intramuscular])
Rlick or scal & 2021-05- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8586 : . EEA Female |Dyspnoea (1d- Fatal - Results in Death), Pulmonary embolism (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- : 27 Professional Years - Drug withdrawn - [1d - .5mL - Intramuscular])
10008809289 ’
; Discomfort (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
JCK OF scal 0 02105 Health 65.85 Haematemesis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haematochezia (n/a- |COMIRNATY [TOZINAMERAN] (S - COVID-19
8587 | g B0 e fissclfr‘l’ | |EEA Voo |Female |Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemodynamic instability (n/a - Fatal - |immunisation - Not applicable - [n/a - 1 {DF} -
10008809234 Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Melaena (n/a - Fatal - Results in Death, Life Intramuscular])
Threatening, Caused/Prolonged Hospitalisation)
Abdominal pain upper (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Abdominal wall haematoma (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arrhythmia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Deep vein
Efick or scal thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
8588 '+ [2021-05-|Healthcare Non EEA 65-85 Female Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Fatal - Results in {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 427 Professional Years Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |(CX-024414)] (S- COVID-19 immunisation - Not
10008809074 Hypovolaemic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important applicable - [n/a - 1{DF} - Intramuscular])
Condition), Lung infiltration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Metabolic acidosis (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonitis (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Retroperitoneal haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Sinus tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
lick or scal : 2021-05- | Health 18-64 Coronary artery disease (1d - Unknown - Other Medically Important Condition), Cough (1d - Unknown - Other Medically (()?4\2[ 3_ IWIXW$%NQ8%M A
8589 | LiipC | 37 e P theare = |\on EEA g Male  |Tmportant Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to )| . b
-EC- ; rofessional Years stimuli (1d - Unknown - Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008808808 Y imp applicable - [n/a - 1{DF} - Unknown])
Rlick or scal i 5021-05- | Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8590 EU-EC- 57 Professional EEA Vears Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
rr - n/a- n/a])
10008808761
k| o IC.ardiac arrecs(t) (g{a - I;atél - LIIesults iﬁ De a(trlll/ ), C;rmaeic failure (n/a - Not Recc]);/yereleot(I;R/esolI\\;ed i{gher Md;ogcalllgfe e
; re mportant Condition), Circulatory collapse (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved -
8591 Lupe | 3321-05- E:(?g;:iirrfal EEA than 85 |Male  |Other Medically Important Condition), General physical health deterioration (n/a - Not Recovered/Not Resolved - Other mﬂggﬁ E;S—ZEE?{VIIE{]E/;]}\I! Sa-])CD VID-19
10008808727| & i s Years Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition)
Elickor scal | : COVID-19 MRNA VACCINE MODERNA (CX-
8592 i |2021-05- | Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (10d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 27 Professional Years Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008808626 i applicable - [n/a - 1{DF} - Intramuscular])
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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
it COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare 18-64 o L . 3 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8593 EU-EC- 4 b 7 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008808596 5 n/a - Intramuscular])
; More Cardiac failure congestive (n/a - Unknown - Other Medically Important Condition), Condition aggravated (n/a - Unknown - ), COVID-19 MRNA VACCINE MODERNA (CX-
8594 i [2021-05- Healtheare Non EEA  |than 85 |Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition), Interchange of vaccine products (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EUEC |jm o 27 Professional Vears Unknown - ) Sesults In Deat, Y mp J & p (CX-024414)] (S- COVID-19 immunisation - Not
10008808418 | ! applicable - [n/a - 1{DF} - Intramuscular])
[=E Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea exertional (n/a - Not Recovered/Not
m Resolved - Caused/Prolonged Hospitalisation), Musculoskeletal chest pain (n/a - Not Recovered/Not Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 e . o 024414) [COVID-19 MRNA VACCINE MODERNA
8595 : Non EEA Male  |Caused/Prolonged Hospitalisation), Painful respiration (n/a - Not Recovered/Not Resolved - Caused/Prolonged . L
EU-EC- , 27 Professional Years ST . A Lo (CX-024414)] (S- COVID-19 immunisation - Not
Hospitalisation), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other .
10008808315 3 - applicable - [n/a - 1{DF} - Intramuscular])
Medically Important Condition)
click or scarl More
2021-05- |Healthcare . o . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl
8596 EU-EC- ik 57 Professional EEA glan 85 [Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) ; isation - /a - [22d - 2 {DF} - Intramuscular])
E ! ears
10008808300
Elick or scal | * : More COVID-19 MRNA VACCINE MODERNA (CX-
/ =i | 2021-05- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8597 EU-EC- 57 Professional Non EEA 21(1:; S85 Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008808299 applicable - [n/a - 1{DF} - Intramuscular])
Y 5021-05-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8598 . EEA than 85 [Male  |Pemphigoid (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- L2 27 Professional e Int lar])
10008808173 3 cars niramscrar
Elickcor scal 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8599 | EUEC SHER 07 Professional EEA Years Female |Respiratory failure (1d - Fatal - Results in Death) imtmmisatliﬁ)n - Not applicable - [1d - 1{DF} -
10008808167 T ntramuscular])
click or scarl More
2021-05- | Healthcare L . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl
8600 | pipe |3 57 Professional EEA ?:;I:KS Male | Vaccination failure (n/a - Fatal - Results in Death) immunisation - n/a - [22d - 1 {DF} - Intramuscular])
10008808154
gk or scall | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudden - - ) . S
8601 EU-EC- 27 Professional EEA Years Male death (1d- Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008808119; - Drug withdrawn - [1d - 1{DF} - Intramuscular])
2021-05- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8602 : EEA than 85 |Female |Vaccination failure (22d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- : 27 Professional
10008808118 Years Intramuscular])
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Purposes
AMERAN]
8603 2021-05-|Healthcare EEA ?ﬁg;eg 5 |Female Hyperthermia (n/a - Fatal - Results in Death), Hypovolaemic shock (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal mﬁ:ﬁgﬁ [IF\IFSZaINIicable i d(—Sl_ {?)(})%/1_019
EU-EC- 3 27 Professional - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death) PP
. Years Intramuscular])
10008808107
lick or scal : Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged SPIKEVAX [COVID-19 MRNA VACCINE
i (2021-05- Healthcare 65-85 A . oo MODERNA (CX-024414)] (S- COVID-19
8604 . Non EEA Female |Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged |. o .
EUEC | ety 27 Professional Years Hospitalisation), Pulmonary fibrosis (1d - Fatal - Results in Death) immunisation - Not applicable - [/a - 1 {DF} -
10008808026 3 P J ary Intramuscular])
Elick or scall | =3 : COVID-19 VACCINE ASTRAZENECA (CHADOX1
i =4 (2021-05- [Healthcare 65-85 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
8605 BU-EC- 57 Professional EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008807891 - Not applicable - [1d - 1{DF} - Intramuscular])
Asthenia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (11d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), COVID-19 pneumonia (11d - Fatal - Results in Death, Caused/Prolonged
: Hospitalisation, Other Medically Important Condition), Decreased appetite (11d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
8606 21 (2021-05- Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Lactic acidosis (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- - 27 Professional Years Medically Important Condition), Lung infiltration (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (CX-024414)] (S- COVID-19 immunisation - Not
10008807890 Malaise (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (11d - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Respiratory failure (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Tachycardia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
More
2021-05- | Healthcare . - . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl
8607 EU-EC- Iy % 57 Professional EEA t\?an 85 |Female |COVID-19 (1d- Fatal - Results in Death), Vaccination failure (1d - Fatal - Results in Death) mmumisation - 0/a - [1d- .3mL - Intramuscuar])
10008807794 cans
Rlick orscad | & 2021-05- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
8608 BU-EC- iC ; 57 Healthcare EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
10008807422/ 2, Professional Intramuscular])
- [ Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death .
A Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX
21 (2021-05- Healthcare 18-64 P . . o : 024414) [COVID-19 MRNA VACCINE MODERNA
8609 . Non EEA Male  [Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . .
EU-EC- = 27 Professional Years Condition). Producti /a - Fatal - Pulm bolism (n/a - Fatal R (CX-024414)] (S- COVID-19 immunisation - Not
10008806807 k. . ndition), Productive cough( a - Fatal - Rgsults in Death), monary em ism (n/a - Fatal - Results in Death applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Communication disorder (n/a - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
8610 2021-05- |Healthcare Non EEA 65-85 Male Results in Death, Caused/Prolonged Hospitalisation), Disorientation (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- - 27 Professional Years Hospitalisation), Gait disturbance (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - |(CX-024414)] (S- COVID-19 immunisation - Not
10008806530 Results in Death, Caused/Prolonged Hospitalisation), Mobility decreased (n/a - Fatal - Results in Death, Caused/Prolonged |applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation), Productive cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
- =
3 2021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8611 EU-EC- Iz 27 Healthcare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008806513 1 Professional - n/a- n/a])
Elick or scad |;
2021-05- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
% - -
8612 EU-EC- 57 Professional EEA Vears Male  |Death (5d - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008806472
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R - , - Reco -), - L
2021-05- Non More Ataxia (n/a - Fatal - Results in Death) Auditory disorder (n/a - Not vered/Not Resolved ), Disorientation (n/a - Not COMIRNATY [TOZINAMERAN] (S- Immunisation -
8613 ) Healthcare EEA than 85 [Female |Recovered/Not Resolved - ), Dysphagia (n/a - Not Recovered/Not Resolved - ), Paralysis (n/a - Not Recovered/Not Resolved -
EU-EC- x (27 . T n/a - [n/a - n/a - n/aJ)
Professional Years ), Visual impairment (n/a - Not Recovered/Not Resolved - )
10008806469
lick or scal : 2021-05- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8614 EU-EC- ] h 57 Healthcare EEA Vears Female |Influenza like illness (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008806454 B Professional - n/a - Intramuscular])
lick or scal | 753 i 2021-05- Non 65-85 Chills (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (- Immunisation -
8615 : Healthcare EEA Male |), Pancytopenia (n/a - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged
EU-EC- : 27 Professional Years Hospitalisati n/a - [n/a - n/a - n/a])
10008806453 . rofessional ospitalisation)
Qr _scail
2021-05-|Healthcare More : - isation -
8616 EU.EC- 27 Professional |EEA than 85 |Female |Death (n/a - Fatal - Results in Death) CO]YHRN_ATY_[TOZINA]\AERAN] (S- Immunisation
n/a - [n/a - n/a - n/a])
10008806408 Years
- 1 12021.05- Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8617 . EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- oo (27 Professional Years - n/a- n/al)
10008806277
[efick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare 65-85 o L . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8618 EU-EC- : 57 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008806106 : n/a - Intramuscular])
click or sca 502105, | Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
8619 : EEA Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- i 27 Professional Years [a - n/a - n/a])
10008805792
Elickor cal | 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8620 2021-05- |Healthcare EEA 18-64 Male Guillain-Barre syndrome (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- s 27 Professional Years Pulmonary embolism (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death)
- n/a- n/a])
10008805717,
Klick or scad |*
w21 2021-05- Healtheare | 6585 |\, [Back pain (1d- Fatal - Results in Death), Cardiac arrest (0d - Fatal - Results in Death), Chest pain (1d.- Fatal - Results ?/CHADON%AI}%\‘SB)?(SV_A}CGMIE ASTRAZER _JE[E/‘:
EU-EC- i 27 Professional Years in Death), Influenza like illness (n/a - Unknown - )
- n/a- n/a])
10008805714
i COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-05- | Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8622 EU-EC- 1 57 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008805639 Unknown - [n/a - 1 {DF} - Intramuscular])
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- 5021-05- |Health 18-64 COVID-19 (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (14d - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - COVID-19
8623 | Lipc 37 el Pea care - IEEA 3 Male |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (14d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
oo rofessional Years Hospitalisation) Intramuscular])
10008805464 P
Acidosis (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Acute kidney injury (4d - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Ascites (4d
- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Brain injury (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cardiac arrest (4d - Fatal - Results in Death, Life Threatening, Caused’Prolonged Hospitalisation, Other
Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coagulopathy (4d - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Encephalopathy (4d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Epistaxis (4d - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Feeling abnormal (4d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Gastrointestinal haemorrhage (4d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), General physical health deterioration (4d - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemodynamic instability (4d - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Hepatic function abnormal (4d - Fatal - Results in Death, Life
i Threatening, Caused/Prolonged Hospitalisation), Hepatomegaly (4d - Fatal - Results in Death, Life Threatening, COVID-19 MRNA VACCINE MODERNA (CX-
4 12021-05- ' Healthcare 18-64 Caused/Prolonged Hospitalisation), Hypotension (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
8624| pupc | S 27 Professional  |NOmEEA |(, 0 |Female Hospitalisation), Ischaemic hepatitis (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,  |(CX-024414)] (S- COVID-19 immunisation - Not
10008805414 Other Medically Important Condition), Mental status changes (4d - Fatal - Results in Death, Life Threatening, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (4d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Periportal oedema (4d - Fatal - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary embolism (4d - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary
infarction (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Pulseless electrical activity (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Renal impairment (4d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory failure (4d - Fatal - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Right ventricular dysfunction (4d|
- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Right ventricular failure (4d - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Seizure (4d -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Unresponsive to stimuli (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically!
Important Condition)
ik or scad | COVID-19 VACCINE ASTRAZENECA (CHADOXI1
8625 EU-EC- 5321_05_ E:sg;:ﬁfal Non EEA ?(?: ﬁ: Female [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) ?chol V]E 1:9))(][2\?8331] S)YEZCE}[/T I.Ahﬂsrmm?
10008805387 n/a - Intramuscular])
Non
2021-05- Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
86261 pupc | 27 g"gg;;fjal Non EEA o cifieq Female |Lymphoma (2wk - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1/a - /)
10008805372;
oLl Non
8627 EU-EC- %221_05_ Healthqare EEA :i ;?_2 Male  |Epistaxis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) %ﬂgﬁgﬁ ggigﬁgﬁw/f ;12(?\1:[/3)1 ’
10008805193 T Professional
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Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anticoagulant therapy (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Chest tube insertion (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Death (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged
Ehick or scal Hospitalisation), Encephalopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Endotracheal
intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intensive care (n/a - Fatal - Results in COVID-19 VACCINE JANSSEN (AD26.COV2.9)
i |2021-05-|Healthcare 65-85 PRTIY . o . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
8628 | EU.EC- 27 Professional Non EEA Years Male  |Death, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Fatal - Results in Death, Caused/Prolonged Immunisation - Not applicable - [n/a - n/a -
10008804952 Hospitalisation), Peripheral ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown]) PP
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal replacement therapy (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Shock (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Thrombectomy (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)

- Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest X-ray abnormal (n/a - Fatal - Results in

A More Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important Condition), COVID- 19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare . i T ] . 024414) [COVID-19 MRNA VACCINE MODERNA
8629 . Non EEA  [than 85 |Female |Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in . L
EU-EC- 27 Professional Bovrmer: ! PYSRTIRVY: (CX-024414)] (S- COVID-19 immunisation - Not
10008804518 Years Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), applicable - [n/a - 1{DF} - Intramuscular])
L Somnolence (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
ik orsca | BT Non COVID-19 VACCINE (AD26.COV2-S
8630 ; d12021-05- Healthcare EEA Not Female Cerebrovascular accident (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal -  |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE

EU-EC- | & 27 Professional Specified Results in Death, Other Medically Important Condition) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10008804152/ = applicable - [n/a - n/a - Unknown])

Elick or scal ; Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
8631 202105 yoithcare [NonEEA |18 |Female |Death (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (8-
EU-EC- 1 (27 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008804092 Unknown])
i Chest discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
2l (2021-05- (Healthcare 65-85 T ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8632 : Non EEA Male  [Death, Caused/Prolonged Hospitalisation), Productive cough (n/a - Fatal - Results in Death, Caused/Prolonged . .

EU-EC |42 27 Professional Years Hospitalisation), Sputum discoloured (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008804007 : P d P applicable - [1/a - 1 {DF} - Intramuscular])
o=l Body temperature increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (0d - Fatal - Results

; Non More in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged
8633| Lupe |3 3321-05- Healthcare ~ [EEA than 85 |Male  [Hospitalisation), Delirium (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disorientation (n/a - Fatal - i)/zd}ﬁﬁTY [TOZINAMERAN] (8- n/a- n/a- [n/a
10008803757 2, Professional Years Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
: More COVID-19 MRNA VACCINE MODERNA (CX-
8634 1 | 2021-05- | Healthcare Non EEA  |than 85 |Female Brain stem thrombosis (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- Rl = 127 Professional Vears Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not

10008803686 TE applicable - [n/a - 1{DF} - Intramuscular])
% |2021-05- | Healtheare 65-85 Abdominal pain (1/a - Fatal - Results in Death), Angiopathy (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results |- i A1 Y [TOZINAMERAN] (S- COVID-19
8635 . EEA Male |, immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- , L4 127 Professional Years in Death) More in ICSR]
10008803668 : ore in ICSR])
: More COVID-19 MRNA VACCINE MODERNA (CX-
8636 24 (2021-05-|Healthcare Non EEA  |than 85 Male Asthma (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- |52 27 Professional Vears ‘Wheezing (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not

