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; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13221 2021-03- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Not Recovered/Not Resolved - Results in Death), Nausea (n/a - Not Recovered/Not Resolved - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 127 Professional Years Death), Pulmonary embolism (23d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008096531 - Not applicable - [n/a - n/a - n/a])
click or scarl Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
e 12021-03- . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - X - - . S
13222 BU-EC- A E:jg;sciirga] Non EEA gljar;:%S Male  |Ischaemic stroke (19d - Fatal - Results in Death), Thrombosis (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008096526 ; - Not applicable - [n/a - n/a - n/a])
gk or scall | ¥ COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13223 EU-EC- 57 Professional Non EEA Vears Female [Pulmonary embolism (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008096500 : - n/a - n/a))
or scaij . COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A : - - Results in Death)
13224 pUEC- 2157 Professional |Non EEA |years [Male |Pulmonary embolism (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008096051 n/a - n/aJ)
Rk orscad | B2 = o COVID-19 VACCINE ASTRAZENECA (CHADOXI
13225 fir: It 12021-03- Healthcare Non EEA 65-85 Male Gastrooesophageal reflux disease (n/a - Unknown - Results in Death, Life Threatening), Lung neoplasm malignant (n/a-  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- = 27 . Years Unknown - Results in Death, Life Threatening), Thrombosis (31d - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
; Professional
10008095975 n/a - n/aJ)
click or scai 502103 |Healtheare Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
13226 : Non EEA .. Male  |Hospitalisation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)  [(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- | &4 127 Professional Specified
£ n/a - Intramuscular])
10008095728
Ciorsca) | el Non More COVID-19 VACCINE ASTRAZENECA (CHADOXI
i F12021-03- . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13227 BU-EC- i 57 Eresi‘telslsciir;a] Non EEA 31;1:“85 Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008095402 applicable - [n/a - n/a - Intramuscular])
Cough (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (3wk - Fatal - Results
in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Delirium (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Dysarthria (3wk - Fatal - Results in Death, Caused/Prolonged
Elickcor scal 5 More Hospitalisation, Disabling), Dysarthria (n/a - Fatal - Results in Death, Life Threatening), Dysphagia (3wk - Fatal - Results |19 VACCINE ASTRAZENECA (CHADOXI
2021-03- | Healthcare . o L ; INCOV-19) [COVID-19 VACCINE ASTRAZENECA
13228 X : EEA than 85 |Female |in Death, Caused/Prolonged Hospitalisation, Disabling), Lethargy (3wk - Fatal - Results in Death, Caused/Prolonged :
EU-EC- o (27 Professional Y Hospitalisation. Disabling). P ia (n/a - Fatal , CausedProlonced Hospitalisation). P . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008095053 ) ears ospitalisation, Disabling), Pancytopenia (n/a - Fatal - ll_esqlts. in Death : rolonge ospitalisation), Pneumonia - n/a - Intranuscular])
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia aspiration (3wk - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), SARS-CoV-2 test positive (1/a - Fatal -
Results in Death)
13229 ar 2021-03- |Healthcare EEA 65-85 Male Intraventricular haemorrhage (4d - Fatal - Results in Death), Vertigo (4d - Fatal - Results in Death), Vomiting (4d - Fatal |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- x (27 Professional Years - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008094848
o | B : COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 il 12021-03- |Healthcare 18-64 . . A NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13230 EU-EC- B > Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Disabling) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008094545 applicable - [1d - n/a - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096531&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096526&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096051&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008095975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008095728&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008095402&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008095053&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008094848&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008094545&_xpt=1&_xf=pdf
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COVID-19 MRNA VACCINE MODERNA (CX-
eagr (2021-03- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
13231 EU-EC- 3 27 Professional Non EEA Years Male |Cardiac arrest (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008094491 applicable - [n/a - 1{DF} - Intramuscular])
Hikorsal 4§ |2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
h : . 1 - - i . . . )
13232 BU-EC- i o7 Professional EEA 21(12111 85 |Female |Cerebrovascular accident (5d - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008094106 ? cars
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
S| Intramuscular]), [CARBOPLATIN] (S - Bladder
4 (2021-03-|Healthcare 65-85 Abdominal pain upper (3d - Fatal - Results in Death), Presyncope (3d - Fatal - Results in Death), Syncope (3d- Fatal - |"-0P fasm - Not applicable - [n/a - 300mg -
13233 EU-EC 57 Professional EEA v, Female Results in Death —— ? Intravenous (not otherwise specified)]),
100082)93;;16 ofessional ears esults in Death) [GEMCITABINE, GEMCIT ABINE
HYDROCHLORIDE] (S - Bladder neoplasm - Not
applicable - [n/a - 1490mg - Intravenous (not
otherwise specified)])
Rl orscad | BIRARAT Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
13234 : 2 1 (2021-03- Healthcare EEA 18-64 Female Chills (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 27 Professional Years Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008093814 - Not applicable - [n/a - .5mL - Intramuscular])
More
13235 2021-03- Healthcare than 85 |[Female [Sudden death (0d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 27 Professional Vears immunisation - n/a - [n/a - n/a - Intramuscular])
10008093802
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13236 pupc 2126 [Professional |NOMEEA yeps [Male  Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008093127 applicable - [n/a - 1{DF} - Intramuscular])
_ COVID-19 MRNA VACCINE MODERNA (CX-
e Non 024414) [COVID-19 MRNA VACCINE MODERNA
s 12021-03- | Healthcare 65-85 Death (1d - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Malaise (n/a - Unknown - ), Musculoskeletal stiffness (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
13237 EU-EC- A Non EEA Male R )
26 Professional Years - Unknown - ) applicable - [n/a - 1 {DF} - Intramuscular - More in
10008092065 ICR])
Elickor scal | 1 COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-03- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
13238 pupc |3 E¥ 126 Professional | O" EEA - [yars  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008091696 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=10008094491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008094106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008093816&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008093814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008093802&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008093127&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008092065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091696&_xpt=1&_xf=pdf
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b COVID-19 MRNA VACCINE MODERNA (CX-
" [2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - ) . L
13239 puEc Y126 Professional |OMEEA  |yors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008091610 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
'i(2021-03-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13240 pupc %6  |Professional [NOREEA |year [Male  |Cardiacarrest (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008091441 applicable - [n/a - 1{DF} - Unknown])
Rlickcor scal | 5 More Death (1d - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Tliness (n/a - (COVID-19 MRNA, VACCINE MODERNA (CX-
2021-03- | Healthcare - ! . 024414) [COVID-19 MRNA VACCINE MODERNA
13241 o . Non EEA |than 85 [Male  |Unknown - ), Insomnia (n/a - Unknown - ), Lethargy (n/a - Unknown - ), Malaise (n/a - Unknown - ), Nocturia (n/a - . g
EU-EC- T 20 Professional Vears Unknown - ), Pollakiuria (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008091287 ? applicable - [n/a - 1{DF} - Intramuscular])
or scaj COVID-19 MRNA VACCINE MODERNA (CX-
Vi [2021-03- |Healthcare 65-85 . . T 024414) [COMD-19 MRNA VACCINE MODERNA
13242 EUEC |8 6 Professional Non EEA Vears Male  [Thrombocytopenia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008091265 applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scad | 2.3 02103 |Eealthoare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13243 ; X : EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- i x 26 Professional Years Int dar])
10008091233 nlramuseLar
C More SPIKEVAX [COVID-19 MRNA VACCINE
13244 2021-03- |Healthcare g than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- ) 26 Professional Vear immunisation - Not applicable - [n/a - 1{DF} -
10008091198| ; cars Intramuscular])
m of i Cardiac disorder (n/a - Fatal - Results in Death), Diabetes mellitus (n/a - Fatal - Results in Death), End stage renal disease COVID-19 MRNA VACCINE MODERNA (CX-
j 2021-03- |Healthcare 65-85 . . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
13245 ] . Non EEA Male |(n/a- Fatal - Results in Death), Fall (n/a - Unknown - Life Threatening), Hypertension (n/a - Fatal - Results in Death), . L
EU-EC- x 26 Professional Years Unresponsive to stimuli (n/a - Unknown - Life Threatening) (CX-024414)] (S- COVID-19 immunisation -
10008090935 P Unknown - [n/a - 1 {DF} - Intramuscular])
Or scail
2021-03- Non Not Brain death (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death), G)MIRNtATY [I:IF?ZIN?MSRAI\E/ ¢ -n/CDV[D-19
13246 EU-EC- 6 Healthc'are EEA Specified Male  [Haematoma (n/a - Unknown - Caused/Prolonged Hospitalisation), Memory impairment (n/a - Unknown - Caused/Prolonged llmtmumsa llfn - Not applicable - [n/a - n/a -