10008803487/ =ifa applicable - [n/a - 1{DF} - Intramuscular])
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Date Quali Regulatory p
Purposes
:¥% 12021-05- |Healthcare 65-85 Acute respiratory distress syndrome (18d - Fatal - Results in Death, Other Medically Important Condition), COVID-19 ﬁéﬁ%&gﬁ?&?mé(\g\%ﬁ
8637 EU-EC- th 27 Professional |Non EEA  |years [Male  |pneumonia (18d - Fatal - Results in Death, Other Medically Important Condition), Sepsis (18d - Fatal - Results in Death, |. . .
3 — A ; . immunisation - Not applicable - [n/a - 1{DF} -
10008803340 Other Medically Important Condition), Vaccination failure (18d - Fatal - Results in Death) Intramuscular])
Asthenia (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Autoimmune disorder (2d -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Blood
creatinine increased (n/a - Fatal - Results in Death), Blood disorder (4d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Blood pressure decreased (1d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Blood sodium decreased (23d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Blood urea increased (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in
Death, Other Medically Important Condition), Enzyme level increased (23d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Fluid retention (15d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Haemoglobin decreased (6d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death, Other Medically Important
Condition), Haemorrhage (57d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Hepatic enzyme increased (23d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Hypopnoea (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
or scai 209105 Health 65-85 Hospitalisatior%; Immsﬁne thrombocytygpepnia (351— Fatal - Results in Death, Life Threatening, %aLsed/Prolongﬁage g‘&[ﬁ' IWIXW\X%?ENQé%)ERN A
8638 | Lpc 27 e Peat Ca¢  INon EEA g Female |Hospitalisation, Other Medically Important Condition), Immune thrombocytopenia (n/a - Fatal - Results in Death, Other ! . L
-EC- | i rofessional Years Medically T " . - Fatal - X ife Thr - (CX-024414)] (S- COVID-19 immunisation - Not
10008803218| & cally Important and;ﬂop), Incr;asedtel?dcncy to bruise (57d - Fatal - Results in Death, L} e Threatening, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Joint swelling (30d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Mobility decreased (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Multiple organ dysfunction syndrome (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Pain in extremity (4d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Peripheral swelling (30d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Platelet count decreased (56d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Pneumonia (30d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Pulmonary oedema (30d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death), Sepsis (3d - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Thrombophlebitis superficial (30d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Thrombotic thrombocytopenic purpura (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination
complication (57d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Qr _scail q
il (2021-05-|Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (2d - Fatal - Results G)MIRNATY [TOZINMRAN] (8- COVID-19
8639 EU-EC- 57 Professional EEA Vears Female in Death. Ca ) Hospitalisati immunisation - Not applicable - [n/a - .3mL -
ot in Death, Caused/Prolonged Hospitalisation) Intramuscular])
10008802401 "o o
Rlickor scal | 5021-05- | Healthcare 65-85 COVID-19 (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (5d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
8640 : EEA Male  |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (5d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
EU-EC- o L 127 Professional Years Hospitalisation) Intramuscular])
10008802362 ; P
: Cerebral haemorrhage (2d - Fatal - Results in Death, Other Medically Important Condition), Cerebral thrombosis (5d - Fatal |COVID-19 MRNA VACCINE MODERNA (CX-
8641 =12021-05- Healthcare Non EEA 65-85 Male || Results in Death, Other Medically Important Condition), Cerebrovascular accident (5d - Fatal - Results in Death, Other (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- iz 27 Professional Years Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Hemiplegia |(CX-024414)] (S- COVID-19 immunisation - Not
10008802272 (2d - Fatal - Results in Death, Other Medically Important Condition), Palpitations (2d - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
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Abdominal distension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
. Condition), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Elick or scall | %= T Condition), Food refusal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
. . . 7 SRR . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
=1 (2021-05- Healthcare 65-85 Condition), Intestinal obstruction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly,
8642 : Non EEA Female ) " > . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 27 Professional Years Other Medically Important Condition), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged n/a - Intramuscular]), [INFLUENZA VACCINE] (S-
10008802213 Hospitalisation, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged a - n/a- [n/a- n/a ” na))
Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Sepsis (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
- Craniocerebral injury (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal -
: Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Head injury (n/a - Fatal - Results in Death, Other COVID-19 VACCINE ASTRAZENECA (CHADOXI
=1 (2021-05-|Healthcare 18-64 - " . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8643 . EEA Female |Medically Important Condition), Pyrexia (2d - Recovered/Resolved - ), Subarachnoid haemorrhage (n/a - Fatal - Results in :
EU-EC- i 27 Professional Years Life Thr ine Caused/Prolonged Hospitalisati Subdural h hage (n/a - Fatal N Lif (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008802207 & g Death, ife eatening, Cause rolonged ospitalisation), aemorrhage (n/a - Fatal - Results in Death, Life - 1mL - Intramuscular])
Threatening, Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown - )
Intestinal obstruction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
m L More Condition), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8644 b [2021-05-|Healthcare Non EEA  |than 85 |Male Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 27 Professional Vears Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008802206 Condition), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important - n/a - Intramuscular])
Condition)
Elickorscad |* COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 65-85 . . .\ 024414) [COVID-19 MRNA VACCINE MODERNA
8645| puRc | B 27 Professional |"O" EEA  lyors  [Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008802146 applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-05- Healthcare 18-64 L o . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8646 BU-EC- 57 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008802090 n/a - Intramuscular])
Elickcor scad | = : 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8647 ; : EEA Male  |Erythema (1d- Fatal - Results in Death), Ocdema peripheral (1d - Fatal - Results in Death) immunisation - Not applicable - [1mo - .3mL -
EU-EC- 27 Professional Years Int ular])
10008801872 ramusear
. COVID-19 MRNA VACCINE MODERNA (CX-
2d (2021-05-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8648 EU-EC- f: 57 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008801817 applicable - [n/a - 1{DF} - Intramuscular])
8649 A (2021-05-|Healthcare EEA 65-85 Female Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (13d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- Eh 27 Professional Years in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008801670 "o
S : COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-05- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8650 EU-EC- 5 57 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008801612 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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- Aggression (n/a - Unknown - ), Agitation (n/a - Unknown - ), Anger (n/a - Unknown - ), Cognitive disorder (n/a - Unknown -
), Death (1d- Fatal - Results in Death, Other Medically Important Condition), Diet refusal (n/a - Unknown - ), Fall (n/a - | o1 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 Sy B . " 024414) [COVID-19 MRNA VACCINE MODERNA
8651 . Non EEA Female |Unknown - ), Fluid intake reduced (n/a - Unknown - ), Hallucination (n/a - Unknown - Other Medically Important Condition), . i
EU-EC- = 27 Professional Years e . . . (CX-024414)] (S- COVID-19 immunisation - Not
10008801525 . Irritability (n/a - Unknown - ), Neurological symptom (n/a - Unknown - ), Paranoia (n/a - Unknown - ), Screaming (n/a - applicable - [n/a - 1{DF} - Intramuscular])
Unknown - ), Wheelchair user (n/a - Unknown - )
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
8652 2021-05- |Healthcare Non EEA 18-64 Male Carotid artery thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary embolism (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- , iy |27 Professional Years - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008801392 FFespEatch n/a - Intramuscular])
B B2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - , - - . S
8653 EUEC | & 57 Professional Non EEA Vears Female |Cerebral venous thrombosis (n/a - Fatal - Results in Death), Haemorrhagic stroke (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008801384 - Not applicable - [n/a - n/a - Intramuscular])
Qr _scail L
8654 2021-05-|Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Dementia (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : 1 (27 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008801346
m e Non Abdommal.pam (10d - Recovere(i‘/Resolved-— Other Medically Important Condition), De_ath (n/a - Fatal - Resql‘ts in Death, SPIKEVAX [COVID-19 MRNA VACCINE
8655 2021-05- Health EEA 65-85 Femal Other Medically Important Condition), Fatigue (10d - Recovered/Resolved - Other Medically Important Condition), MODERNA (CX-024414)] (S- n/a - n/a - [n/a - 1 {DF}
EU-EC- |4 27 Pre(?fes;:i?)r::al Years | o2 |Myocardial infarction (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other  Intramusc ular])- -ma-ma-ina-
10008800939 Medically Important Condition), Pain in extremity (10d - Recovered/Resolved - Other Medically Important Condition)
COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8656 BU-EC- 27 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008800565 y applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal |} Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8657 EU-EC- ] 57 E:j%ik;sciirgal Non EEA Vears Female [COVID-19 (n/a - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008800519 applicable - [n/a - 1{DF} - Unknown])
_ COVID-19 MRNA VACCINE MODERNA (CX-
More ) ‘ ) S 024414) [COVID-19 MRNA VACCINE MODERNA
3658 3 2021-05- Healthc'are Non EEA  |than 85 |Female Oerebral haemorrhage (n/a.- fatal - Results in Death, Life T.hreatenmg, Camed/Prplonged Hospltahsatlo.n? Disabling, Other (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 27 Professional Years Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition) applicable - [/a - 1 {DF} - Intramuscular - More in
10008800356 ICSR])
. Acute respiratory distress syndrome (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Blicicor scal |*=3 Important Condition), COVID-19 (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 COVID-19 MRNA VACCINE MODERNA (CX-
8659 2021-05-|Healthcare Non EEA 18-64 Male pneumonia (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 27 Professional Years Hypertension (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (26d|(CX-024414)] (S- COVID-19 immunisation - Not
10008800199 - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Type 2 diabetes applicable - [n/a - 1{DF} - Intramuscular])
mellitus (26d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
m b Arteriosclerosis coronary artery (2d - Fatal - Results in Death), Cold sweat (n/a - Unknown - ), Coronary artery occlusion  |[COVID-19 MRNA VACCINE MODERNA (CX-
8660 2021-05- | Healthcare Non EEA 18-64 Male (2d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 1 127 Professional Years Medically Important Condition), Dyspnoea (n/a - Unknown - ), Hypotension (n/a - Unknown - ), Paraesthesia (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008800120 & Unknown - ) 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=10008800199&_xpt=1&_xf=pdf
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COVID-19 MRNA VACCINE MODERNA (CX-
8661 2021-05-|Healthcare Non EEA 65-85 Female Brain oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 127 Professional Years Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008799972 | ; applicable - [n/a - 1{DF} - Intramuscular])
Acute myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Bradycardia (1d - Fatal - |COVID-19 MRNA VACCINE MODERNA (CX-
8662 2021-05- Healthcare Non EEA 65-85 Mal Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal - Results in Death, Other |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- B 27 Professional | 0" Years ¢ [Medically Important Condition), Chest pain (1d- Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death),  [(CX-024414)] (S- COVID-19 immunisation - Not
10008799956, : General physical health deterioration (1d - Fatal - Results in Death), Hypotension (1d - Fatal - Results in Death) applicable - [n/a - 1 {DF} - Intramuscular])
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-05- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
8663 EU-EC- 57 Professional Non EEA Vears Female |Chest discomfort (2d - Fatal - Results in Death), Peripheral coldness (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008799775 applicable - [n/a - 1{DF} - Intramuscular])
or scaij : COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-05- | Healthcare 65-85 . oo . . 024414) [COVID-19 MRNA VACCINE MODERNA
8664 EU-EC- o 3157 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008799712 applicable - [n/a - 1{DF} - Unknown])
Elick or scal | ; : More COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-05- Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
8665 EU-EC- R 127 Professional Non EEA %]{1:;55 Female |Death (1d- Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008799623 ;i applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
£ 12021-05- Healthcare 65-85 Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Resullts in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
8666 : Non EEA Female . . . . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- & 27 Professional Years Medically Important Condition), Moaning (n/a - Fatal - Results in Death) . :
applicable - [n/a - 1{DF} - Intramuscular - More in
10008799579
ICSR])
Elickcor scal - |5021-05- | Healthcare More COVID-19 pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
8667 . EEA than 85 [Male  |SARS-CoV-2 test positive (n/a - Unknown - Other Medically Important Condition), Vaccination failure (n/a - Unknown - ) ol
EU-EC- 27 Professional Years Other Medically Important Condition) immunisation - n/a - [n/a - 1{DF} - n/a])
10008799543 ¥ mp
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-05- [Healthcare 18-64 . . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8668 | LR AN | Professional |NCMEEA  [yrors [Mele  |Chest pain (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008799479 applicable - [n/a - ImL - Intramuscular])
Cardiac valve vegetation (n/a - Fatal - Results in Death, Other Medically Important Condition), Cognitive disorder (n/a -
: Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Device related | cOVID-19 MRNA VACCINE MODERNA (CX-
~ 19021-05- | Healthcare More bacteraemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Encephalopathy (n/a - Fatal - Results [)744] 4) [COVID-19 MRNA VACCINE MODERNA
8669 |  pU.EC 27 Professional Non EEA  |than 85 (Male  |in Death, Other Medically Important Condition), Mental status changes (n/a - Fatal - Results in Death), Motor (CX-024414)] (S - COVID-19 immunisation - Not
10008799420/ Z Years dysfunction (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important applicable - [/a - 1 {DF} - Intramuscular])
Condition)
2021-05- Healthcare 65-85 COVID-19 pneumonia (0d - Fatal - Results in Death), Cardiac failure (0d - Fatal - Results in Death), SARS-CoV-2 test | VArZEVRIA [COVID-19 VACCINE ASTRAZENECA
8670 : EEA Male . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
EU-EC- |& 27 Professional Years positive (1d - Fatal - Results in Death)
10008799356 £ : --SmL - Intramuscular])
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Agonal respiration (1d - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (1d - Fatal -
- : Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically
A Important Condition), Discomfort (0d - Fatal - Results in Death, Other Medically Important Condition), Feeling hot (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-05- Healthcare 65-85 . . - R . - 024414) [COVID-19 MRNA VACCINE MODERNA
8671 . Non EEA Female |Fatal - Results in Death, Other Medically Important Condition), Injection site pain (n/a - Fatal - Results in Death), . .
EU-EC & 127 Professional Years L ia (n/a - Fatal . her Medically I dition). M dial infarction (1d - Unkn (CX-024414)] (S- COVID-19 immunisation - Not
10008799252 ) nsomnia (. a - Fatal - Results 1!1-Death,10t1 er cally Important Condition), Myocardial in arctlgn( - Unknown - applicable - [/a - 1{DF} - Intramuscular])
Other Medically Important Condition), Pain in extremity (n/a - Fatal - Results in Death, Other Medically Important
Condition)
Elick or scal | el Non
8672 i (2021-05- Healthcare EEA 65-85 Female COVID-19 pneumonia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (13d- |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 27 . Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
: - Professional
10008798691
_ COVID-19 MRNA VACCINE MODERNA (CX-
% 02105 Health e 024414) [COVID-19 MRNA VACCINE MODERNA
-U>-|healthcare - : . : - (CX-024414)] (S- COVID-19 imnunisation - Not
8673 | EU.EC- B2 27 Professional |Non EEA  |ye o [Male  |liness (1d - Fatal - Results in Death), Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) gpplicable ) [)13/; 1 {DF} - Intramuscular - More in
10008798637 ICR])
Rlick or scal | Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged QOVID-19 VACCINE ASTRAZENECA.(CHADOX]1
8674 2021-05-|Healthcare Non EEA 65-85 Female |Hospitalisation), General physical health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 7, 127 Professional Years Unknown - Ca > JProlonged Hospitalisation) > (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008798544 P - Not applicable - [n/a - n/a - Intramuscular])
Brain herniation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Elick or scal | ; : Brain oedema (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),  |COVID-19 MRNA VACCINE MODERNA (CX-
8675 i (2021-05-|Healthcare Non EEA 65-85 Female Carotid artery occlusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- & 127 Professional Years Condition), Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10008798493 3 Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Endotracheal applicable - [n/a - 1{DF} - Intramuscular])
intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Eetick or scad |; More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8676 EU-EC- 3157 Professional Non EEA gljanr S85 Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008798377 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-05- [Healthcare 65-85 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8677 EU-EC- 257 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008798268| ; T applicable - [n/a - 1{DF} - Intramuscular])
it 2021-05- |Healthcare More TOZINAMERAN [TOZINAMERAN] (S - COVID-19
8678 : . Non EEA  [than 85 |Male  |Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) . o .
EU-EC- L 127 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10008798222 f
Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (n/a - Fatal -~ |COVID-19 MRNA VACCINE MODERNA (CX-
8679 2021-05- Healthcare Non EEA 65-85 Male |Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3127 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008798185 applicable - [n/a - 1{DF} - Unknown - More in ICSR])
oLscl More
¥4 [2021-05- |Healthcare . COMIRNATY [TOZINAMERAN] (S- n/a - Not
: - - ) .
8680 EU-EC- 27 Professional EA glan 85 Male | Death (0d - Fatal - Results In Death applicable - [n/a - .3mL - Intramuscular])
10008798183 cars
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£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
. on
8681 2021-05- Healthcare EEA 65-85 Male Cough (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 27 P . Years Palpitations (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) - n/a - n/a])
rofessional
10008798048
More
8682 a1 2021-05- Healthcare EEA than 85 |Female Stevens-Johnson syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Toxic COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- x (27 Professional epidermal necrolysis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) - .3mL - Intramuscular])
) Years
10008798047
Abdominal pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Acute myocardial
infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cold sweat (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Life Threatening,
 Srrrraeen) I(—:{aqu/fl{rolgngedgos'pitalisat/ion% Dilplopia (n/a—. Fatal - Re[i‘l;‘ltfr Ln Death, Life Threattlming,ngmeq/Plr'olqngedHeada . COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ (021-05- | Healthcare 18-64 ospitalisation), zziness (n/a - atal - Result's in Death, Life reatempg,'Cal'Jsed/Pro onged Hospital isation), che NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8683 EU-EC- 57 Professional EEA Vears Female |(n/a - Fatal - Results in Death, Llfe Threatening, Camed/Pr(?lor}geq Hospitalisation), Influenza like illness (n/a - FaFal - (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -
10008798042 Results 1 n Death, Life Threatemng? Cgusgd/Prolonged Hospltahs'c}tlon), Nausea (n/a - Fatal - Results in' Death, Llff? Intramuscular])
Threatening, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Retroperitoneal haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Transverse sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vomiting
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
Qr _scail "
8684 g |2021-05- Hea]thc'are EEA 65-85 Female |Death (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 127 Professional Years - n/a- n/a])
10008798040
¥ 12021-05- | Healtheare 65-85 . o SPIKEVAX [COVID-19 MRNA VACCINE
8685 EU-EC- 3157 Professional EEA Vears Male |Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10008798039 a))
COVID-19 MRNA VACCINE MODERNA (CX-
8686 2021-05- Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 127 Professional Years Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797744 ¥ applicable - [n/a - 1{DF} - Unknown])
Eickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
8687 2021-05- | Healthcare Non EEA 65-85 Female Housebound (1d - Fatal - Results in Death), Illness (1d - Fatal - Results in Death), Mobility decreased (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 1 27 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008797743 applicable - [n/a - 1{DF} - Intramuscular])
5 COVID-19 MRNA VACCINE MODERNA (CX-
3688 24 2021-05- Healthcare Non EEA 18-64 Female Apnoea (1d - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7, 127 Professional Years Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797697 applicable - [n/a - 1{DF} - Intramuscular])
[fick or scal Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (n/a - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
8689 112021-05- |Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 27 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10008797663 &2 Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) 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=10008798048&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008798047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008798042&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008798040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008798039&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008797744&_xpt=1&_xf=pdf
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= B More COVID-19 MRNA VACCINE MODERNA (CX-
i :4 (2021-05-|Healthcare . . . 024414) [COMID-19 MRNA VACCINE MODERNA
8690 EU-EC. |2 b 7 Professional Non EEA %1:;:35 Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797655 o applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
£x® 2021-05- Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8691 EU-EC- T (57 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797644 ; applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | § COVID-19 MRNA VACCINE MODERNA (CX-
24 (2021-05- [Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8692 BU-EC- 3157 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797617 applicable - [n/a - 1{DF} - Unknown])
klick or scar A Death (1d- Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Embolic stroke (2d - Fatal - (SO YAD-19 MRNA VACCINE MODERNA. (CX-
8693 gy [2021-05-Healtheare 1 gy (6585 g il |Results in Death, Life Threatening, Other Medically Tmportant Condition), Malaise (2d - Fatal - Results in Death, Life | 2+14) [COVID-19 MRNA VACCINE MODERNA
EUEC | 27 Professional Years Threatonin " <a e v P ' esutls In ed (CX-024414)] (S - COVID-19 immunisation - Not
10008797608| =4 : catent applicable - [/a - 1{DF} - Intramuscular])
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death
= Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diarrhoea (n/a - Fatal - Results in Death, MRN
lickcor scal L, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension COVID-19 /A VACCINE MODERNA (CX-
2021-05- |Healthcare 65-85 ! T . X 024414) [COVID-19 MRNA VACCINE MODERNA
8694 : Non EEA Female |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, . .
EU-EC- 7, 127 Professional Years TI - . - . (CX-024414)] (S- COVID-19 immunisation - Not
10008797559 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intensive care (n/a - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - PP
Fatal - Results in Death, Caused/Prolonged Hospitalisation)
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
8695 | puEC 227 |Professional [NONEEA yeq [Female [Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008797558 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-05- |Healthcare 65-85 . . . .. 024414) [COVID-19 MRNA VACCINE MODERNA
8696 EUEC | 57 Professional Non EEA Vears Male  [Sudden cardiac death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797556 applicable - [n/a - 1{DF} - Intramuscular])
ik or scal | A COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare 18-64 Blood glucose increased (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
8697 Non EEA Female
EU-EC- 127 Professional Years Results in Death), Nausea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008797534 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare 65-85 o L . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8698 EUEC | 7 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10008797525 i n/a - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
8699 . (2021-05-|Healthcare Non EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG-  |E 7, 127 Professional Years Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797448 applicable - [n/a - 2{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-05- Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8700 EU-EC- 3157 Professional Non EEA Years Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797425 ; applicable - [n/a - 1{DF} - Intramuscular])
Abnormal behaviour (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important ~ [COVID-19 MRNA VACCINE MODERNA (CX-
8701 2021-05- |Healthcare Non EEA 65-85 Male Condition), Delusion (n/a - Fatal - Results in Death), Hallucination (n/a - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L 127 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008797385 : applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | § COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 18-64 L L . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8702 BU-EC- 157 Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [V
10008797368 T - n/a - Intramuscular])
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
 (2021-05- Healthcare 65-85 . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8703 EU-EC- 3157 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008797029 ;i n/a - Intramuscular])
m b More Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
8704 2021-05- Healthcare Non EEA  |than 85 |Female Condition), Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 7 127 Professional Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - immunisation - Not applicable - [n/a - n/a - n/a])
= Years
10008796982 Unknown - )
2021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8705 Healthcare EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC |27 Professional Years Not applicable - [n/a - 1 {DF} - Intramuscular])
10008796531 ! - ot apphicable - [n/a - -
m b= T Haematemesis (1d - Fatal - Results in Death), Intestinal ischaemia (1d - Fatal - Results in Death), Melaena (1d - Fatal - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8706 a1 2021-05- Healthcare EEA 65-85 Male Results in Death), Mesenteric vein thrombosis (1d - Fatal - Results in Death), Portal vein thrombosis (1d - Fatal - (CHADOXI NCOV-19)] (S- COVID-19 immunisation
EU-EC- Ly (27 Professional Years Results in Death), Splenic vein thrombosis (1d - Fatal - Results in Death), Thrombocytopenia (1d - Fatal - Results in ~ |* Not applicable - [nva - .5mL - Intramuscular])
10008796062 ; Death) PP :
74 Non
3% (2021-05- 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
8707 EU-EC- rilo- Eeatlﬁthc_are | EEA Vears Female |Cardiopulmonary failure (5d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10008796008 rofessiona
8708 C 2 2021-05- |Healthcare |0\ 65-85 |\pe |Confusional state (1d- Fatal - Results in Death), Intestinal ischacmia (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | %0 2 Professional Years ale immunisation - n/a - [n/a - .3mL - Intramuscular])
10008795995 ;
% [2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
8709 EUEC |§ 57 Professional EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death) - n/a- n/al)
10008795651
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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
o Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute pulmonary oedema (n/a - Fatal
Elick or scal | = : - Results in Death, Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Unknown - Caused/Prolonged
8710 il (2021-05- Healthcare Non EEA i\ﬁ:;eg 5 |Female Hospitalisation), Cardiac failure acute (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Delirium (n/a - ﬂiﬂgﬁgﬁ ggﬁmﬁgﬁw d(_SI;/EI_)VlD-19
EU-EC- 126 Professional Vears Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypotension Intramuscular]) PP
10008795448| & (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Tachycardia (n/a - Unknown - Caused/Prolonged Hospitalisation)
Klick or scal | ;
2021-05- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S -
8711 EU-EC- 6 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) immunisation - n/a - [1va - .3mL - n/a - More in ICSR])
10008795423 ;i
More COVID-19 MRNA VACCINE MODERNA (CX-
8712 2021-05- Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (1d - Fatal - Results in Death), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7, 26 Professional Vears Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008795385 applicable - [n/a - 1{DF} - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare Not - . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8713 BU-EC- 126 Professional Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008795306 a: applicable - [n/a - 1{DF} - Unknown])
Elick or cal | 2021-0 Ith 18-64 Agonal respiration (1d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in gEEI%NAIXMI\ﬂ?NiE X%%NA(()O(- A
8714 o -05- Fealt care Non EEA 3 Female |peath, Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically ! D- V T ) M DERN
EU-EC- B (26 Professional Years Tmpo r{ant Condition) ? ? (CX-024414)] (S- COVID-19 immunisation - Not
10008795305 mp applicable - [n/a - 1{DF} - Intramuscular])
click or scarl T More Asthenia (35d - Fatal - Results in Death), Confusional state (35d - Fatal - Results in Death), Death (35d - Fatal - Results (COVID-19 MRNA VACCINE MODERNA (CX-
8715 2021-05- | Healthcare Non EEA  |than 85 Male in Death, Other Medically Important Condition), Decreased appetite (35d - Fatal - Results in Death), Delirium (35d - Fatal{024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | & = |26 Professional Vears - Results in Death, Other Medically Important Condition), Fall (35d - Fatal - Results in Death), Fatigue (35d - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10008795280 ¥ Results in Death), Headache (35d - Fatal - Results in Death) applicable - [n/a - 1{DF} - n/a])
klick or scal | ; ; Non
8716 A (2021-05- Healthcare EEA 18-64 Male Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Metastases to lung (/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 126 Professional Years Death, Caused/Prolonged Hospitalisation) - n/a - Intramuscular])
10008795218 olession
; COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-05-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
¥ : - - ) . g
8717 puEc %26 |Professional |NOMEEA |yeys [Male |Dyspnoca (n/a- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008795016 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ] Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in COVID-19 A VAI RN, MO:D:HERN]E A (CX-
8718 2021-05- Healthcare o ppa 1864 Iyp 1o e aeh, Other Medically Tmportant Condition), Loss of consciousness (n/a - Fatal - Results in Death, Other Medicall: 024414) [COVID-19 A VA MODERNA
EU-EC- Y 126 Professional Years 1Lor{am Condition) v imp g esuils In Dea y (CX-024414)] (S- COVID-19 immunisation - Not
10008794989 mp applicable - [n/a - 1{DF} - Intramuscular])
Aortic dissection (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Elick or scal | &= Cerebrovascular accident (21d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |COVID-19 MRNA VACCINE MODERNA (CX-
8719 2021-05- | Healthcare Non EEA 65-85 Male Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Lung disorder (21d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG-  |Ed 26 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (21d - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008794878 Hospitalisation, Other Medically Important Condition), Renal impairment (21d - Fatal - Results in Death applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
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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
Chills (1d - Fatal - Results in Death), Cough (1d - Fatal - Results in Death), Dizziness (13d - Fatal - Results in Death),
Elickor scal | ; : Feeling abnormal (1d - Fatal - Results in Death), Headache (13d - Fatal - Results in Death), Loss of consciousness (1d-  |COVID-19 MRNA VACCINE MODERNA (CX-
8720 ad (2021-05-|Healthcare Non EEA 18-64 Male Fatal - Results in Death, Other Medically Important Condition), Pain in extremity (15d - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 1 |26 Professional Years Peripheral swelling (15d - Fatal - Results in Death), Pulmonary embolism (1d - Fatal - Results in Death, Other Medically |(CX-024414)] (S- COVID-19 immunisation - Not
10008794867 Important Condition), Pyrexia (1d - Fatal - Results in Death), Restlessness (1d - Fatal - Results in Death), Vision blurred |applicable - [n/a - 1 {DF} - Intramuscular])
(13d - Fatal - Results in Death)
Bk orscad || COVID-19 MRNA VACCINE MODERNA (CX-
8721 2021-05- |Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory disorder (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Years Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008794834/ § applicable - [n/a - 1{DF} - Intramuscular])
WL COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
8722 g [2021-05- Healthare Non EEA 65-85 Male  |Caused/Prolonged Hospitalisation), Hypoxia (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Years Medically fmportant Condition) > EE—— > (CX-024414)] (S- COVID-19 immunisation - Not
10008794829 : ¥ imp applicable - [n/a - 1{DF} - Intramuscular])
Qr _scail a
8723 4 12021-05- | Healthcare EEA 65-85 Male Cough (n/a - Fatal - Results in Death), Food refusal (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC-  |& L3 |26 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008794729 2
w3EE 2021-05- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- - J . - - —)
8724 | gU.EC 26 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death na - [/a - n/a - n/a])
10008794701
m i o Abdominal pain upper (n/a - Fatal - Results in Death), Acute myocardial infarction (n/a - Fatal - Results in Death), COVID-19 VACCINE (AD26.COV2-S
.4 (2021-05- [Healthcare 65-85 : - . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
8725 . EEA Male  |Coronary artery embolism (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - e
EU-EC 3|26 Professional Years Results in Death), Troponin increased (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
10008794695 4 > rop 4 [0/a - /a - n/a])
: COVID-19 MRNA VACCINE MODERNA (CX-
d (2021-05-|Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
8726 EU-EC- 26 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008794475 applicable - [n/a - 1{DF} - Intramuscular])
= Absence of immediate treatment response (1d - Fatal - Results in Death), Cardiogenic shock (1d - Fatal - Results in
Rlick or scal A Death, Other Medically Important Condition), Endotracheal intubation (1d - Fatal - Results in Death), Hypotension (1d- (QOVID-19 MRNA VACCINE MODERNA (CX-
xd 2021-05- Healthcare 65-85 e R . . . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8727 . Non EEA Male  |Fatal - Results in Death), Intensive care (1d - Fatal - Results in Death), Mechanical ventilation (1d - Fatal - Results in . e
EU-EC- 7, 26 Professional Years - .. T - . p (CX-024414)] (S- COVID-19 immunisation - Not
T Death), Pulseless electrical activity (1d - Fatal - Results in Death, Other Medically Important Condition), Sedative therapy . .
10008794421 R applicable - [n/a - n/a - Intramuscular - More in ICSR])
L (1d- Fatal - Results in Death
Elick or scal | SLAEmtm Atrial fibrillation (2d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in  |COVID-19 MRNA VACCINE MODERNA (CX-
8728 13 4 12021-05- | Healthcare Non EEA 65-85 Female Death, Other Medically Important Condition), Lung consolidation (2d - Fatal - Results in Death), Nausea (n/a - Unknown -|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- |t 126 Professional Years ), Septic shock (2d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (2d - Fatal - |(CX-024414)] (S- COVID-19 immunisation - Not
10008794352/ 2 ; Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - ) 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
Abdominal pain upper (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (23d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), COVID-19 (23d - Fatal - Results in Death, Caused/Prolonged
ik orscad | =iy Hospitalisation),_ @VID—IQ pneumonia (23d - Fatal.— Results in Death, Caused/Prolqng@d Hospitalisation, Other Medically |yy1p.19 MRNA VACCINE MODERNA (CX-
4729 2021-05- |Healthcare Non EEA 65-85 Female Importan.t Condition), Chills (23d - Fatal - Results in Death Caused/Prolonged Hosp}tahsatlon), Dyspnoea (23d- Fatal - |(r441 4) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ? 26 Professional Years Results in Death Caused/Prolonged Hospitalisation), Fatigue (23d - Fatal - Results in Death Cnged/Prolonged (CX-024414)] (S - COVID-19 immunisation - Not
BE% Hospitalisation), Nausea (23d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (23d - Fatal - ;
10008793719 TR : applicable - [n/a - 1{DF} - Intramuscular])
Results in Death, Caused/Prolonged Hospitalisation), Wheezing (23d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
Kl or scal |; Chest pain (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Death (1/a - Fatal - Results in Death, [COVID-19 MRNA VACCINE MODERNA (CX-
8730 2021-05-|Healthcare Non EEA 18-64 Male Other Medically Important Condition), Lymph node pain (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L3y |26 Professional Years Death), Myalgia (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically |(CX-024414)] (S- COVID-19 immunisation -
10008793553 ; Important Condition) Unknown - [n/a - 1{DF} - Unknown])
or scaij : COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-05- (Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8731 EU-EC- 26 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008793473 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ; Non COMIRNATY COVID-19 MRNA VACCINE
2021-05- 65-85 . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
- -
8732 EU-EC- R 26 E:jggsciirgal EEA Vears Male  |Death (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008793352 : -n/a-n/a-[n/a-.3mL - Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- Not o . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8733 EU-EC- 126 lf)lﬁzkslscizrgal Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008793117 applicable - [n/a - 1{DF} - Intramuscular])
Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Brain natriuretic peptide increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chronic
obstructive pulmonary disease (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, Other Medically Important Condition), Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged ~ |COVID-19 MRNA VACCINE MODERNA (CX-
8734 2021-05-|Healthcare |\ pry [65-85 | o [Hospitalisation), Hypomagnesaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mental status 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- | % y |26 Professional Years changes (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pleural effusion (n/a - Fatal - Results in Death, ((CX-024414)] (S- COVID-19 immunisation - Not
10008792989 Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, ~[applicable - [n/a - 1{DF} - Intramuscular])
Other Medically Important Condition), Respiratory failure (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)
4735 200105 Rt e lpEa (6585 |ype  |Arterioselerosis (- Ftal - Results in Death, CawsedProlonged Hospitalistion), Embolism (wa - Fatal - Resutsin |00 (F VSO RCASIRAEAN EA TR
EU-EC- 26 . Years Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Professional n/a- [n/a-n/a-n/a])
10008792853
gk or scall | =i : Non Abnormal behaviour (n/a - Unknown - ), Aphasia (n/a - Unknown - ), COVID-19 (n/a - Unknown - ), Cough (/a - Unknown - [COVID-19 MRNA VACCINE MODERNA (CX-
8736 i12021-05- Healthcare  |Non EEA 65-85 Male ), Death (1d - Fatal - Results in Death), Delirium (n/a - Unknown - Other Medically Important Condition), Dysphagia (n/a -{024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |t 126 Professional Years Unknown - ), Dyspnoea (n/a - Unknown - ), Food refusal (n/a - Unknown - ), Incoherent (n/a - Unknown - ), Pneumonia (n/a [(CX-024414)] (S- COVID-19 immunisation -
10008792785 - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - ) Unknown - [n/a - n/a - Intramuscular])
- 0 |5 021.05- Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
8737 : EEA Male  [Brain death (0d - Fatal - Results in Death), Cardiac arrest (2d - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 26 Professional Years
10008792765 3 3 [n/a - n/a - n/al)