10008090852 Professional Hospitalisation), Pyrexia (n/a - Unknown - ) ntramuscular])
ik or scad More COVID-19 MRNA VACCINE MODERNA (CX-
Vi [2021-03- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - -), - - . L
13247 BUEC. |iE %6 Professional Non EEA 271:;11_ S85 Female |Death (1d- Fatal - Results in Death), Diet refusal (21d - Unknown - ), Refusal of treatment by patient (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008090748 applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
08 |00 1.03- | Healtheare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
13248 : . Non EEA Male  |Death (1d- Fatal - Results in Death), Pyrexia (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 7 126 Professional Years . :
applicable - [n/a - 1{DF} - Intramuscular - More in
10008090657 ICSR])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091610&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091441&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091265&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091233&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008090935&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008090852&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008090748&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008090657&_xpt=1&_xf=pdf
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; :
13249 i (2021-03- Healthcare EEA ?ﬁg;eg 5 |Female Asthenia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results mﬁﬁgﬁ ggimlicable ) [O] d(_S ég‘fll}lg
EU-EC- |7 26 Professional in Death), Drug ineffective (n/a - Unknown - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) PP )
Years Intramuscular])
10008089870 5
2021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13250 40, . EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- x 26 Professional Years More in ICSR])
10008089739 ore
lickcor scal L ; COVID-19 (n/a - Unknown - ), COVID-19 pneumonia (8d - Unknown - ), Cough (n/a - Unknown - ), Death (n/a - Fatal - COVID-19 A VA MODERNA (CX-
2021-03-|Healthcare 18-64 X - . . 024414) [COVID-19 MRNA VACCINE MODERNA
13251 . Non EEA Male  |Results in Death), Dyspnoea (n/a - Unknown - ), Emotional distress (n/a - Unknown - ), Malaise (n/a - Unknown - ), . i
EU-EC- 26 Professional Years Pyrexia (n/a - Unknown - ), Rales (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008089651 ke > applicable - [n/a - 1{DF} - Intramuscular])
oLl ¢ Non Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VA AST ccn ]ENECAR( ZENE XI
13252 i [2021-03- Healthcare Non EEA Not .. _JFemale |Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VA AST : CA
EU-EC- | geH 26 Professional Specified Con dition)’ ? > (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008089010 - n/a - Intramuscular])
Elickcor scal 2 |5021-03- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
13253 . EEA Female |Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- & 26 Professional Years Not applicabl Ja - n/a -
10008088531 - Not applicable - [n/a - n/a - n/a])
ElickCor scal - e
ore
2021-03- | Healthcare . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
13254 EU-EC- | %% A EEA than 85 |Female |Ischaemic cerebral infarction (n/a - Fatal - Results in Death) . i . _ i _
10008087961 26 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
: More
13255 4 (2021-03-|Healthcare EEA than 85 [Male Decreased appetite (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- n/a- n/a - [n/a
EU-EC-  |§ 26 Professional Y. Nausea (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008087296 cars
s |
13256 2021-03- Healthcare EEA 65-85 Male Blood pressure decreased (1d - Fatal - Results in Death), Diarrhoea (1d - Fatal - Results in Death), Nausea (1d - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 26 Professional Years Results in Death) n/a - [n/a - n/a - Intramuscular])
10008087174
:
2 (2021-03- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
. - - ) )
13257 EU-ECG- |4 26 Professional EEA Years Female Death (n/a - Fatal - Results in Death Not applicable - [n/a - n/a - Intramuscular])
10008087079
BlickCor scal , More
13258 2021-03- |Healthcare EEA than 85 [Male Diarrhoea (9d - Recovered/Resolved - ), Dyspnoea (9d - Recovered/Resolved - ), Dyspnoea (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- | &5 26 Professional Hypotension (9d - Recovered/Resolved - ) n/a - [n/a - n/a - Intramuscular])
10008087054 Years
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008087296&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008087174&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008087079&_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
1 2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ R -
13259 EU-EC- 6 Professional EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) - n/a- n/a])
10008087021
Hideorsal | g % [2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13260 M . EEA than 85 (Male  |Death (n/a - Fatal - Results in Death)
EU-EC- 26 Professional Vears - n/a - Intramuscular])
10008087019
COMIRNATY [TOZINAMERAN] (S - Immunisation -
: i More n/a - [n/a - n/a - Intramuscular]), [AMLODIPINE,
ol (2021-03-|Healthcare . AMLODIPINE BESILATE, AMLODIPINE
R - - i ’.
13261 EUEC |2 6 Professional EEA ?:;ISS Female |[Haematemesis (n/a - Fatal - Results in Death) MESILATE] (S- Hypertension - n/a - [n/a - Smg -
10008087000 : Oral]), [CANDESART AN CILEXETIL] (S-
Hypertension - n/a - [n/a - 16mg - Oral])
2021-03- |Healthcare Myalgia (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13262 . EEA than 85 |Female N
EU-EC- |& 26 Professional Vears Results in Death) - n/a - Intramuscular])
10008086990
Rlick orscal | 2021-03- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13263 o . EEA Male |General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a -
EU-EC- |y 26 Professional Years Int dar])
10008086887 nlramuserar
Elick or scad ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
13264 2021-03-|Healthcare |0 1864 | e |Cerebral hacmorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 26 Professional Years Thrombocytopenia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008086347 - /a - [n/a - n/a - Intramuscular])
Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
m = i Dlsal)}mg), Headac_he (r_1/a - Not I_{ecovered/Not Resqlved - Results in Death, Life Thre'atemng, Cau§ed/Prolong§d COVID-19 VACCINE ASTRAZENECA (CHADOX]
i Hospitalisation, Disabling), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Life Threatening,
: =1 2021-03- | Healthcare 18-64 Lok S . . > NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13265 . EEA Male  |Caused/Prolonged Hospitalisation, Disabling), Portal vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death . o
EU-EC- 26 Professional Years Life Th : used/Prol Hospitalisation. Disablin). Pul boli Ja- N N Ived (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008086286 ife Threatening, Ca : TO ongf?d ospitalisation, Disal mg), *ulmonary embolism (p a - Not Recovered/Not Resolved - |* na - [n/a - n/a - Intramuscular])
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Seizure (n/a - Not Recovered/Not
Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Not
Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
Kk or scad | ; :
=1 (2021-03- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
13266 EU-EC- z 26 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10008085807/ &3 :
- % 02103 Healtheare 65.85 COVID-19 VACCINE ASTRAZENECA (CHADOX1
13267 h : EEA Female |Death (n/a - Fatal - Results in Death) NCOV-19) - SUSPENSION FOR INJECTION (S-
EU-EC- |§ 26 Professional Years COMID-19 hylaxis - n/a - [n/a - n/a - n/a])
10008085486/ & prophylaxis - va - [/a - va - va
BEGAE 5103 Non 65-85 COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d
13268 » " |Healthcare EEA g Male  |Death (n/a - Fatal - Results in Death) -ma-ma-lid-
EU-EC- 26 Professional Years n/a - n/aj)
10008085474
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008086286&_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
H 2 H - _ . X . _ _ . X . _
1 Non More Altered state of consciousness (n/a - Fatal - Results in Deat.h) Arthralgia (n/a Fatgl Results in Death). 'Chl"S (n/a SPIKEVAX [COVID-19 MRNA VACCINE
2021-03- Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hyperpyrexia (n/a - Fatal - Results in Death),
13269 Healthcare EEA than 85 |Male . A . - MODERNA (CX-024414)] (S- COVID-19
EU-EC- 26 : Malaise (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death) . o ;
Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008085045
More
% [2021-03- |Healthcare . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - , - - . vl .