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=10008792989&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008792853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008792785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008792765&_xpt=1&_xf=pdf
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8738 2021-05- |Healthcare EEA than 85 |[Female Aphasia (n/a - Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Hemiplegia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 26 Professional Vears Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008792534
Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Blood urine
: present (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8739 220 2021-05-|Healthcare Non EEA 65-85 Male Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haematuria (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |¢ 26 Professional Years Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haemorrhage (n/a - Not [(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008792444 Recovered/Not Resolved - Other Medically Important Condition), Thrombosis (n/a - Not Recovered/Not Resolved - Other  |n/a - Intramuscular])
Medically Important Condition)
; Non COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-05- Not . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8740 BU-EC- 126 Erejlftelgscizrga] Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008792273 & applicable - [n/a - 1{DF} - Unknown])
» = | B | . ) ) . ! ) ) . ! ) ) .
More Asthenia (n/a - Fatal - Results in Death). COVID-19 (n/a - Fatal - Results in Death), Cough (10d - Fatal Ressllts in COMIRNATY [TOZINAMERAN] (S- COVID-19
8741 =1 (2021-05-|Healthcare EEA than 85 [Male Death), Dyspnoea (10d - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), immunisation - Not applicable - [n/a - n/a -
EU-EC- L+ |26 Professional Vears Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (10d - Fatal - Results in Death), Respiratory rate Intramuscular]) PP
10008792257 : decreased (n/a - Fatal - Results in Death)
gk or scall | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
8742 21 2021-05-|Healthcare Non EEA 65-85 Male Gastrointestinal haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (n/a-  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC ¢ ZH (26 Professional Years Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008791970 n/a - Intramuscular])
Abdominal pain (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Adrenal haemorrhage (5d - Fatal - CCINE RAZE CHADO
or scai Results in Death, Caused/Prolonged Hospitalisation), Adrenal thrombosis (5d - Fatal - Results in Death, Caused/Prolonged COVID-19 VA AST INECA ( Xl
2021-05-|Healthcare 18-64 PRTIY . TIOE NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8743 . EEA Male  |Hospitalisation), Cerebral haematoma (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhage . .
EU-EC- 26 Professional Years . ial (2d.-. Fatal X Caused/Prol Hospitalisati Thrombo ia (5d.- Fatal . |(CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008791104 3 intracranial (2d - Fatal - Results in Death rolonged Hospitalisation), Thrombocytopenia (5d - Fatal - Results in | Not applicable - [1d- .SmL - Intramuscular])
Death, Caused/Prolonged Hospitalisation) )
Elick or scal | 5021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8744 EU-EC- 6 Healthcare EEA Vears Female |Vaccination failure (11d - Fatal - Results in Death) immunisation - Not applicable - [83d - 1{DF} -
10008790921 | 58 Professional Intramuscular])
2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8745 BU-EC- 6 Healthcare EEA Vears Female |Cardiac arrest (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
1000879091 1| : Professional Intramuscular])
Elick or cal |3 i 2021-05- [Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8746 o : EEA Female [Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 126 Professional Years Intramuscular])
10008790817
i (2021-05- |Healthcare 65-85 Death (n/a - Fatal - Results in Death), Pemphigoid (n/a - Not RecoveredNot Resolved - Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
8747 : EEA Male . immunisation - Not applicable - [29d - 2{DF} -
EU-EC- 26 Professional Years Condition)
10008790816 : 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=10008791970&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008791104&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008790921&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008790911&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008790817&_xpt=1&_xf=pdf
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2 |5021-05- [ Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8748 . EEA Male  |Vaccination failure (6d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- 26 Professional Years Tntramuscular])
10008790758
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8749 puEC &2 26 Professional | L0 Years |Mele |Sudden death (1d- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008790702 - Not applicable - [1d - 1{DF} - Intramuscular])
ik o | Cardiac arrest (0d - Fatal - Results in Death), Cardiovascular disorder (0d - Fatal - Results in Death), Chest pain (0d -
Fatal - Results in Death), Circulatory collapse (0d - Fatal - Results in Death), Foaming at mouth (0d - Fatal - Results in ME
8750 | iR 5221_05_ Ere(ite};scizrg a1 |EEA i{i ;?j Male  |Death), Hyperhidrosis (Od - Fatal - Results in Death), Malaise (Od - Fatal - Results in Death), Sense of oppression (0d - mﬂﬁgﬁ [I:IrchaINlicable 1 n/] f ;]/C:?\f/g)lg
10008790621 Fatal - Results in Death), Skin discolouration (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in PP
b Death), Vomiting (Od - Fatal - Results in Death)
S . 1n Death, Confs
Non Cerebral haemorrhage (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in Death), Confusional state (n/a - Fatal
8751 EU-EC- ¥ 5221-05- Healthcare ~ |[EEA g{iﬁ: Female |- Results in Death), Death (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hypertension (n/a mﬁﬁgﬁ ggﬁINﬁ(ﬁSﬁéé _n/??\:l[/];]-)lg
10008790618 - Professional - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) PP
i
Non More . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
- - - - .l - - $] - 1 3 1
8752 2021-05 Healthcare EEA than 85 |Female Cerebral he.lemorrhage (n/a - Fatal - Results in Death ). Death (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Fatal (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
EU-EC- 26 Professional Vears - Results in Death), Headache (n/a - Fatal - Results in Death) - Not applicable - [/a - n/a - n/a])
10008790617 PP
I (2021-05-|Healthcare More Cerebral haemorrhage (n/a - Fatal - Results in Death), Coagulopathy (n/a - Fatal - Results in Death), Death (n/a - Fatal - VAXZEVRIA [COVID-19 VACCINE AS];RAZENECA
8753 . EEA than 85 |Female . - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- |26 Professional Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) .
Years - Not applicable - [n/a - n/a - n/a])
10008790616
Elickcor sead | % |5021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8754 . : EEA Male  |Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 3 126 Professional Years - Not applicable - [/a - n/a - n/al)
10008790615 PP
Elick or sca E 2021-05- Non Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8755 Healthcare EEA .. tMale |Death (n/a- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC |4 |26 Professional Specified - Not applicable - [n/a - n/a - n/a])
10008790614
%
&% (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
) ; - - ) . S .
8756 EU-EC- x (26 Professional EEA Years Male |Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008790148
ik orscad |; : COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-05- Healthcare 18-64  |Not .. . ] . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
8757 EU-EC- 26 Professional Non EEA Years  |Specified Pneumonitis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008790072 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=10008790616&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008790615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008790614&_xpt=1&_xf=pdf
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EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-05-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8758 EU-EC  |egly 26 Professional EEA Years Female |Pulmonary embolism (0d - Fatal - Results in Death, Other Medically Important Condition) llmtmmlsatll]?n - Not applicable - [n/a - 1 {DF} -
10008789995 % ntramuscular])
lick or scal 9021-05- |Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
8759 : EEA than 85 [Male  |Cerebral haemorrhage (2d - Fatal - Results in Death) MODERNA (CX-024414)] (S- n/a - Not applicable -
EU-EC- | raA 26 Professional v [Wa- SmL - Int lar])
10008789905 ; cars &= -omb - ntramuseuiar
lickcor scal i [5021-05- |Healthcare 18-64 Bradycardia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8760 . Non EEA Male |in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Left ventricular hypertrophy (n/a - Fatal - Results in Death), | e .
EU-EC- 26 Professional Years Pain i ity (n/a - N N Ived . ‘muli (n/a - Fatal - immunisation - Not applicable - [n/a - n/a - n/a])
10008789243 ain in extremity (n/a - Not Recovered/Not Resolved - ), Unresponsive to stimuli (n/a - Fatal - Results in Death)
or scaj More COVID-19 MRNA VACCINE MODERNA (CX-
8761 2021-05- |Healthcare Non EEA  |than 85 |Female Decreased appetite (10d - Fatal - Results in Death), Dyspnoea (10d - Fatal - Results in Death), Fatigue (10d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Vears Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008789129 £ i applicable - [n/a - 1{DF} - Intramuscular])
: 2021-05- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-05- : i i . - N
8762 EU-EC- %6 Professional EEA g];an 85 |Female |Sudden death (0d - Fatal - Results in Death) Wa - [n/a - /a - n/a])
10008788973 cans
2021-05-|Healthcare 65-85 L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
8763 BU-EC- 2% Professional EEA Years Female |(Intestinal infarction (1d - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008788971 =k
BliciCor scal
8764 't [2021-05-|Healthcare EEA i\ﬁ:;egs Male Aphasia (4d - Fatal - Results in Death), Epilepsy (4d - Fatal - Results in Death), Gaze palsy (4d - Fatal - Results in ﬂiﬁlﬁﬁiﬁ ggilNﬁgﬁSﬁ/éé -3(rxn)LV{D-19
EU-EC- 26 Professional Death), Hemiparesis (4d - Fatal - Results in Death), Tongue biting (4d - Fatal - Results in Death) PP ’
Years Intramuscular])
10008788704
% 2021-05- | Health More ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
; -05-|Healthcare Cerebral haemorrhage (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death), Vomiting (1d - Fatal - immunisation - Not applicable - [n/a - .3mL -
8765 | EU-EC e (26 Professional [EEA than 85 \Male | o Death b o) pp -
10008788694 : Years Results In Death) amuscuiar
¥t (2021-05- |Healthcare 65-85 V. EVRIA [COVID-19 VA AST A
8766 : EEA Female |Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | 26 Professional Years wa-Tn/a- SmL - Int ul
10008788282 -wa- [wa-.Sml - Intramuscular])
2 12021-05- |Healthcare 18-64 Aphasia (3d - Fatal - Results in Death), Basilar artery occlusion (3d - Fatal - Results in Death), Brain death (3d- Fatal - | /AL VRIA [COVID-19 VACCINE ASTRAZENECA
8767 : EEA Male N . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 26 Professional Years Results in Death), Coma (3d - Fatal - Results in Death) wa-/a- 5ml -1 uscul
10008788246 -wa- [n/a- . Smi. - 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=10008789995&_xpt=1&_xf=pdf
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- 4y COVID-19 VACCINE (AD26.COV2-S
L4 2021-05- | Healthcare More [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
8768 : EEA than 85 [Male  |Sudden death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- COVID-19
EU-EC- 26 Professional . o ;
it " Years immunisation - Not applicable - [n/a - 1{DF} -
10008788128
Intramuscular])
:
i (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl
8769 EU-EC- 26 Professional EEA Years Male |Sdden death (Od - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008788061 ]
klick or scal
770 4 2021-05-| Healtheare | 6585 |- |Acutekidney injury (n/a- Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a- |- Ovii ol Y []I?ZIN‘h‘I‘[EblR’_\E]/ 5 ?SF\;[? 19
EU-EC- 26 Professional Years CMAC | Eatal - Results in Death ), Pneumonitis (n/a - Fatal - Results in Death) Int sau;) ) ot apphicabie a
10008787990 ntramuscular]
Qr _scail it
8771 =1 2021-05- | Healthcare EEA 18-64 Male Cardiac arrest (0d - Fatal - Results in Death), Epilepsy (0d - Fatal - Results in Death), Pyrexia (0d - Fatal - Results in  [COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 26 Professional Years Death) applicable - [n/a - 1{DF} - Intramuscular])
10008787839
Eickorsad || ! i
8772 2 (2021-05-|Healthcare EEA 65-85 Femal Acute pulmonary oedema (0d - Fatal - Results in Death), Respiratory failure (Od - Fatal - Results in Death), Tachypnoea &Orﬁﬂ?\lﬁpri [{\IF?ZINH blR{\][\rlx]/ (§ —3CH?LV{D19
EU-EC- i 260 Professional Years cmale (0d - Fatal - Results in Death) Int unisa ulo ot apphicabie a-.
10008787727 ; ntramuscular)
& 15021-05- | Healthcare More COVID-19 (6d _Fatal Results in Dea'th Cough (6d - Fatal - Results in Death Drug.meffectlve (6d fatal Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -
8773 . EEA than 85 |[Male  |Death), Hypoxia (6d - Fatal - Results in Death), Oxygen therapy (6d - Fatal - Results in Death), Pyrexia (6d - Fatal -
EU-EC- 26 Professional . L - . n/a - [n/a - n/a - Intramuscular])
Years Results in Death), Vaccination failure (6d - Fatal - Results in Death)
10008787639
s Acquired haemophilia (n/a - Fatal - Results in Death), Anti factor VIII antibody positive (n/a - Fatal - Results in Death),
8774 ) [2021-05- | Healtheare 0 than 85 |Female | Atrial fibrillation (/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in | O VIRNATY [TOZINAMERAN] (8- n/a - n/a - [1d-
EU-EC- 26 Professional Years Death) n/a - Intramuscular])
10008786603 I
Elick or scal | ; COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
8775 puEC %6 |Professional |TCA|yeas |Mile |Cardiacarrest (n/a-Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008786361 i applicable - [1d - n/a - Intramuscular])
Non
8776 2021-05- Healthcare EEA 65-85 Male Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Pulmonary COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 26 . Years embolism (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10008786189;
2021-05-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- n/a - Not
: - - ) .
8777 EU-EC- |& 26 Professional EEA Years Female Death (0d - Fatal - Results (n Death applicable - [n/a - .3mL - Intramuscular])
10008786173 &3
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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 coronary syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory distress
syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Alcohol use (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac
arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Central venous catheterisation (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Endo'tracheal intubation (n/a - Fatal - Results in Death, Caus;d/Prolonged Hospltallsat}on), Hypotension COVID-19 VACCINE JANSSEN (AD26.COV2.5)
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypothermia (n/a - Fatal - Results in Death,
2021-05- | Healthcare 65-85 PRTII . 2 T . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
8778 : Non EEA Male  |Caused/Prolonged Hospitalisation), Intensive care (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Life s .
EU-EC- 26 Professional Years a - Fatal . d/Proloneed Hospitalisation). Multin] it dr /.- Fatal Immunisation - Not applicable - [n/a - n/a -
10008785740| = support (n/a - Fatal - Results in Death, Cau_se /Prolonge: ospital 1sat19r1), L t}p e organ dysfunction syndrome (n/a - Fat Intramuscular])
- Results in Death, Caused/Prolonged Hospitalisation), Pulscless electrical activity (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Substance use (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Supraventricular tachycardia (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Toxicologic test abnormal (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Qr _scail a
1 2021-05- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
8 - R
8779 EUEC e 6 Professional EEA Vears Male  |Cerebral haemorrhage (1d - Fatal - Results in Death) /a - Intramuscular])
10008785654
Rlick orscal | b 15021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8780 EU-EC : %6 Healthcare EEA Vears Female |Cerebral artery embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
_EC- £ ?
10008785489 Professional n/a))
Elick or scad ,
2021-05-|Healthcare 65-85 . oo COMIRNATY [TOZINAMERAN] (S- n/a - Not
8781 puRc 26 Professional | PCA Years [Mble  [Death (Od-Fatal - Results in Death, Caused/Prolenged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008785347
Rlickcor scal | o i 2021-05- |Healthcare 65-85 Abnormal behaviour (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Amnesia (n/a - Fatal - Results in  |SPIKEVAX [COVID-19 MRNA VACCINE
8782 EU-EC- E L 26 Professional EEA Vears Female [Death, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigie |MODERNA (CX-024414)] (S- COVID-19
10008785245 A (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
2021-05- | Healthcare 65-85
E A . . COMIRNATY [TOZINAMERAN] (S- COVID-19
_EC- : - - . S .
8783 | EU-EC 26 Professional [EEA Years |Male |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1Va - 1 {DF} - n/a])
10008785221
[elick or scal |; Non COVID-19 VACCINE (AD26.COV2-S
112021-05- Not . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
. - - e
8784 BU-EC- R 06 E:jggsciirgal EEA Specified Female |Death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.8)] (S- Immunisation - Not
10008784965| = b applicable - [n/a - n/a - Unknown])
Non COVID-19 VACCINE (AD26.COV2-S
% [2021-05- 18-64 . . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
- - X - - e
8785 EU-EC- 2% Ere;lctelgscizr;a] EEA Years Male  |Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
10008784945 applicable - [n/a - 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
WL 2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8786 . EEA Male  |Sudden death (n/a - Fatal - Results in Death), Vascular stent thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 26 Professional Years Int Jlar])
10008784936 nramsear
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory failure (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure congestive (n/a - Fatal - Results in Death MRN, CCINE
Elickcor scal G 12021-05- | Healthcare More Caused/Prolonged Hospitalisation), Decreased appetite (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), ﬁéﬁ‘ﬁ&g‘_ﬁ?&? 4] (SI_X C%VI[H 9
8787 . EEA than 85 [Male  |Dehydration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (13d - Fatal - Results in Death, |. o .
EU-EC- 26 Professional Y Caused/Proloneed Hospitalisation). Malaise (13d - Fatal X CavsedProloneed Hospitalisation). P - [immunisation - Not applicable - [n/a - 1 {DF} -
10008784847 ears aused/Prolonge ospitalisation), aise (13d - Fatal - Resyltg in Death, used/Prolonge ospitalisation), Pneumonia Intramuscular])
viral (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation)
: More
8788 21 2021-05-|Healthcare EEA than 85 |Female Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Guillain-Barre syndrome (n/a - Fatal - Results in | COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 26 Professional v, Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008784652 : cans
2021-05-|Healthcare 18-64 Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coronary artery TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8789 | EU-EC- 26 Professional [NonEEA |years  [Male  |occlusion (n/a - Not Recovered/Not Resolved - Life Threatening), Myocardial infarction (n/a - Not Recovered/Not Resolved - |immunisation - Not applicable - [1d - n/a - n/a])
10008784241 Life Threatening)
: More
8790 a1 | 2021-05- | Healthcare EEA than 85 |Female Cerebrovascular accident (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Recovering/Resolving - ), Respiratory [COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- L1 26 Professional failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
i Years
10008783861
. ¥ 12021-05- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8791 L . EEA Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 26 Professional Years Wa - Int u
10008783660 ; - /a - Intramuscular])
- SPIKEVAX [COVID-19 MRNA VACCINE
i (2021-05- (Healthcare 18-64 . oo MODERNA (CX-024414)] (S- COVID-19
8792 EUEC |8 6 Professional EEA Vears Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .5 -
10008783401 | ¥ : Intramuscular])
Elickcor scal L _- : 5021-05- | Healthcare More Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Disorientation (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
8793 EU-EC- : %6 Professional Non EEA  [than 85 Male  |Death), Pyrexia (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - immunisation - Not applicable - [1d - n/a -
Years Results in Death) Intramuscular])
10008782812,
C
8794 2021-05-|Healthcare Non EEA 65-85 Male Aortic dissection (n/a - Fatal - Results in Death), Essential hypertension (n/a - Fatal - Results in Death), Pericardial TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 26 Professional Years haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL - n/a])
10008782580
: 2 2021-05- Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8795 EU-EC- 26 Healthgare Non EEA Specified Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
10008782431 Professional
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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 ia (n/a - Fatal i Cat It Hospitalisati Cerebral lusion (n/: 'VAXZEVRIA [COVID-19 VA( ASTRAZENECA|
& [2021-05- | Healthcare 65-85 pneumonia (n/a - Fatal - Results in Death, C used/Prolonged Hospital 1§aF10n), ebral artery occlusion (n/a - [ CCINE I NE
8796 . EEA Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC 26 Professional Years Caused/Prolonged Hospitalisation) n/a- [n/a - .SmL - Intramuscular])
10008781805 ' 90 Hosp - rva-lwa-.om.-
Non
8797 2021-05- Healthcare EEA Not Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 26 . Specified Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
) Professional
10008781705
m i '_ 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8798 : . EEA Female |Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 26 Professional Years Int Jlar])
10008781018 ntramuscular]
Qr _scail
2021-05- Healthcare 65-85 ) N COMIRNATY [ TOZINAMERAN] (S- COVID-19
8799 . EEA Male  [Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 26 Professional Years Intramuscular])
10008780933
[elick or scad |; = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8800 2021-05- Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death), Chest pain (n/a - Unknown - ), Pain (n/a - Unknown - ), Pyrexia |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |¢ 26 Professional Years (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008780579 applicable - [n/a - n/a - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
8801 BU-EC- 26 Professional Non EEA ?:;:5 Female |General physical health deterioration (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008780373/ & applicable - [n/a - 1{DF} - Intramuscular])
[lick or scad |; More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8802 EUEC | 26 Professional Non EEA ?:ar; S85 Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008780330 applicable - [n/a - 1{DF} - Intramuscular])
& Non More
8803 3 (2021-05- Healthcare EEA than 85 |Female Asthenia (n/a - Fatal - Results in Death), Balance disorder (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results| COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- 26 . in Death), Visual impairment (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - n/a])
Professional Years
10008779781
Qr _scail L
8804 2021-05- |Healthcare EEA 65-85 Male Haematemesis (1d - Fatal - Results in Death), Nausea (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 26 Professional Years Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008779542
Ageusia (n/a - Unknown - Caused/Prolonged Hospitalisation), Anosmia (n/a - Unknown - Caused/Prolonged Hospitalisation),
. Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important
gk or scall | =2 Condition), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
8805 : 2021-05-|Healthcare Non EEA 65-85 Female Hospitalisation), Myalgia (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged ~ 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Years Hospitalisation), Oropharyngeal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Productive cough (n/a - Unknown |(CX-024414)] (S- COVID-19 immunisation - Not
10008779362 i - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory tract applicable - [n/a - 1{DF} - Intramuscular])
congestion (n/a - Unknown - Caused/Prolonged Hospitalisation), Rhinorrhoea (n/a - Unknown - Caused/Prolonged
Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
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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-
A [2021-05-|Healthcare 18-64 . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
8806 EU-EC- T 26 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008779345 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8807 BU-EC- R 26 Professional Non EEA %1:;55 Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008779326 i applicable - [n/a - 1{DF} - Intramuscular])
8808 et 2021-05- | Healthcare EEA 65-85 Male Cerebral ischaemia (n/a - Fatal - Results in Death), Deep vein thrombosis (n/a - Fatal - Results in Death), Dysphagia (n/a |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 2 |20 Professional Years - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008777038
Qr _scail it
8809 1 (2021-05- Healthcare EEA 65-85  [Not Necrotising fasciitis (0d - Fatal - Results in Death), Oedema (0d - Fatal - Results in Death), Pain in extremity (0d - Fatal -|COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 26 Professional Years  [Specified Results in Death), Subcutaneous emphysema (0d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008777034
Eetick or scal ; Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved [COVID-19 MRNA VACCINE MODERNA (CX-
8810 2021-05- |Healthcare Non EEA 18-64 Male || Life Threatening, Caused/Prolonged Hospitalisation), Feeling abnormal (n/a - Not Recovered/Not Resolved - Life 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Years Threatening, Caused/Prolonged Hospitalisation), Oropharyngeal discomfort (n/a - Not Recovered/Not Resolved - (CX-024414)] (S- COVID-19 immunisation - Not
10008776701 Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Efickor sca | ; ; Non Clinical death (3d- Fatgl - Results in Death Caused/Prolonged Hospitalisation), Haer_nor}*hage (n/a- Un}cnoym - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
2021-05- 65-85 Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Investigation (n/a - CHADOX] NCOV-19)] (S - n/a - Unkn 1/
8811 | puERC ! Healthcare EEA Male - . . ( X1 NCOV-19)] (S- n/a - Unknown - [n/a -
;25 Professional Years Unknown - ), Myalgia (3d - Recovered/Resolved - ), Pyrexia (3d - Recovered/Resolved - ), Severe acute respiratory syndrome |/, _ Intramuscular])
10008778438 - (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
m E Non Abdominal pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-05- Not ; = . 024414) [COVID-19 MRNA VACCINE MODERNA
8812 Healthcare Non EEA .. Male  |Dyspnoea (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Loss of consciousness (n/a - . L
EU-EC- 3 |25 Professional Specified Unknown - Other Medically Important Condition), Vaccination complication (n/a - Unknown - ) (CX-024414)] (8- COVID-19 immmisation - Not
10008778401 ’ applicable - [n/a - 1{DF} - Unknown])
:
2021-05- |Healthcare 65-85 . . oo COMIRNATY [TOZINAMERAN] (S- n/a - Not
8813 EU-EC- L |25 Professional EEA Years Fermale (Ischaemic stroke (26d - Fatal - Results in Death, Cased/Prolenged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008778369 ]
i
8814 X, 2021-05- |Healthcare EEA 65-85 Male COVID-19 pneumonia (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (10d- |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- |k 25 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008778361 = ]
Rlick or scad | 3 : 5021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8815 EU-EC- : 55 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
10008778286 Professional Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
3816 i | 2021-05- Healthcare Non EEA 65-85 Female Asthenia (n/a - Unknown - ), COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L 25 Professional Years (n/a - Unknown - ), Lethargy (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008778090 @l 1B 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=10008778401&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU hl)’cal ICSR Form gate.wa:y Source fountry 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
: : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
% (2021-05- 18-64 Syncope (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
8817 Healthcare Non EEA Male RTIE . .
EU-EC- 25 Professional Years Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008778071 Unknown])
L Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
4 (2021-05- Not o . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
8818 |  Liipc 55 Ereallvthciars | Non EEA Specified Female |Myocardial infarction (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008777894 olessiona Unknown])
i orscad | COVID-19 MRNA VACCINE MODERNA (CX-
% 12021-05-/Non 18-64 i . 024414) [COVID-19 MRNA VACCINE MODERNA
8819 BU-EC- 2% Hea]thgare Non EEA Years Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008777629 2 Professional applicable - [n/a - 1{DF} - Intramuscular])
lick or scal 9021-05- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8820 EU-EC- 5 Healthcare EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008777564 ) Professional - n/a-n/a])
Elickcor scal __ 2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -|
8821 EU-EC- r 55 Healthcare EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10008777557 2, Professional specified)])
- on
8822 202105 eattheare  [EEA |$8° |Female |Death (1a - Fatal - Results in Death), Malaise (n/a - Not Recovered/Not Resolved - ) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 25 Professional Years n/a- [n/a-n/a-n/a])
10008777556 :
Elickcor scad | 5021-05- Non 65-85 Limb discomfort (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death), Pain in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8823 Healthcare EEA Male [extremity (n/a - Not Recovered/Not Resolved - ), Pain in jaw (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism  |(CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 3 |25 Professional Years (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death) - n/a-n/a])
10008777503 ’
i ; Non More
8824 220 2021-05- Healthcare EEA than 85 [Female Cardiac failure (n/a - Fatal - Results in Death), Disturbance in attention (n/a - Not Recovered/Not Resolved - ), Dyspnoea |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 25 . (n/a - Not Recovered/Not Resolved - ), Oedema peripheral (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/aJ)
Professional Years
10008777499 a
d - - i > - =) taatt
 12021-05- Non 65-85 Acut; respiratory distress syndrome (P/a Fatal - Results in Death ) COVID-19 (n/a - Not Recovered/Not Resolve(l ). COMIRNATY [TOZINAMERAN] (S - Immunisation -
8825 Healthcare EEA Female |Cardiac failure (n/a - Fatal - Results in Death), Pulmonary congestion (n/a - Not Recovered/Not Resolved - ), Vaccination
EU-EC- 25 : Years . n/a - [n/a - n/a - n/a])
Professional failure (n/a - Not Recovered/Not Resolved - )
10008777451
Rlick or scad : Non 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
24 12021-05- 65-85 Death (n/a - Fatal - Results in Death), Epistaxis (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not L
8826 Healthcare EEA Female A - (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- i 25 . Years Resolved - ), Injection site pain (n/a - Not Recovered/Not Resolved - )
Professional - n/a - n/aJ)
10008777445
Arrhythmia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
= A Non Death), Cough (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Injection site pain I
4 12021-05- 18-64 > : > . . ATY [TOZINAME -1 -
8827 LuEC 2(5) 05 Healthcare ~ |EEA Yia?'s Male  |(2d - Not Recovered/Not Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (0d - Fatal - S/a)]YI[II;R/I:_ wa _[ n/;)])IN RAN] (8- Immunisation
10008777439 Professional Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Not Recovered/Not Resolved - )
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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
W Non
4 2021-05- 18-64 Angina pectoris (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Myocardial infarction (n/a - COMIRNATY [TOZINAMERAN] (S - Immunisation -|
8828 Healthcare EEA Female .
EU-EC- 25 Professional Years Fatal - Results in Death) n/a- [n/a-n/a-n/a])
10008777433
Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous
8829 et (2021-05- ggj:lthcare EEA 18-64 Female sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically (\g-IXZAIE(\)/)%llAI\I[(%)\\f 1%)59(8\/- ﬁﬁﬁgﬂ%ﬁs‘:
EU-EC- R (25 Professional Years Important Condition), Headache (n/a - Not Recovered/Not Resolved - ), Limb discomfort (n/a - Not Recovered/Not Resolved |* Wa - n/a])
10008777408 -), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
Elikorsad | 2021-05-[N" 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
8830 Healthcare ~ |[EEA Female |Myocardial infarction (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death)
EU-EC- 25 Professional Years n/a - [n/a - n/a - n/aJ)
10008777398 rotessiona
or scaij . . e
Non Hypoxia (n/a - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), s
8831 2021-05- | ealthcare  |EEA 0585 g male Respiratory failure (n/a - Fatal - Results in Death), Somnolence (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 2 Professional Years Hospitalisation) a - [n/a - n/a - n/al)
10008777351 P
Elick or scal | : Non 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8832 = 12021-05- Healthcare EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -
EU-EC- 25 . Years Results in Death), Vaccination site pain (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
Professional n/a))
10008777251
= More COVID-19 MRNA VACCINE MODERNA (CX-
8833 &4 |2021-05- |Healthcare Non EEA  |than 85 [Female COVID-19 (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- o |25 Professional Vears Other Medically Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008776636 applicable - [n/a - 1{DF} - Intramuscular])
Abdominal distension (n/a - Unknown - Caused/Prolonged Hospitalisation), Abdominal pain (n/a - Unknown -
C Caused/Prolonged Hospitalisation), Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically (COVID-19 MRNA VACCINE MODERNA (CX-
8834 2021-05- Healthcare Non EEA 65-85 Female Important Condition), Acute respiratory failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically 024414) [COVMID-19 MRNA VACCINE MODERNA
EU-EC |4 25 Professional Years Important Condition), Metabolic encephalopathy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10008776470 Important Condition), Septic shock (2546min - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other applicable - [n/a - 1{DF} - Intramuscular])
Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8835 EU-EC- T s Professional Non EEA Specified Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008776441 - Not applicable - [n/a - n/a - Intramuscular])
gk or scal | § COVID-19 MRNA VACCINE MODERNA (CX-
2021-05- | Healthcare 18-64 L . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
8836 EU-EC- B s Professional Non EEA Vears Female |Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008776140 applicable - [n/a - 1{DF} - Intramuscular])
: Non COVID-19 MRNA VACCINE MODERNA (CX-
8837 2021-05- Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Heart rate irregular (n/a - Unknown - Other  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 25 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008775845 applicable - [n/a - 1{DF} - Unknown])
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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
2021-05- Non Not Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8838 ; Healthcare ~ [Non EEA . .. _{Death (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 25 Professional Specified Specified a - Int dar])
10008775698 rotession: a - Intramuscular
click or scarl : Acute respiratory distress syndrome (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Bronchitis (n/a -
4 1021-05- o More Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - Immunisation -
8839 EU-EC- ¢ 25 Healthgare EEA than 85 |Female Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged n/a- [n/a- n/a- n/a])
10008775644 Professional Years Hospitalisation), Drug ineffective (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - )
klick or scal | ; : Non
8840 A 12021-05- Healthcare EEA 65-85 Female Abdominal pain (n/a - Not Recovered/Not Resolved - ), Dizziness (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not |[COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 25 . Years Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death) n/a- [n/a-n/a-n/al])
) Professional
10008775623
oLscl Non
8841 202105 | althcare  |EEA 18-64 | omale |Breast pain (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 25 Professional Years n/a- [n/a-n/a-n/a])
10008775529 & 4
- 2021-05-Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -
8842 Healthcare EEA than 85 (Male  |Death (n/a - Fatal - Results in Death)
EU-EC- 25 Professional Y n/a - [n/a - n/a - n/a])
10008775520 rolessiona cans
: Apathy (n/a - Not Recovered/Not Resolved - ), Chills (n/a - Not Recovered/Not Resolved - ), Diarrhoea (n/a - Not XZE CCINE ASTRAZENE
8843 A (2021-05- Egz?lthcare EEA 65-85 Male Recovered/Not Resolved - ), Pallor (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in ?]CHADS/RI)EIAI\I[((IX))\\/{I gﬁg(sv_ Almmmisl:tsizn - a- [r?/l:
EU-EG-  |& 25 Professional Years Death), Pyrexia (n/a - Not Recovered/Not Resolved - ), Respiratory distress (n/a - Not Recovered/Not Resolved - ), Vomiting |* wa-n/a))
10008775481 ofessio (n/a - Not Recovered/Not Resolved - )
Elick or scal |- 502105 |Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8844 : EEA than 85 [Female |Aspiration (1d - Fatal - Results in Death), Pyrexia (2d - Recovered/Resolved - ) immunisation - Not applicable - [1d- .3mL -
EU-EC- ¢ L 25 Professional v Int lar])
10008775164 32 ' cars niramuscriar
COVID-19 MRNA VACCINE MODERNA (CX-
i it Death (n/a - Fatal - Results in Death), Gastrointestinal haemorrhage (/a - Fatal - Results in Death, CausedProlonged |024414) [COVID-19 MRNA VACCINE MéDERNA
8845 2021-05- Healthcare |\ pr ) [65-85 |\ b0 Hospitalisation),. Haematemesis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalise}tion), Impaired healing (/a - |(x-024414)] (S- COVID-19 immunisation - Not
EU-EC-  |f ok |25 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Melaena (n/a - Fatal - Results in Death, Caused/Prolonged  |applicable - [n/a - 1{DF} - Intramuscular - More in
10008774790 x HOSpltallSathﬂ) Iw])
A 5021-05- Non 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8846 EU-EC- 25 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008774788 Professional - n/a- n/a])
[ { S ) . . . Geni ) ) )
ek or scal . Card19 -respiratory arrest (n/g‘ F{ital Results in Death). Cemta-l haemorrhage (n/a qunown Other Medlca-lly Important COMIRNATY [TOZINAMERAN] (S- COVID-19
8847 2021-05- | Healthcare Non EEA 18-64 Female Condition), Physical deconditioning (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - immunisation - Not applicable - [n/a - .3mL -
EU-EC- 25 Professional Years Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death), Uterine haemorrhage (n/a - Unknown - Other Intramuscular]) PP :
10008774519| Medically Important Condition)
%
th (2021-05-|Healthcare 65-85 L . COMIRNATY [TOZINAMERAN] (S- COVID-19
X . - - Results in Death) . S .
8848 EU-EC- o |25 Professional EA Years Fernale | Aortic dissection (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008774472,
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008774790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008774788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008774519&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008774472&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 933 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
W More Arthralgia (n/a - Recovering/Resolving - ), Cerebrovascular accident (n/a - Fatal - Results in Death, Disabling), Chest pain
8849 gz 2021-05- Healtheare —|pp than 85 |Female |(2wk - Recovering/Resolving - ), Delirium (n/a - Recovering/Resolving - Other Medically Important Condition), Malaise (2wk [COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- ; R (25 Professional v Recoveri i N 2wk - Recoveri i Vomitine (n/a - Re 3 Ivi immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008774291 | ¥ ; ears - Recovering/Resolving - ), Nausea (2wk - Recovering/Resolving - ), Vomiting (n/a - Recovering/Resolving - )
Cardiac arrest (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
m 1=l | Important Condition), Gait disturbance (n/a - Unknown - Caused/Prolonged Hospitalisation), Internal haemorrhage (3d - COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-05- | Healthcare 18-64 Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Multiple organ dysfunction syndrome |024414) [COVID-19 MRNA VACCINE MODERNA
8850 EU-EC- 3 25 Professional Non EEA Vears Female |(3d- Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008774173 Caused/Prolonged Hospitalisation), Peripheral embolism (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary applicable - [n/a - 1{DF} - Unknown])
embolism (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
COVID-19 pneumonia (n/a - Fatal - Results in Death), Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation),
o |! Concomitant disease aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Concomitant disease
K 2021-05- | Healthcare 65-85 aggrayatf:d (p/a - Ur_lknpvvn —_CaLsed/Prolonged Hospitalisation), Dehydrat.lonA (n/g - Unknown - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
8851 EU-EC- 55 Professional EEA Vears Male  [Hospitalisation), Disorientation (n/a - Unknown - Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008773942/ 18 Hospitalisation), Inflammation (n/a - Unknown - Caused/Prolonged Hospitalisation), Oedema (n/a - Unknown - ), SARS-CoV-
2 test positive (n/a - Unknown - Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in Death),
Vertigo (n/a - Unknown - )
5021.05-Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8852 EU-EC- 25 Professional EEA than 85 [Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10008773935 Years Intramuscular])
Elick or scal | 2021-05- | Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8853 . EEA than 85 [Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- L (25 Professional Y Int ar])
10008773564 ; cans nlramuseuiar
i i Non QOVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Cough (n/a - Unknown - Other Medically |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8854 4 [2021-05- Healthcare Non EEA 18-64 Male Important Condition), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- % |25 Professional Years Condition), Nasopharyngitis (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Recovered/Resolved-  [(CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008773112 Caused/Prolonged Hospitalisation) n/a - Intramuscular])
%, [2021-05- Non More Death (w/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (n/a - |- O AMERAN [TOZINAMERAN] (S- COVID-19
8855 Healthcare ~ [Non EEA  |than 85 |Female n - immunisation - Not applicable - [1d - n/a -
EU-EC- 25 Professional v, Unknown - Other Medically Important Condition) Intr Jlar])
10008773080 oressiond cans amuscuiar
e COVID-19 VACCINE ASTRAZENECA (CHADOX1
8856 3 2021-05- |Healthcare Non EEA 18-64 Female Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 25 Professional Years Caused/Prolonged Hospitalisation), Urticaria (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008772998 n/a - Intramuscular])
o= || Cardiac 1arre'st (n/a- Fata;l - Results in De;ath ), Dlyspnoea (n/a - Fatal - Results inlDeat‘I;, Caused]/Prolonged
; Hospitalisation), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary MERAN ME
8857| Lipc h 5(5)21_05_ Eﬁ;ﬁfg o |[NonEEA 31{86;?: Female |embolism (n/a - Unknown - Other Medically Important Condition), Pulseless electrical activity (n/a - Fatal - Results in msation i NOE];OZIECNable - d—]nsg: S/(Z]\)/[D_lg
10008772494 Death), Pupil fixed (n/a - Unknown - Other Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in PP
Death), Right ventricular enlargement (n/a - Unknown - )
More
1 2021-05- |Healthcare . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ R -
8858 EUEC | 5 Professional EEA ?:;SSS Female |Death (0d - Fatal - Results in Death) - 3mL - Intramuscular])
10008772480
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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 (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death), SARS-CoV-2 test positive
8859 gy 2021-05- Healtheare —pp than 85 |Male  |(n/a - Unknown - Other Medically Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 25 Professional Vears Condition) immunisation - n/a - [n/a - n/a - n/a))
10008772408 -
COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (3d - Fatal - Results
; =satim Sl 4 ==208 |COMIRNATY [TOZINAMERAN] (S- COVID-19
8860 2021-05- Hea]thc_are EEA 65-85 Female [InDeath, (;auscd/Prolon@d Hospitalisation), SARS-CoV-2 test positive (3d - Fatal - Results in Death, CausedProlonged  [; .o [Not applicable - [n/aE - 3mL -
EU-EC- 25 Professional Years Hospitalisation) Intramuscular])
10008771836
' ¥4 12021-05- |Healtheare 65-85 COMIRNATY [TOZINAMERAN] (8- COVID-19
8861 : : EEA Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 25 Professional Years Intr: ular])
10008771820 amuscuiar
Qr _scail
2021-05- | Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - 3 - -
8862 EU-EC- 5 Professional EEA Vears Male  |Arrhythmia (n/a - Fatal - Results in Death), Hypercalcaemia (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008771730
Elick or scal | 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8863 2021-05- |Healthcare EEA 65-85 Male Haemorrhage intracranial (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- 25 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
e - n/a- n/a])
10008771723
; Non More
8864 2021-05- Healthcare EEA than 85 |Male Acute kidney injury (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a-  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 1 (25 . Fatal - Results in Death), Generalised oedema (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/aJ)
3 Professional Years
10008771706
Elick or scal . | COVID-19 VACCINE (AD26.COV2-S
% (2021-05- |Healthcare 65-85 o . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
. - - ) e
8865 puEC 35 |Professional | A |years |MAle |Influenzalikeiliness (4d- Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
10008771696 [n/a - n/a - n/a])
e
A (2021-05-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
8866 BU-EC- B | Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008771691
i [2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
A - -
8867 EU-EC- 5 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a- v/a - n/a])
10008771663
klick or scal |; :
:d (2021-05- |Healthcare Not . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
. . - - il - -
8868 EU-EC- 55 Professional EEA Specified Male  |Cardiac failure acute (8d - Fatal - Results in Death), Death (0d - Fatal - Results in Death) na - [n/a- /a - n/a])
10008771619