13270 EUEC |88 %6 Professional EEA than 85 |Female |Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [nVa - 1{DF} - n/a])
: Years
10008084957
Rlickorscal ._ it 2021-03-| Healtheare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
13271 : EEA Male  |Sudden cardiac death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-ECG-  |§ 26 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/])
10008084944/ = unisation - ot applicable - [n/a a
Qr _scail it
21 (2021-03- Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
: - - R - -
13272 EUEC |3 6 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) a - Intramuscular])
10008084896
13273 3 |2021-03- |Healthcare EEA 65-85 Female Death (1d - Fatal - Results in Death), Diarrhoea (1d - Unknown - Other Medically Important Condition), Malaise (1d - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- ! ¥ |20 Professional Years Unknown - Other Medically Important Condition) immunisation - Unknown - [n/a - n/a - n/a)
10008084555
2021-03-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
13274 EU-EC- % Professional EEA %1:;:5 Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [1Va - n/a - n/a])
10008084122
[elick or scall | 5 = COVID-19 VACCINE ASTRAZENECA (CHADOX1
13275 2021-03- |Healthcare Non EEA 65-85 Female Atrial fibrillation (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ) ¥ (26 Professional Years Malaise (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008084095 applicable - [1d - n/a - Intramuscular])
eorsal | R | 1 os Healtheae 65-85 COMIRNATY [TOZINAMERAN] (8- COVID-19
13276 o : . EEA Male [COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 26 Professional Years Intr: ular])
10008083648 amuscuiar
13277 1 2021-03- Healthcare Non EEA 18-64 Male Dizziness (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death), Seizure (n/a - Unknown - Other COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- T (26 Professional Years Medically Important Condition), Vaccination site pain (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008083576 ;
Cerebral h: hage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hemi is (n/a - Fatal - Result:
2021-03- |Healthcare 65-85 rel aemorrhage (n/a - Fatal - Results in Death, Caused/Prolon; ospitalisation), Hemiparesis (n/a - Fatal - Results ) o
13278 EU-EC- FE 26 Professional |EEA Years |Female |in Death, Caused/Prolonged Hospitalisation), Urinary incontinence (n/a - Fatal - Results in Death, Caused/Prolonged ﬁﬁgég/:_[rfgﬂmﬂﬂmmm]) (S- Immunisation
10008083484 - Hospitalisation)
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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
- COMIRNATY COVID-19 MRNA VACCINE
ot 2021-03- | Healthcare 65-85 (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
13279 : EEA Male  |Sudden death (0d - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S|
EU-EC- = (26 Professional Years . .
¢ - Immunisation - Not applicable - [n/a - .3mL -
10008083376
Intramuscular])
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
1112021-03- |Healthcare 65-85 . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13280 EU-EC- 26 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008083211 applicable - [1d - n/a - Intramuscular])
i 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
_03- : c g . _ _ . , H _ - i . . . -
13281 EUEC | & %6 Professional EEA gl(lan 85 |Female |Acute myocardial infarction (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008082897 & cars
Qr _scail
H (2021-03- |Healthcare More Cardiac failure (3d - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Diarrhoea (3d - Fatal - |(COMIRNATY [TOZINAMERAN] (S - COVID-19
13282 : . EEA than 85 (Male . . N
EU-EC-  |&% 26 Professional Vears Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10008082826/
ik or s COMIRNATY COVID-19 MRNA VACCINE
2 o . . . NUCLEOSIDE MODIFIED) CONCENTRATE FOR
- - - - - .l - - 9 (
13283 2021-03 Healthgare EEA 18-64 Male Acute myocard1al-1nfarct10n (0d - Fatal - Results in Death), Death (0d - Fatal - Results in Death), Pulmonary oedema (0d DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- 26 Professional Years - Fatal - Results in Death) L .