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 -
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:
21 (2021-05- Healthcare 65-85 . . . : . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - N - -
8869 | Lipc 55 Professional EEA Vears Female [Deep vein thrombosis (8d - Fatal - Results in Death), Pulmonary embolism (8d - Fatal - Results in Death) Wa - [n/a - /a - n/a])
10008771596
% |5021-05- | Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8870 . EEA than 85 [Male  |Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 25 Professional v wa-n/a))
10008771582 s Ta-ma
lick or scal 2021-05- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8871 : EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- 25 Professional Years - /- n/a])
10008771546
o |
2021-05- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
8872 EU-EC- 55 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008771541
oLscl ; SPIKEVAX [COVID-19 MRNA VACCINE
2021-05- | Healthcare 65-85 . . cat
8873 : EEA Male  [Pulmonary embolism (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 25 Professional Years [a - n/a - n/a])
10008771534
Elick or scal | 2021-05-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8874 . EEA Male |Cardiac failure acute (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 25 Professional Years Wa - n/a])
10008771532 Ta-ma
: Non More
8875 g [2021-05- Healthcare EEA than 85 [Male |COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 25 . immunisation - Not applicable - [n/a - n/a - n/a])
Professional Years
10008771047
Elickcor scal E  12021-05- | Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
8876 i : EEA Male |Cardiac failure (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 25 Professional Years Intramuscular])
10008770956/ &
Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Neonatal ME ME
8877 2021-05- E(e):] thearc Non EEA Not Not pneumothorax (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Neonatal respiratory distress (n/a - Fatal - msationmgzozlrigble i} an: COVID-19
EU-EC- 25 . Specified Specified Results in Death, Caused/Prolonged Hospitalisation), Premature baby (n/a - Fatal - Results in Death, Caused/Prolonged PP
Professional PRTIVY Transplacental])
10008770918 Hospitalisation)
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
& Non Abdominal pain upper (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arterial stenosis (n/a - Fatal -
8878 | EBUEC B, (2021-05- Healthcare Non EEA 65-85 Female Results in Death), Epistaxis (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Myocardial infarction (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
100 08-77 0'9 09 25 Professional Years Unknown - Other Medically Important Condition), Pain in extremity (n/a - Unknown - Caused/Prolonged Hospitalisation), |immunisation - Not applicable - [1d - n/a - n/a])
Retroperitoneal haemorrhage (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death)
Anaemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death,
Elick or scal | More Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diarthoea (n/a - Not RecoveredNot Resolved- | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
8879 2021-05- | Healthcare EEA than 85 |Male Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other [immunisation - Not applicable - [1d - n/a - n/a]),
EU-EC- 25 Professional Vears Medically Important Condition), Hypernatraemia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),  [[CEFTRIAXONE, CEFTRIAXONE SODIUM] (S-
10008770090 Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Antibiotic therapy - Unknown - [n/a - n/a - n/a])
Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Rlick or scal : 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
. : . . ) ) . i ) ) . i . _ 3 N
8880 EU-EC- 5 Professional EEA Vears Male  |Cardiopulmonary failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - ) Elllr:lau;f;t:?;]) Not applicable - [n/a - 1{DF}
10008770010/ &
& 5021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8881 EU-EC- \.o; 55 Healthcare EEA Vears Male  [Pulmonary embolism (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008769827 ; : Professional Intramuscular])
Blickcorscal | 0 02105, Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8882 : Healthcare EEA Male |Aortic dissection (9d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC 3|25 Professional Years - Not applicable - [n/a - 1{DF} - Intramuscular])
10008769826 ; PP
: Non
8883 & (2021-05- Healthcare Non EEA 18-64 Female Portal vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 25 . Years Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008769771
Elick or scal | 535 .
2021-05- | Healthcare 18-64 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
Cy 7 - - ) . S :
8884 | puEC bk (25 Professional Non EEA Years Male  Pulmonary embolism (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008769743
5 2021-05-|Healthcare More Chills (3 - Fatal - Results in Death), Haermatoma (3d- Fatal - Results in Death), Pain in extremity (3d - Fatal - Results |0 L AT Y [TOZINAMERAN] (S COVID-19
8885 . EEA than 85 |Male |, . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 5 (25 Professional v in Death), Pallor (3d - Fatal - Results in Death) Int lar])
10008769364 cars niramuscriar
! COVID-19 VACCINE ASTRAZENECA (CHADOX1
8886 2z1 | 2021-05-|Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death, Life Threatening), Loss of consciousness (n/a - Unknown - Life Threatening), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC  |g 25 Professional Years Shoring (n/a - Unknown - Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008769275/ = n/a - Intramuscular])
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: Non Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Fatal - Results in Death,
3887 =i (2021-05- Healthcare Non EEA 18-64 Male Caused/Prolonged Hospitalisation), Pulmonary thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,| TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 25 Professional Years Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other|immunisation - Not applicable - [1d - n/a - n/a])
10008769256 =4 : Medically Important Condition)
Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Disease
: L recurrence (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Lip swelling (n/a - Unknown -
3888 p 221 (2021-05-|Healthcare Non EEA 65-85 Female ), Oropharyngeal pain (n/a - Unknown - ), Pharyngeal swelling (n/a - Unknown - Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 25 Professional Years Pruritus (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other  |immunisation - Not applicable - [n/a - n/a - n/a])
10008769250 Medically Important Condition), Swelling face (n/a - Unknown - ), Swollen tongue (n/a - Unknown - Other Medically
Important Condition), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
; Non
8889 202105 | eatthcare Non EEA (28 |Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
25 : Years immunisation - Not applicable - [n/a - n/a - n/a])
Professional
5021-05- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
8890 55 Healthcare ~ [EEA than 85 |Female [Movement disorder (1d- Fatal - Results in Death), Muscular weakness (16h - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
Professional Years Intramuscular])
: More COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Diarrhoea (1n/a - Fatal - Results in
8891 h 3(5)21-05- E:(?Il"g;sci?)rr?al Non EEA |than 85 |Male  |Death), Drug ineffective (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Urinary incontinence %ﬁ%ﬁiﬂ%ﬂ%ﬁ@ﬁ: S/;]\)/ID'IQ
Years (n/a - Fatal - Results in Death), Vaccine breakthrough infection (n/a - Fatal - Results in Death) PP
lick or sca 0 02105 Healtheare 1864 Arthralgia (n/a - Unknown - ), Body temperature increased (n/a - Unknown - ), Cerebrovascular accident (n/a - Fatal - Results| VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8892 h : EEA Female |(in Death), Chills (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - |[(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 25 Professional Years S .
10008768400 ! ) ), Nausea (n/a - Unknown - ), Visual impairment (n/a - Unknown - ) - Not applicable - [n/a - 1 {DF} - Intramuscular])
Elickcor scad | = 2021-05- | Healthcare More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
8893 . Non EEA  |than 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- 25 Professional v, Int Jlar])
10008768199 s nramuscar
Elickor scal i Non More oo . . . . .
8894 3 2021-05- Healthcare Non EEA  |than 85 |Female Influenza like illness (n/a - Unknown - Life Threatening), Malaise (n/a - Unknown - ), Palpitations (n/a - Unknown - Life TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | ¥ 5 25 . Threatening), Pneumonia (n/a - Unknown - Life Threatening), Transient ischaemic attack (n/a - Fatal - Results in Death) |immunisation - Not applicable - [n/a - n/a - n/a))
¥ Professional Years
10008768184
’
4 (2021-05-|Healthcare 65-85 Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Illness (n/a - Fatal - Results in SPIKEVAX [COVID-19 A VA
8895 : EEA Male MODERNA (CX-024414)] (S-n/a-n/a-[n/a- .5mL
EU-EC- & 25 Professional Years Death) Intramuscular])
10008767893} - ntramuscuta
Rlick or cal |3 2021-05- | Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
8896 : EEA Male  [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 24 Professional Years . o .
10008766700 immunisation - Not applicable - [n/a - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008768400&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008768184&_xpt=1&_xf=pdf
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i % Brain death (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
A1 2021-05- | Healthcare 65-85 . ) " . A .. |024414) [COVID-19 MRNA VACCINE MODERNA
8897 . Non EEA Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - Life . g

EU-EC- 24 Professional Years Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008766632 ? applicable - [n/a - 1{DF} - Intramuscular])

: SPIKEVAX [COVID-19 MRNA VACCINE
8898 4 (2021-05- |Healthcare EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19

EU-EC- L4 124 Professional Years Death) immunisation - Not applicable - [n/a - 1{DF} -
10008766620 f Intramuscular])
klick or scal | ; More

=12021-05- Healthcare Cerebral artery embolism (n/a - Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Malaise (n/a |COMIRNATY [TOZINAMERAN] (S- COVID-19
8899 . Non EEA  |than 85 |Female . o .

EU-EC- 24 Professional Vears - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008766292| §
lick or scal ¢ Cheyne-Stokes respiration (n/a - Unknown - Life Threatening, Other Medically Important Condition), Death (1d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-

21 |2021-05- | Healthcare 65-85 ! ; e ? ; . . 11024414) [COVID-19 MRNA VACCINE MODERNA
8900 . Non EEA Male  [Results in Death, Other Medically Important Condition), Diet refusal (n/a - Unknown - Life Threatening), General physical . .

EU-EC- 24 Professional Years health deterioration (n/a - Unknown - Life Threatening) (CX-024414)] (S- COVID-19 immunisation - Not
10008766243 & applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | : 5021-05- Non 65-85 COMIRNATY COVID-19 MRNA VACCINE

8901 EU-EC- : 54 Healthcare EEA Vears Female [Blood pressure decreased (n/a - Fatal - Results in Death), Internal haemorrhage (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
Professional COVID-19 immunisation - n/a - [n/a - n/a - n/a])
10008766210
- on
8902 202105 yealtheare |EEA 6585 I\fale  |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 24 Professional Years - n/a - Intramuscular])
10008766179
[lick or scad |; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 18-64 . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8903 EU-EC- > 4 Eeai‘thc'are | Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008765923 3 rolessiona 1/a - Intramuscular])
i 2021-05- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8904 BU-EC- 04 Healthcare Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Transient ischaemic attack (n/a - Unknown - Other Medically Important Condition) [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
s Professional - Unknown - [n/a - n/a - Intramuscular])
10008765740 :
_ Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8905 2021-05- Healthcare Non EEA 18-64 Male Abdominal pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 : Years - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional
10008765621 n/a - Intramuscular])
;: ¥ (2021-05- gg:lthcare 65-85 Lo . . COMIRNATY [TOZINAMERAN] (S- COVID-19
8906 | EU.EC- TR (24 Professional EEA Vears |Male |Intestinal ischaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008765445
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008766632&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008766620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008766292&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008766243&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008766210&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008766179&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008765923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008765740&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008765621&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008765445&_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 COVID-19 VACCINE ASTRAZENECA (CHADOX1
8907 2021-05- Healthcare Non EEA Not Female Ischaemic stroke (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Urinary tract NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Specified infection (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008764826 ¢ - Unknown - [1d - n/a - Intramuscular])
ks 2021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
8908 EU-EC- - : 4 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) imtmunisatliﬁ)n - Drug withdrawn - [1d - n/a -
10008764626 ; ntramuscular])
klick or scal | ; :
= (2021-05- [Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: Subar: - - ) P .
8909 EU-EC- 54 Professional Non EEA Vears Female achnoid haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008764278
or scaij 3 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
A% (2021-05-|Healthcare Lo L . " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8910 EU-EC- X (o4 Professional Non EEA glea:r S85 Male  [Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008764047 - n/a - Intramuscular])
Eetick or scal COVID-19 VACCINE JANSSEN (AD26.COV2.S)
'12021-05- |Healthcare 18-64 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - L .
8911 EU-EC- 54 Professional Non EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008763617 Intramuscular])
Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Fatigue (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
: Non More Disabling, Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death, Life Threatening,
8912 ul (2021-05- Healthcare EEA than 85 |Male Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Mobility decreased (n/a - Fatal - Results [COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |e 24 Professional Vears in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Pneumonia |immunisation - Not applicable - [n/a - n/a - n/a])
10008763440 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Suspected COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition)
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
il | 2021-05- Healthcare 65-85 . . . . . . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
8913 EU-EC- b4 Professional Non EEA Vears Male  [Chest pain (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008763416 n/a - Intramuscular])
[elick or scad |; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- |Healthcare o . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . o
8914 EU-EC- E® 24 Professional Non EEA 21(12:]} S85 Female |Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008763353 : - Not applicable - [n/a - n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-05-|Healthcare 18-64 L L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - N - -
8915 EU-EC- L g Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008763188 | n/a - Intramuscular])
Elick or scal | = : Non
8916 1 (2021-05- Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 24 . Years Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008762889 Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008764826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008764626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008764278&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008764047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008763617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008763440&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008763416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008763353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008763188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008762889&_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
: Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea COVID-19 MRNA VACCINE MODERNA (CX-
41 (2021-05- [Healthcare 65-85 o . Lo 024414) [COVID-19 MRNA VACCINE MODERNA
8917 : Non EEA Female |(1d- Unknown - Caused/Prolonged Hospitalisation), Pneumonia (1d - Unknown - Caused/Prolonged Hospitalisation, Other . P
EU-EC- 24 Professional Years ically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008762666 ; Medically fmp: applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : More
8918 i [2021-05- Healtheare | than 85 |Female |Thrombocytopenia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 24 Professional Vears - n/a- n/a])
10008762476 ¥
Elickorscad | = ! : More Asthenia (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal - Results in Death, [COVID-19 MRNA VACCINE MODERNA (CX-
8919 il al (2021-05-|Healthcare Non EEA  |than 85 |Female Other Medically Important Condition), Diarrhoea (n/a - Unknown - Other Medically Important Condition), Urinary tract 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 24 Professional Vears infection (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important  |(CX-024414)] (S- COVID-19 immunisation - Not
10008762433 3 Condition) applicable - [n/a - 1 {DF} - Intramuscular])
or scaij i Non COVID-19 MRNA VACCINE MODERNA (CX-
1112021-05- Not . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
8920 EU-EC- 4 lf)l;()cagsl;:i?)r;al Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008762080 applicable - [n/a - 1{DF} - n/a])
Elick or scal | ; COVID-19 MRNA VACCINE MODERNA (CX-
8921 2021-05- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Hypophagia (1d - Fatal - Results in Death), {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 24 Professional Years Somnolence (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008761797 applicable - [n/a - 1{DF} - Intramuscular])
& |2021-05- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8922 . EEA Male  |Portal vein thrombosis (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- | & 24 Professional Years nal)
10008760877 a
Elick or scal | iy COVID-19 MRNA VACCINE MODERNA (CX-
=1 | 2021-05- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
8923 BUEC |f 4 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008760299/ &3 applicable - [n/a - 1{DF} - Intramuscular])
e 5021-05- | Healthcare More Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
8924 EU-EC- 54 Professional EEA than 85 [Male  |in Death, Caused/Prolonged Hospitalisation), Suprapubic pain (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - .3mL - n/a -
10008760177 38 Years Hospitalisation), Urosepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) More in ICSR])
; ;
i (2021-05- Healthcare 65-85 Asthenia (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results COMIRNATY [TOZINMRAN] (8- COVID-19
8925 . EEA Male |, I — immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- 24 Professional Years in Death) More in ICSR])
10008759785/ &
o | M58 COMIRNATY COVID-19 MRNA VACCINE
L : More . L . . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
" -05- - - , R -
8926 3 2021-05 Healthqare EEA than 85 |Male COVID-19 (13d_ .Fatal Results in Death), Vaccination failure (13d - Fatal - Results in Death, Other Medically DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- | 24 Professional Important Condition) - .
' Years - Immunisation - Not applicable - [n/a - .3mL -
10008758452
Intramuscular])
- COMIRNATY COVID-19 MRNA VACCINE
More . - . . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
-05- - - , - -
8927 2021-05 Healthc'are FA than 85 |Female (I)le—l9 (4d - Fatal - Results in Death), Vaccination failure (4d - Fatal - Results in Death, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- 24 Professional Condition) . .
Years - Immunisation - Not applicable - [n/a - .3mL -
10008758311
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=10008762666&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008762476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008762433&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008762080&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008761797&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008760877&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008760299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008760177&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008759785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008758452&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008758311&_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
3 1 (2021-05- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - )
8928 EU-EC- . o4 Professional EEA Vears Female [Acute myocardial infarction (0d - Fatal - Results in Death) Not applicable - [n/a - n/a - Intramuscular])
10008756427| 2% ;]
:
2 (2021-05- Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl .
8929 BU-EC- 4 Professional Non EEA Vears Male  [Concomitant disease progression (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008756089
ik or cal |3 WL Body temperature decreased (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Hypoxia (n/a -
8930 2021-05- Healthc'are Non EEA 65-85 Female |Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death), Wheezing (n/a - Fatal - Results in COMIRNATY [TOZINMRAN] (S- COVID-19
EU-EC- 23 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
et A Death)
10008754969/ =%
oLl ¢ More
1 2021-05- |Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - . Nl .
8931 EU-EC- 3 Professional Non EEA ?:;ISS Male  |Cardiac arrest (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - /a - n/a])
10008754965 ]
Elick or scal ,
8932 2021-05- Healthcare Non EEA 65-85 Female Contusion (n/a - Fatal - Results in Death), Incoherent (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in |[COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 23 Professional Years Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008754963
: Vore
8933 EiE " (2021-05- [Healthcare Non EEA  |than 85 [Male Concomitant disease progression (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in Death), Pain (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 5 (23 Professional v Fatal - Results in Death), Pallor (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
: : ears
10008754959
- ! [2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -|
8934 Healthcare EEA Male  |Death (n/a - Fatal - Results in Death)
EU-EC- 22 Professional Years n/a - [n/a - n/a - n/a])
10008752720
i i 2021-05- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8935 EU-EC- 5 Healthcare EEA Vears Female [Chest pain (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008752718 & 1 Professional - n/a - n/a])
£ % 200105,/ Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
8936 EU-EC- 2 Healthcare EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
10008752715 Professional [n/a - n/a - n/a))
klick or scal | 3= : Non -
! a1 (2021-05- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- R
8937 EU-EC- 5 Ereallvthciar: | EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008752714 olessiond
: Non
i12021-05- 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
R -
8938 EU-EC- ” Healthqare EEA Vears Female |Deep vein thrombosis (/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008752712 ' Professional