- Immunisation - Not applicable - [n/a - .3mL -
10008082756
Intramuscular])
C Non Arrhythmia (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in
13284 2021-03- Healthcare EEA 18-64 Male Death), General physical health deterioration (n/a - Unknown - ), Hyperkalaemia (n/a - Unknown - Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 26 Professional Years Important Condition), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - immunisation - Not applicable - [1d - n/a - n/a])
10008082351 Unknown - ), Pyrexia (n/a - Unknown - )
Elickcor scal 3 2021-03- [Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
13285 . EEA Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a-[n/a-n/a-
EU-EC- 26 Professional Years Intramuscular])
10008082101
13286 EU-EC- 2021-03-|Healthcare —pp 0585 |l Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZIN. 1(8-n/a-nja-[n/a
26 Professional Years - n/a-n/a])
10008082093
: % 2021-03-|Health, More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/;
13287 “Uompeatheare - pp than 85 |Female |Sudden death (n/a - Fatal - Results in Death) -wa-na-iva
EU-EC- ] ¥ (26 Professional Vears - n/a - Intramuscular])
10008082092
Rlick or scal ] More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2021-03- | Healthcare Intestinal ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Volvulus (1/a - Fatal - Results in | o .
13288 : Non EEA  |than 85 |Female iermor: immunisation - Not applicable - [1d - n/a -
EU-EC- = |26 Professional Death, Caused/Prolonged Hospitalisation)
10008081819 L Years Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non
2021-03- 18-64 . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13289 BU-EC. |3 6 Healthc_are Non EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
Professional
10008081791
¢ [2021-03-|Healthcare 65-85 ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
A - - . o .
13290 EU-EC- o6 Professional Non EEA Vears Female |Circulatory collapse (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008081788 i
Rlickor scal | C-reactive protein increased (n/a - Fatal - Results in Death), Cerebellar infarction (n/a - Fatal - Results in Death), COVID-19 VA AST CA( X1
2021-03- |Healthcare 65-85 . : " . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13291 . EEA Male  [Cerebral infarction (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal -
EU-EC- | e 26 Professional Years Results in Death), Satus epilepticus (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S-n/a-n/a-[1d-n/a-
10008081729 i Results in Death), cpriep Results in Death) Subeutaneous])
ElickCor scal |3 i More , N , o
13292 2021-03-|Healthcare EEA than 85 [Male Chills (n/a - Fatal - Results in Death), Delirium (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 2 |20 Professional v, Rash pruritic (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular - More in ICSR])
£ ears
10008081671
Eetick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i [2021-03- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
13293 EU-EC- 6 E:(z::‘i};:iirgal EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008081578 n/a - Intramuscular])
Asthenia (n/a - Unknown - Other Medically Important Condition), Back pain (n/a - Unknown - Other Medically Important
2021-03-| Healthcare 65-85 Condition), Diarrhoea (n/a - Unknown - Other Medlqa!ly Important Oondmon)., Embolic stroke (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13294 EU-EC- %6 Professional Non EEA Vears Male  [Death, Caused/Prolonged Hospitalisation), Endocarditis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), immunisation - Not applicable - [n/a - n/a - n/al)
10008080901 ) Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - PP
Unknown - Other Medically Important Condition)
gk or scal |} ; : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
! =112021-03- 18-64 . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
13295 EU-EC. | 6 Eﬂg;sciirgal EEA Vears Male |Inflammation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008080885 n/a - Intramuscular])
Ll o SPTKEVAX [COVID-19 MRNA VACCINE
p 2l (2021-03- Healthcare 65-85 . . s MODERNA (CX-024414)] (S- COVID-19
; - - X - - . e ;
13296, FUEC. |1 %6 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1 {DF} -
10008080824 Intramuscular])
COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (n/a - Unknown - Caused/Prolonged
; More Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Exposure to SARS-CoV-2 (n/a - Unknown - [SPIKEVAX [COVID-19 MRNA VACCINE
13297 2021-03- | Healthcare Non EEA  |than 85 [Male ), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Unknown - MODERNA (CX-024414)] (S- COVID-19
EU-EC- | g% 26 Professional Years Caused/Prolonged Hospitalisation), Productive cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - immunisation - Not applicable - [n/a - 1{DF} -
10008080814 : Unknown - Caused/Prolonged Hospitalisation), Rales (4d - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure |Intramuscular])
(n/a - Unknown - Caused/Prolonged Hospitalisation), Sepsis (n/a - Unknown - Caused/Prolonged Hospitalisation)
] i Death (1d - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Dry mouth (n/a - Unknown - ), Dyspnoea (1d SPIKEVAX [COVID-19 A VA
al (2021-03-|Healthcare 65-85 : B X : MODERNA (CX-024414)] (S- COVID-19
13298 . Non EEA Female |- Unknown - ), Fatigue (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Pain (n/a - Unknown - ), Pyrexia (n/a - . o .