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008756427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008756089&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008754969&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008754965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008754963&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008754959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008752720&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008752718&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008752715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008752714&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008752712&_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
Elickcor scal 5021-05-/Non 65-85 o 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8939 | EBU-EC 5 Healthcare  |[EEA Vears  |Male %ath (r;/zll/l—\I F?tlzla - llles(;llts in Death), Epistaxis (n/a - Not Recovered/Not Resolved - ), Mouth haemorrhage (n/a - Not (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008752711 Professional coveredNot Resolved-) -n/a-n/a)
- — : 2021-05- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
8940 L . EEA Female |Cardiac failure (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC-  |raA 22 Professional Years a))
10008752281 a
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
click or scarl : (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
51 (2021-05-|Healthcare 65-85 . . ) . - Not applicable - [1d - n/a - n/a]), COVID-19
8941 EU-EC- o Professional Non EEA Vears Female |Pulmonary embolism (1d - Fatal - Results in Death, Other Medically Important Condition) VACCINE ASTRAZENECA (CHADOXI NCOV-19)
10008752077 [COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19)] (S- COVID-19 immunisation - Not
applicable - [n/a - n/a - n/a])
Elickor scad | =32 Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
ol i [2021-05- 65-85 . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
8942 EU-EC- 5 Eﬁ;ﬁf& Non EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008751675 i n/a - n/aJ)
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-05- 18-64 - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
8943 BU-EC- 2 E:jll“ggsciir;a] Non EEA Vears Male  |Completed suicide (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008751635/ &3 ; n/a - n/a])
Elickcor scal iy 3 Contusion (n/a - Unknown - Results in Death), Dizziness (n/a - Unknown - Results in Death), Headache (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare Not X R . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8944 4 . Non EEA .. |Female |Results in Death), Nausea (n/a - Unknown - Results in Death), Sudden death (1d - Fatal - Results in Death), Vomiting . S
EU-EC- 22 Professional Specified (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008750396 - Not applicable - [1d - n/a - n/a])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
8945 2021-05- Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved-  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008750386 - Not applicable - [1d - n/a - n/a])
Elickcor scal | 3 Non Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death), Cardiac ventricular thrombosis (n/a - Fatal - Results |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8946 ;} 2021-05- Healthcare Non EEA 18-64 Male in Death), Dyspnoea (n/a - Unknown - Results in Death), Headache (n/a - Unknown - Results in Death), Pain (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years Unknown - Results in Death), Pain in extremity (n/a - Unknown - Results in Death), Pyrexia (n/a - Unknown - Results |(CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [1d
10008750370 olessiona in Death) -n/a-n/a])
Elickorscad | ;=3 COVID-19 VACCINE ASTRAZENECA (CHADOX]
8947 3 2021-05- |Healthcare Non EEA 18-64 Female Cerebral haemorrhage (2d - Fatal - Results in Death), Spontaneous haematoma (2d - Not Recovered/Not Resolved - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- |t 22 Professional Years Results in Death), Thrombocytopenia (2d - Not Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008750367 & ] n/a - n/aJ)

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=10008752281&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008751635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008750396&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008750386&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008750370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008750367&_xpt=1&_xf=pdf
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Cardiac arrest (1d - Fatal - Results in Death, Life Threatening), Fibrosis (n/a - Not Recovered/Not Resolved - Results in COVID-19 VA AST CCINE CA( Xl
8948 2021-05- Healtheare g gy 1864 hopi Ipeath. Life Threatening), Left ventricular hypertrophy (n/a - Not Recovered’Not Resolved - Results in Death, Life NCOV-19) [COVID-19 VA ASTRAZENECA
EU-EC- 22 Professional Years Threat,enin ) ? (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008750365 ] - n/a - n/al)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥e[2021-05- |Healthcare 18-64 .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; R -
8949 EU-EC- 5 Professional Non EEA Vears Male  [Vasculitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008749580 1/a - n/a))
gk or scal | § Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R -
8950 BU-EC- » goca%te};scizrga] Non EEA Years Female |Death (39d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008749569 ] n/a - n/aJ)
= COVID-19 VACCINE ASTRAZENECA (CHADOX1
2k = (2021-05- |Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
851 pupc | 2 |Professional | NCNEEA |yeys  [Male  [Myocardial infarction (1d- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008749107 : - n/a - n/aJ)
. Atrioventricular block complete (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
= : More Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiomegaly (n/a - Unknown - Results in [COVID-19 VACCINE ASTRAZENECA (CHADOX]
8952 P i (2021-05-|Healthcare Non EEA  |than 85 |Female Death, Caused/Prolonged Hospitalisation), Extrasystoles (n/a - Unknown - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Vears Hospitalisation), Pleural effusion (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary oedema|(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008749010 (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Ventricular hypertrophy (n/a - Unknown - Results |- Not applicable - [1d - n/a - Intramuscular])
in Death, Caused/Prolonged Hospitalisation)
= i Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 12021-05- . . . A . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R - , - - . S
8953 EU-EC- 2 lf)l;()cagsl;:i?)r;al Non EEA ?::ISSS Female |[Sepsis (/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008748884 - Not applicable - [n/a - n/a - n/a])
ik or scal | : Non Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other COVID-19 VA AST CA( X1
i (2021-05- 18-64 . - . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8954 Healthcare Non EEA Female |Medically Important Condition), Dyspnoea (1d - Not Recovered/Not Resolved - Results in Death, Life Threatening, :
EU-EC- 22 Professional Years Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) ( X1 NCOV-19)] (8- n/a - Not applicable - [n/a
10008748872 ged Hosp g S ¥ mp - n/a - n/a])
: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
=i (2021-05- Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8955 EuRC » Professional | 0" FEA g}(‘a; 85 [Male | Anaphylactic reaction (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [1d- n/a
10008748857 TrE cars - n/a])
EliciCor scal | = L : Abdominal pain (n/a - Unknown - Results in Death), Activated partial thromboplastin time prolonged (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
8956 ot "z |2021-05-|Healthcare Non EEA 18-64 Male Results in Death), Haemorrhoids (n/a - Unknown - Results in Death), Platelet count decreased (n/a - Unknown - Results [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i 22 Professional Years in Death), Spinal pain (n/a - Unknown - Results in Death), Thrombocytopenia (n/a - Unknown - Results in Death), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008748855| i Thrombosis (11d - Fatal - Results in Death) n/a - n/al)
cliclc or sca : Deep vein thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - COVID-19 VACCINE AST INECA ( X
i |2021-05-|Healthcare 18-64 . . " A . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8957 : Non EEA Male  [Results in Death, Other Medically Important Condition), Influenza like illness (n/a - Unknown - Results in Death, Other CHADO . S
EUEC | 22 Professional Years Medically Tmportant Condition), Malaise (n/a - Unknown - Results in Death, Other Medically Tmportant Condition) ( X1 NCOV-19)] (8- COVID-19 immunisation
10008748851 ? - - Not applicable - [n/a - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008750365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008749580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008749569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008749107&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008749010&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008748884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008748872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008748857&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008748855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008748851&_xpt=1&_xf=pdf
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Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
= Circulatory collapse (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 VACCINE ASTRAZENECA (CHADOX1
8958 4k |2021-05- Healthcare |\ pr ) (Not |y o0 [Haemorrhage intracranial (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intracranial hacmatoma (n/a - [NCOV-19) [QOVID-19 VACCINE ASTRAZENECA
EU-EC- (22 Professional Specified Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008748850 Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation) - Not applicable - [1d - n/a - n/a])
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8959 BU-EC- 1 E:jg;sciir;al Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008748801 I - Not applicable - [1d - n/a - n/a])
Rlick or scal 5 : 2021-0 Aortic dissection (n/a - Fatal - Results in Death, Other Medically Important Condition), Back pain (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
: -05-|Healthcare 65-85 X - " . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8960 BU-EC- o Professional Non EEA Vears Male  [Results in Death, Other Medically Important Condition), Chest pain (n/a - Unknown - Results in Death, Other Medically (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
Important Condition), Lethargy (1d - Recovered/Resolved - Results in Death, Other Medically Important Condition) .
10008748784 - Not applicable - [1d - n/a - n/a])
i i 2021-05- | Health 18-64 N Cerebral haemorrhage (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - IiOC\O/[\l/}lgg \&wﬁ%%m&
8961 -0>-|Healtheare ) ppa 3 Ot 'Results in Death Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results in Death, Caused/Prolonged 91 . S
EU-EC- 22 Professional Years  |Specified Hospitalisation), Vomiting (n/a - Unknown - Results in Death, Ca rolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008748765 5 P J S Results in Death, Cased] P - Not applicable - [1d - n/a - n/a])
o Balance disorder (n/a - Unknown - Results in Death, Other Medically Important Condition), Contusion (n/a - Unknown -
o= : Non Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
8962 31202105 e INonEEA 1864 |Remale [tmportant Condition), Labyrinthitis (n/a - Unknown - Results in Death, Other Medically Important Condition), Malaise NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years (n/a - Unknown - Results in Death, Other Medically Important Condition), Migraine (n/a - Unknown - Results in Death, (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008748719 Other Medically Important Condition), Vomiting (n/a - Unknown - Results in Death, Other Medically Important - Not applicable - [0/a - n/a - n/a])
Condition)
[efick or scal . Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8963 | EuEC 1122 Efglfte}s‘;fg O years Male | Death (w2 - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008745202 n/a - n/aJ)
Elick or scall | ;=3 : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-05- Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
8964 EU-EC- 2 Professional Non EEA ?:anr S85 Male  [Haemorrhagic cerebral infarction (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008744019 - Not applicable - [1d - n/a - n/a])
Blood pressure increased (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Brain oedema (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cerebral haemorrhage (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Cerebral venous sinus thrombosis (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
ool Other Medically Important Condition), Diabetes insipidus (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - Results in Death, Caused/Prolonged ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8965 EUEC : |2021-05-|Healthcare Non EEA 18-64 Female Hospitalisation, Other Medically Important Condition), Immune thrombocytopenia (n/a - Unknown - Results in Death,  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
b 22 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intraventricular haemorrhage (n/a - Unknown - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008743999 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - - Not applicable - [1d - n/a - n/a])
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Mydriasis (n/a - Unknown -
Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a -
Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Urine
output increased (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
or scail Non Cardio-respiratory arrest (18h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haematemesis (n/a - Unknown |COVID-19 VACCINE ASTRAZENECA (CHADOX1
8966 2021-05- Healthcare Non EEA 18-64 Female |- Results in Death, Caused/Prolonged Hospitalisation), Purpura (n/a - Not Recovered/Not Resolved - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008743735 Hospitalisation), White blood cell count increased (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) |- Not applicable - [1d - n/a - n/a])
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COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- | Healthcare 65-85 o . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
8967 BU-EC- 2 Professional Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008743721 ; - Not applicable - [1d - n/a - n/a])
click or scai Non COVID-19 VACCINE ASTRAZENECA (CHADOXI1
8968 HEE [2021-05- Healthcare  INon EEA 65-85 Female |Chiest pain (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC |22 Professional Years Results in Death), Malaise (n/a - Unknown - Results in Death), Thrombosis (1d - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008743706 - Not applicable - [n/a - n/a - n/a])
e ; Non
2 (2021-05- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
- R ) . v .
8969 EU-EC- 22 Eﬁgslsci?)rrf Al EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008743019
ElickCor scap |;
2021-05- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; Sudden - - ) . Nl .
8970 EU-EC- 22 Professional EEA Years Male death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008742999
) % 12021-05-[Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - i i - - i . .. . y
8971 BU-EC- » Eea%thc-areal EEA Years Female |Cardiac failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008742844 rofession
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 (2021-05- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
8972 EU-EC- o ?:jfl‘gslsciirga] EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008742836 - Not applicable - [n/a - n/a - n/a))
RE 2021-05-Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
8973 : Healthcare ~ [EEA than 85 |Female |Death (n/a - Fatal - Results in Death) . S
EU-EG- |5 22 Professional v, immunisation - n/a - [n/a - n/a - n/a))
10008742268 =% ; olession cans
2021-05- | Healthcare 65-85 . o . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
8974 EU-EC- 2 Professional EEA Vears Male  |Atrial fibrillation (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008742103 :
i (2021-05- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; Sudden - - ) . Nl .
8975 EU-EC- 22 Professional EEA Years Male death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008739400 :
More
8976 2021-05-|Healthcare EEA than 85 [Male Acute myocardial infarction (0d - Fatal - Results in Death), Cardio-respiratory arrest (0d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 22 Professional v, Malaise (0d - Fatal - Results in Death), Pyrexia (0d - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
10008739354/ % cas
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Death (1d - Fatal - Results in Death, Other Medically Important Condition), Hyperhidrosis (n/a - Unknown - Other COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-05- Healthcare 18-64 " — ) . . 024414) [COVID-19 MRNA VACCINE MODERNA
8977 . Non EEA Male  [Medically Important Condition), Hypopnoea (n/a - Unknown - Other Medically Important Condition), Unresponsive to . .
EU-EC- iy 21 Professional Years timuli (n/a - Unknown - Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008741005 h Y imp applicable - [n/a - 1{DF} - Intramuscular])
1 Altered state of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
21 2021-05- |Healthcare More Condition), Brain herniation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |COMIRNATYY [TOZINAMERAN] (S - COVID-19
8978 | LuERC 21 Professional | EEA  |than 85 |Female | Gondition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - n/a - n/a))
10008740824 o Years Important Condition)
m g 5021-05- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
8979 EU-EC- 1 Professional EEA Vears Female |Acute respiratory failure (n/a - Fatal - Results in Death) ;mrmt misatti‘;)n - Drug withdrawn - [1d - .3mL -
10008740702 ' ntramuscular])
Qr _scail it I [E
8980 1 (2021-05- Healthcare EEA 65-85 Male Acute pulmonary oedema (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (3d - Fatal - mﬁﬁgﬁ ggzellNlicable i [1] d(-S gg\le—lg
EU-EC- 21 Professional Years Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]) PP :
10008740685
Elick or scal | = : COVID-19 VACCINE ASTRAZENECA (CHADOX1
8981 p 4l (2021-05- Healthcare Non EEA 65-85 Male Cyanosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 21 Professional Years Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Malaise (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008740495 - n/a - Intramuscular])
2021.05. | Faltheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
8982 EU-EC- 21 Professional EEA than 85 [Female |Deep vein thrombosis (4d - Fatal - Results in Death), Pulmonary embolism (3d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
10008740355 Years Intramuscular])
Elickcor scal 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8983 : EEA than 85 (Female |Pulmonary thrombosis (3d - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC- 21 Professional Y. Int dar])
10008740312 cans nlramuseuiar
- C-reactive protein increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypercalcaemia (n/a - Fatal ME
Hsts - Results in Death, Caused/Prolonged Hospitalisation), Hypokalaemia (n/a - Fatal - Results in Death, Caused/Prolonged mgﬁgﬁ ggilNlicable I n/] g _1%;? l_)19
Lh, (2021-05-|Healthcare 65-85 Hospitalisation), Pancytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), PP
8984 | EU-EC- . EEA Female . . T . . . |Intramuscular]), [METHOTREXATE] (S-
21 Professional Years Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Rheumatoid arthritis - Drug withdrawn - [n/a - 25mg -
10008739826 Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subeutancous]) e e
Toxicity to various agents (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elick or scal | =3 : SPIKEVAX [COVID-19 MRNA VACCINE
8985 i (2021-05- Healthcare EEA 65-85 Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening), Subdural haematoma (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
EU-EC- 21 Professional Years Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} -
10008739737 Intramuscular])
: Adverse event following immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain COVID-19 VA AST ccn ]ENECAR( ZENE X1
8986 2021-05- | Healthcare o ppy 6585y (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Unknown - Other Medically Important INCOV-19) [COVID- 19 VA AST CA
EU-EC- 21 Professional Years - Y mp > VY Y Hmp (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
N Condition)
10008738655 n/a - 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
C Non Back pain (n/a - Recovered/Resolved - Other Medically Important Condition), Cardiopulmonary failure (n/a - Fatal - Results [COVID-19 VACCINE ASTRAZENECA (CHADOX1
8987 2021-05- Healthcare EEA 18-64 Male in Death), Influenza like illness (n/a - Recovered/Resolved - Other Medically Important Condition), Myalgia (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 21 Professional Years Recovered/Resolved - Other Medically Important Condition), Pyrexia (n/a - Recovered/Resolved - Other Medically Important (CHADOX1 NCOV-19)] (S- COMD-19 immunisation
10008738629 Condition) - n/a - [n/a - n/a - Intramuscular])
: 5021-05- Non 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8988 EU-EC- : 51 Healthcare Non EEA Vears Male |Infarction (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008738238 Professional n/a - Intramuscular])
Hikorsal K 2021-05- [Non Not  [Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
h : . . 1 - - i . . . . -
8989 EU-EC- 1 Healthc_are Non EEA Specified Specified Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
7 Professional
10008738210 =7
Qr _scail ;:Z R ZEI IE
8990 = (2021-05- Egzl;lthcare EEA 18-64 Female Haemorrhage (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically ?/C'I-IAIE(})/)%III%[CC.?\\/? 11;—)59(8\/_ AnC/SI_I\lIJEnfnngm - [a _CA
EU-EC- 21 . Years Important Condition), Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition)
Professional n/a - Intramuscular])
10008738046
Elick or scal | 5021-05- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8991 EU-EC- E ; 51 Healthcare EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
10008738000/ Professional [n/a - n/a - Intramuscular])
:
2 (2021-05- Non 65-85 Leg amputation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Postoperative wound complication (n/a - SPIKEVAX [COVID-19 MRNA VACCINE
8992 Healthcare ~ [EEA Male ! -ausedt MODERNA (CX-024414)] (S - COVID-19
EU-EC- 21 . Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) . o
Professional immunisation - n/a - [n/a - .5mL - Intramuscular])
10008737833
Elidkoracal 2021-05- Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . . .
8993 EU-EC- 21 Professional EEA glan 85 |Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008737336 cars
i & Non More Cardiac arrest (n/a - Fatal - Results in Death), Chest discomfort (n/a - Fatal - Results in Death), Chest discomfort (n/a -
%3 [2021-05- 4 ; ¢ al- Resulls I COMIRNATY [TOZINAMERAN] (S - COVID-19
8994 EU-EC- 51 Healthcare EEA than 85 |Female |Recovering/Resolving - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Injection site pain (n/a - Recovered/Resolved - ), immunisation - Not applicable - [n/a - 1 {DF} - n/al)
10008736878 Professional Years Insomnia (n/a - Recovered/Resolved - ), Malaise (2d - Recovering/Resolving - ), Nausea (n/a - Recovered/Resolved - ) PP
= COVID-19 VACCINE ASTRAZENECA (CHADOX1
8995 2021-05- |Healthcare Non EEA Not Male Deep vein thrombosis (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 21 Professional Specified in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008736778 n/a - Intramuscular])
gk or scall | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05- Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - Results in Death)
899 | pupc 21 Professional | " FEA g ccifigMale  |Dyspnoea (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008736375 n/a - Intramuscular])
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-05-|Healthcare Lo . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
8997 EU-EC- 51 Professional EA ?:;SSS Female |(Intestinal ischaemia (2d - Fatal - Results in Death), Renal ischaemia (2d - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008735524 - Not applicable - [1d - 1{DF} - Oral])
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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 ASTRAZENECA (CHADOX1
A1 2021-05- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
/ - R
8998 puRc 21 Professional | "M EEA  [yeors  [Male  [Dyspnoea (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008735433 n/a - Intramuscular])
) 2021-05- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
8999 : : EEA than 85 |Male  |Vaccination failure (11d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 2{DF} -
EU-EC-  |¢ S (21 Professional v Int dar])
10008735421 ] s fHramusanar
Rlick or scal |35 i 2021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9000 : . EEA Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 21 Professional Years Intr: ular])
10008735408 : amuscuiar
Qr _scail
9001 2021-05- |Healthcare EEA i\ﬁg;eg s [Male Guillain-Barre syndrome (n/a - Recovering/Resolving - Life Threatening), Intestinal infarction (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 21 Professional Vears Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008735393
Blick or seal g [E f 5021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9002 | Lipc 51 Healthcare EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008735387 Professional Intramuscular])
o 2021-05- Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
9003 . EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 21 Professional Years Tntramusscular])
10008735386
Elick or scal | 5021-05- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
9004 EU-EC- E 51 Healthcare EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
10008735368 2 2. Professional Years Intramuscular])
i |2001-05- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
9005 EU-EC- 51 Professional EEA Vears Male  |Sudden death (n/a - Fatal - Results in Death) }mtmmlsatllﬁ)n - Drug withdrawn - [n/a - 1{DF} -
10008735366 ntramuscular])
- 2021-05-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
9006 . EEA Male  |Vaccination failure (3d - Fatal - Results in Death) immunisation - Not applicable - [22d - 1 {DF} -
EU-EC- 21 Professional Years Intramuscular])
10008735350
Rlick orscad | 5021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9007 : EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 21 Professional Years Int Jar])
10008735339 nlramuscrar
2021-05- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9008 EU-EC- 51 Healthcare EEA Years Male  [Myocardial infarction (4d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
10008735325 y Professional Intramuscular])
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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
- on
2021-05- 65-85  [Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) . S .
9009 EU-EC- 21 Eﬁ;}slscifg Al EEA Years  |Specified Asthma (/2 - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008735128 i
9010 2021-05- Healthcare Non EEA 65-85 Female Agitation (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008735124 ;
oo | B Gastric haemorrhage (n/a - Unknown - Other Medically Important Condition), Haematochezia (n/a - Unknown - Other
[ Non Medically Important Condition), Haemorrhagic stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
9011 2021-05- Healthcare Non EEA Not .. |Female [Hospitalisation, Disabling, Other Medically Important Condition), Renal haemorrhage (n/a - Unknown - Life Threatening, ,TOZINAMERAN [TOZI,NAMERAN] (S- COVID-19
EU-EC- 21 Professional Specified Other Medically Important Condition), Urinary bladder haemorrhage (n/a - Unknown - Life Threatening, Other Medically ~ |[Iimunisation - Not applicable - [n/a - n/a - n/a])
10008735115 Important Condition)
9012 2021-05- Healthcare Non EEA Not Male Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Oedema peripheral (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 1 (21 Professional Specified Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008735100/ 3
lickor scal | 4 2021-05- [ Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
9013 . : EEA than 85 |Female |Pneumonia (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 21 Professional v Int lar])
10008734678 cars niramusciar
> Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Decreased appetite (n/a - Unknown - Other ~ [COVID-19 MRNA VACCINE MODERNA (CX-
9014 21 2021-05-|Healthcare Non EEA 65-85 Male Medically Important Condition), Hyperglycaemia (n/a - Unknown - Other Medically Important Condition), Lethargy (n/a- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Unknown - Other Medically Important Condition), Nausea (n/a - Unknown - Other Medically Important Condition), (CX-024414)] (S- COVID-19 immunisation -
10008734651 Vomiting (n/a - Unknown - Other Medically Important Condition) Unknown - [n/a - 1 {DF} - Intramuscular])
or scaij : COVID-19 VACCINE ASTRAZENECA (CHADOX1
il 12021-05- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
0151 pupc 21 Professional | CA Years |Female |Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Tmportant Condition) (CHADOXI NCOV-19)] (S- n/a - Dose not changed -
10008734582 [n/a - n/a - Intramuscular])
Abdominal pain (n/a - Unknown - ), Acute kidney injury (n/a - Unknown - Other Medically Important Condition), Anaemia
. (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Azotaemia (n/a - Unknown - Other Medically Important Condition), Chest
gk or scal | &3 : pain (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hyperkalaemia (n/a - Unknown - [COVID-19 MRNA VACCINE MODERNA (CX-
9016 il |2021-05- |Healthcare Non EEA 65-85 Female Other Medically Important Condition), Hyperphosphataemia (n/a - Unknown - ), Hyperuricaemia (n/a - Unknown - ), 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- | wx 21 Professional Years Hyponatraemia (n/a - Unknown - ), Lethargy (n/a - Unknown - Caused/Prolonged Hospitalisation), Malnutrition (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008734516 Unknown - ), Metabolic acidosis (n/a - Unknown - ), Metabolic encephalopathy (n/a - Unknown - Other Medically Important |applicable - [n/a - 1{DF} - Intramuscular])
Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition),
Nausea (n/a - Unknown - ), Waist circumference increased (n/a - Unknown - )
: Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Cardiac death (1d - Fatal - Results in [COVID-19 MRNA VACCINE MODERNA (CX-
9017 = (2021-05- |Healthcare Non EEA 65-85 Male Death, Other Medically Important Condition), Respiration abnormal (1d - Unknown - Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Condition), Respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to (CX-024414)] (S- COVID-19 immunisation - Not
10008734226, 3 stimuli (1d - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
Qr _scail
9018 2021-05- |Healthcare Non EEA 18-64 Male Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional Years Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008733956
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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
- Death (1d - Fatal - Results in Death, Other Medically Important Condition), Depressed level of consciousness (n/a -
; More Unknown - Other Medically Important Condition), Dysphagia (n/a - Unknown - Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
2021-05-|Healthcare ; . . o . . 024414) [COVID-19 MRNA VACCINE MODERNA
9019 . Non EEA  |than 85 [Female |Hemiparesis (n/a - Unknown - Other Medically Important Condition), Pneumonia (2d - Unknown - Other Medically . .
EU-EC- 21 Professional v, I diti . imudi (2d - Unkn her Medically I dition). Vomiting (2d (CX-024414)] (S- COVID-19 immunisation - Not
10008733783 ears mportant Cong t10n),Unresp0nswe to stimu 1‘( - Unknown - Other cally Important Condition), Vomiting (2d - applicable - [n/a - 1{DF} - Intramuscular])
Unknown - Other Medically Important Condition)
Asthenia (19d - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically |COVID-19 MRNA VACCINE MODERNA (CX-
9020 2021-05- | Healthcare Non EEA 65-85 Female Important Condition), Diarrhoea (19d - Unknown - Other Medically Important Condition), Fatigue (19d - Unknown - Other {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Years Medically Important Condition), Haemoptysis (19d - Unknown - Life Threatening), Pallor (19d - Unknown - Other (CX-024414)] (S- COVID-19 immunisation - Not
10008733777 Medically Important Condition), Rectal haemorrhage (19d - Unknown - Life Threatening) applicable - [n/a - 1{DF} - Intramuscular])
[ . ) ) . ! s ) ) . \ . ) )
m : Non More Arthralgl? (n/a - Fatal - Results in Death) Cardl.ac failure (n/a - Fatal Rgs_ults in Death) Oonfmfonal state (n/a - Fatal SPIKEVAX [COVID-19 MRNA VACCINE
9021 ! 2021-05- Healthcare EEA than 85 |Female Results in Death), Death (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death), Plate':let MODERNA (CX-024414)] (S- n/a - n/a - [1d- n/a -
EU-EC- 21 Professional v, count decreased (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death), Urinary tract infection (n/a al))
10008733500 : olessiona cars - Fatal - Results in Death) a
Anticoagulant therapy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Autopsy (n/a -
Eickorscal | = Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Life |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
9022 2021-05- Healthcare Non EEA 18-64 Male Threatening, Caused/Prolonged Hospitalisation), Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 21 Professional Years Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Immunisation - Not applicable - [n/a - n/a -
10008733397 Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death, Life Threatening, Unknown])
Caused/Prolonged Hospitalisation)
Elick orscal |; COVID-19 VACCINE JANSSEN (AD26.COV2.9)
9023 2021-05- Healthcare Non EEA Not Female Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 21 Professional Specified Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008733315 Unknown])
m B ] " Back pain (n/a - Unknown - Other Medically Important Condition), Cough (n/a - Unknown - Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
&l 2021-05- | Healthcare 65-85 e : . . 024414) [COVID-19 MRNA VACCINE MODERNA
9024 . Non EEA Male  |Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - Other . i
EU-EC- 121 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008733089 ; Y mp applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | &= : More Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death,  |COVID-19 MRNA VACCINE MODERNA (CX-
9025 al | 2021-05- | Healthcare Non EEA  |than 85 Male Other Medically Important Condition), Haemorrhage intracranial (n/a - Unknown - Other Medically Important Condition), {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Vears Mental impairment (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10008733039 Important Condition), Renal failure (n/a - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
- 'VAXZEVRIA COVID-19 VACCINE (CHADOX1-S
5021-05- Non 65-85 [RECOMBINANT]) SUSPENSION FOR INJECTION
9026 Healthcare EEA Male  |Thrombosis (n/a - Fatal - Results in Death) [COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- | 21 : Years . A
5 Professional NCOV-19)] (S- COVID-19 immunisation - Not
10008732958 .
applicable - [n/a - n/a - n/a])
- 4% 12021-05- Healthear More COMIRNATY [TOZINAMERAN] (S- Immunisation -
9027 X catheare EEA than 85 (Male |Intracranial aneurysm (n/a - Fatal - Results in Death) romunisatio
EU-EC- x 21 Professional Vears n/a- [n/a - n/a - n/aJ)
10008732620 ;
click or sca 28 100 105 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
9028 : EEA Female [COVID-19 pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
EU-EC- 21 Professional Years
10008732599 -/a-n/a)
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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
: : SPIKEVAX [COVID-19 MRNA VACCINE
il | 2021-05- | Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
: - - ) . L .
9029 EU-EC- 21 Professional EEA Years Female |Death (Od- Fatal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10008732482 Intramuscular])
. d/Prol T ; d 1
2021-05-|Healthcare 65-85 COVID-19 (16d - Fatal - Results in ]')ea'th, Caused/Prolonged Hospl'tahsatlon), COVID-19 pneumonia (16d - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
9030 . EEA Male  |in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (16d - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [n/a - .3mL -
EU-EC- 21 Professional Years Hospitalisation) Int Jar])
10008732374 ospitalisation ntramuscular
2021-05- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - N - -
9031 BU-EC- 51 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008732362 1
=1 | 2021-05- | Healthcare 18-64 . . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
. - - 3 - -
9032 EU-EC- 51 Professional EEA Vears Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) - [n/a- /a - n/a])
10008732288
Elick or sca |; : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=1 (2021-05-|Healthcare 65-85 Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - Other Medically Important Condition), Vertigo (n/a - . o
9033 . EEA Female ” o (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 21 Professional Years Unknown - Other Medically Important Condition) .
- Not applicable - [n/a - 1 {DF} - Intramuscular])
10008732251
- COVID-19 MRNA VACCINE MODERNA (CX-
74 A 2021-05- | Healthcare 65-85 Chills (1d - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), General physical ~ |024414) [COVID-19 MRNA VACCINE MODERNA
9034 EU-EC- : 1 Professional Non EEA Vears Male  |health deterioration (1d - Unknown - ), Pneumonia (1d - Unknown - Other Medically Important Condition), Productive (CX-024414)] (S- COVID-19 immunisation - Not
cough (1d - Unknown - ), Pyrexia (1d - Unknown - ), Tremor (1d - Unknown - ), Vomiting (1d - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular - More in
10008731818 ICSR])
m b Non Asthenia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), |COMIRNATY COVID-19 MRNA VACCINE
9035 : 2021-05- Healthcare EEA 65-85 Male Diarrhoea (n/a - Fatal - Results in Death), Heart rate increased (n/a - Fatal - Results in Death, Caused/Prolonged (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
EU-EC- 21 Professional Years Hospitalisation), Hyperhidrosis (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in DISPERSION FOR INJECTION [TOZINAMERAN] (S|
10008731514 Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death) -n/a-n/a- [n/a- n/a- n/al)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥4 2021-05- 18-64 . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9036 BU-EC- 51 Erej%te};cizrgal Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008731469 applicable - [n/a - n/a - Intramuscular])
L More . . ) i
9037 2021-05- |Healthcare EEA than 85 |Female Arteriosclerosis (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cerebrovascular disorder |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | uEEs 21 Professional v (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
1 ) ears
10008730752
Rlick orscad | 5021-05- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
9038 . EEA Male  [Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- ; 21 Professional Years Intr: Jlar])
10008730637| 2L amuscurar
More
& [2021-05-|Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . i .
9039 EU-EC- 21 Professional Non EEA glan 85 |Female |Pneumonia aspiration (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008729971 cars
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More
9040 2021-05- |Healthcare |\ ppa  |ihan 85 |Female |Cardiac arrest (/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 121 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008729965 ‘o]
More COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - Fatal -
9041 2021-05- | Healthcare Non EEA  |than 85 |Male Results in Death, Caused/Prolonged Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- S (21 Professional v Hospitalisation), Superinfection bacterial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination  |immunisation - Not applicable - [1d - n/a - n/a])
10008729963 ; cars failure (n/a - Fatal - Results in Death)
m b Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Constipation (6d - Recovered/Resolved -
9042 2021-05-|Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Intestinal ischaemia (n/a - Fatal - Results in Death), Multiple organ dysfunction TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional Years syndrome (n/a - Unknown - Other Medically Important Condition), Sepsis syndrome (n/a - Unknown - Other Medically immunisation - Not applicable - [1d - n/a - n/a])
10008729957 ; Important Condition)
oLl More
9043 2021-05- Healtheare |y g fihan 85 |Female [Vision blurred (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 21 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008729953 :
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Confusional state (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
ol Condition), Cough (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
[ More Condition), Diarrhoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
9044 2021-05- Healthqare Non EEA  [than 85 |[Male  |Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZI_NAMERAN] (S- COVID-19
EU-EC 21 Professional Years Condition), General physical health deterioration (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, immunisation - Not applicable - [1d - n/a - n/a])
10008729941 Other Medically Important Condition), Hypoxia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Vaccine breakthrough infection (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
- COMIRNATY [TOZINAMERAN] (S- COVID-19
¥ 5021-05- | Healthcare More immunisation - Not applicable - [n/a - .3mL -
9045 . EEA than 85 (Female |Death (0d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]), COMIRNATY [TOZINAMERAN] (S
EU-EC- 21 Professional . L .
10008729613 Years - COVID-19 immunisation - Not applicable - [n/a -
.SmL - Intramuscular])
m p A More " e P
9046 =i (2021-05-|Healthcare EEA than 85 |Female Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 21 Professional Vears Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
10008729212
SPIKEVAX [COVID-19 MRNA VACCINE
Elickor sca | PRty Non MODERNA (CX-024414)] (S- COVID-19
9047 2 4 (2021-05- Healthcare EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), SARS-CoV-2 test immunisation - Not applicable - [n/a - .5mL -
EU-EC- L3121 Professional Years positive (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) Intramuscular]), SPIKEVAX [COVID-19 MRNA
10008728762 i 'VACCINE MODERNA (CX-024414)] (S- COVID-19
immunisation - n/a - [n/a - .5mL - Intramuscular])
: : 2021-05- Non 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
9048 Healthcare Non EEA Male  [Anaphylactic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition) . ol .
EU-EC- 21 . Years immunisation - Not applicable - [n/a - n/a - n/a])
o Professional
10008728752 :
: Non
9049 & (2021-05- Healthcare EFA Not Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results (COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 21 . Specified Specifiedin Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008728740 Professional
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: Non Aphasia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Brain oedema (n/a - Unknown -
9050 i2021-05- Healthcare EEA Not Female Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |¢ S 21 Professional Specified Hospitalisation), Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - ), Paralysis (n/a - [immunisation - Not applicable - [1d - n/a - n/a])
10008728736 Tk Unknown - Caused/Prolonged Hospitalisation), Vascular occlusion (n/a - Unknown - Caused/Prolonged Hospitalisation)
lick or scal : Non More
9051 g 2021-05- Healthcare Non EEA  |than 85 |[Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
EU-EC- S (21 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008728726 i
: ¥ 12021.05- " Not COMIRNATY [TOZINAMERAN] (S - COVID-19
- - . H - - i . . . . B
9052 EU-EC- 51 Eeatl‘thc_are | EEA Specified Female |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008728705 : rofessiona
oLl " Non
9053 o 202105 | ealthcare NonEEA 18°%% |l [Blood glucose decreased (n/a - Fatal - Results in Death), Diabetic coma (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 21 . Years immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008728699
Elick or scal | ; : COVID-19 VACCINE ASTRAZENECA (CHADOX1
i |2021-05- Healthcare 65-85 . . . L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
9054 EU-EC- R 1 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008728427 i i n/a - Intramuscular])
EficiCor scad | 3 Non Chills (2d - Recovered/Resolveq - ),' Digziness (n/a - Not Recovered/Not Resolved - ), Haemorrhage (n/a - Fatal - Results in [\ /AXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
9055 ki (2021-05- Healthcare EEA 18-64 Male Death, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - ), Pyrexia (2d - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EG- =21 8 Years Recovered/Resolved - ), Seizure (n/a - Unknown - Other Medically Important Condition), Thrombosis (n/a - Fatal - Results _
Professional e n/a - Intramuscular])
10008728343 ; in Death, Caused/Prolonged Hospitalisation)
0056 i 12021-05- E‘e’z‘fhhcm A 6585 | COVID-19 pnewmonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Unknown - ) Pain in (VCHADO‘“ZEV)‘?]AI\I[%\?%?(;AOO@WI 4 ?gsirml“sziIs;EﬁSﬁ
EU-EC- | &= 21 : Years extremity (n/a - Unknown - ), SARS-CoV-2 test positive (n/a - Unknown - Other Medically Important Condition)
& i Professional -n/a- [n/a- 1{DF} - Intramuscular])
10008728012
3 Non . . oo . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
- - . - - £ - - ]
9057 2021-05 Healthcare EEA 65-85 Male Death (n/a Fate'll. Results in Death), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
EU-EC | 21 Professional Years [mportant Condition) n/a - Intramuscular])
10008727606
Blickcor scad ,
9058 2021-05- Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Unknown - Life Threatening, Other Medically |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- |21 Professional Years Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008727588 |
9059 2021-05- |Healthcare Non EEA 65-85 Female Blood pressure increased (n/a - Unknown - ), Cardiac death (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 21 Professional Years Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008727586
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