EU-EC- 26 Professional Years . Lo " L . immunisation - Not applicable - [n/a - 1{DF} -
10008080064 g Unknown - ), Unresponsive to stimuli (1d - Unknown - Other Medically Important Condition), Wheezing (n/a - Unknown - ) 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=10008081729&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008080901&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008080885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008080824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008080814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008080064&_xpt=1&_xf=pdf
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; o Non More
13299 &= 12021-03- Healthcare EEA than 85 |Female Malaise (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o (26 Professional Vears Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008078388 i
;
v2% (2021-03- |Healthcare More COVID-19 pneunonia (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (11d - Fatal - |COMIRNATY [TOZINAMERAN] (S - COVID-19
13300 pupc o (25 Professional | LA glan 85 |Female |Regults in Death, Caused/Prolonged Hospitalisation) }mmmlsatllﬂon - Drug withdrawn - [1d - n/a -
10008079215 cars ntramuscularl)
ik orscad | ST Non COMIRNATY COVID-19 MRNA VACCINE
i (2021-03- 18-64 . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
- R
13301 BU-EC- 2% Eﬁ;l;scizrgal EEA Years Male  [Sudden cardiac death (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008079019 & -n/a-n/a-[n/a-n/a- Intramuscular])
B SPIKEVAX [COVID-19 MRNA VACCINE
AL [2021-03-|Healthcare 65-85 ) MODERNA (CX-024414)] (S - COVID-19
) ; - - . e :
13302 EU-EC- T s Professional Non EEA Vears Male  [Haemothorax (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008078810 Intramuscular])
Ascites (n/a - Fatal - Results in Death), Asthenia (n/a - Unknown - ), Bacteraemia (n/a - Fatal - Results in Death),
lick or sca - Catheter site haemorrhage (n/a - Fatal - Results in Death), Complication associated with device (n/a - Fatal - Results in (COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 == ) 024414) [COVID-19 MRNA VACCINE MODERNA
13303 : Non EEA Male  |Death), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Hip fracture (n/a - Unknown - Caused/Prolonged . L
EU-EC- 25 Professional Years T . . . . - (CX-024414)] (S- COVID-19 immunisation -
: Hospitalisation), Hypotension (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death), Tachycardia (n/a -
10008078789: ! Unknown - [n/a - 1{DF} - Intramuscular])
Fatal - Results in Death)
COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
13304 pupc | 25 |Professional |V EEA lyeqrs  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008078068 72 applicable - [n/a - 1{DF} - Intramuscular])
ol Brain herniation (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Unknown - MRN, CCINE
] 5021-03- | Healtheare More Caused/Prolonged Hospitalisation), Cerebral mass effect (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - 8?4\213)1[9@“19 13?\4}11\1 A \X(CDJBI]?\]RIE\IQC()CSERN A
13305 . Non EEA  |than 85 |Female |Fatal - Results in Death), Encephalitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Meningioma (n/a - Unknown - . L
EU-EC- | 25 Professional v, 1 d Hospitalisati 1h hage (1) ) Hospitalisati . (CX-024414)] (S- COVID-19 immunisation - Not
10008077752/ ‘ears Caused/Prolonged Hospitalisation), Subdural haemorrhage ( a- Unknown - Caused/Prolonged Hospitalisation), Vasogenic applicable - [n/a - 1{DF} - Intramuscular])
cerebral oedema (n/a - Unknown - Caused/Prolonged Hospitalisation)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13306 2021-03- Healthcare Non EEA 18-64 Female Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 25 Professional Years in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008077565 y Intramuscular])
: o Non COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-03- 65-85 . e 024414) [COVID-19 MRNA VACCINE MODERNA
) - - Results in Death), - - Caused/ . L
13307 EU-EC- T s E:(é)igslsciz(i)rgal Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Dyspnoea (3d - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008077066/ applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad |* 1 More COVID-19 MRNA VACCINE MODERNA (CX-
=3 (2021-03- [Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
13308 by e ¥ |25 Professional | o7 FEA 21(1:;585 Male | Death (1d - Fatal - Results in Death), Malaise (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008076808 - applicable - [n/a - 1{DF} - Intramuscular])
: MRN CCINE
4 2021-03- Non 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Embolism (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in SPIKEVAX [COVID-19 A VA
13309 RO Healthcare EEA Male : A . - e —— MODERNA (CX-024414)] (S- COVID-19
EU-EC 3 25 Professional Years Death), Seizure (n/a - Fatal - Results in Death) hylaxis - n/a - [n/a - 0/ - 1
10008076617 rofession: prophylaxis - n/a - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008078388&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008079215&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008079019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008078810&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008078789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008078068&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008077752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008077565&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008077066&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008076808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008076617&_xpt=1&_xf=pdf
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Primary
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
3 More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . T 024414) [COVID-19 MRNA VACCINE MODERNA
13310 EU-EC- 5 Professional Non EEA ?:;SS Male  [Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008076407 applicable - [n/a - 1{DF} - Intramuscular])
Acute myeloid leukaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Band neutrophil count increased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling), Blast cell count increased (n/a - Fatal - 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 - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Haemorrhagic stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
ik o | B0 Hospitalisation, Disabling), Ischaemic stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
: ? Non Hospitalisation, Disabling), Leukaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, ME ME
13311 poee 5221_03_ Healthcare ~ [Non EEA ?('Se ﬁ: Female |Disabling), Metamyelocyte count increased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged msatiomgzozlligble N Fﬁﬁ:%\]}){]}lg
10008076259 Professional Hospitalisation, Disabling), Monocyte count increased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged PP
Hospitalisation, Disabling), Myelocyte count increased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Neutrophil count decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Pain in extremity (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Platelet count decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Red cell distribution width increased (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Thrombosis (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling)
1 More COVID-19 MRNA VACCINE MODERNA (CX-
13312 2021-03- Healthcare Non EEA  |than 85 |Female Chest pain (n/a - Unknown - ), Chills (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Fatigue (n/a - Unknown - ), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 25 Professional Years Flatulence (n/a - Unknown - ), Headache (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008075938 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scal % [2021-03- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
13313 . Non EEA Female |Incorrect route of product administration (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC- & 25 Professional Years Subeutancous])
10008075032,
2021-03-|Healthcare 65-85
13314 EU-EC- 25 Professional [EEA Years |Female |Arrhythmia (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- n/a- n/a - [n/a
- n/a - Intramuscular])
10008074430
. %4 12021-03- | Healtheare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13315 EUEC | B 125 Professional EEA g}an 85 |Male  |Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - n/a - Intramuscular])
10008074420| =2 ; cans
Elick or scad More COVID-19 MRNA VACCINE MODERNA (CX-
3§ 2021-03-Healthcare . S . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ), - - ) . P
13316 EU-EC- : |55 Professional Non EEA ?:;SS Male  [Death (1d- Fatal - Results in Death), Epistaxis (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008074317 i applicable - [n/a - 1{DF} - Intramuscular])
b COVID-19 MRNA VACCINE MODERNA (CX-
3% 2021-03- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
X : - - . P
13317 EU-EC- 0 2s Professional Non EEA Vears Male  [Pulmonary embolism (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008074225 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=10008074420&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008074317&_xpt=1&_xf=pdf
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:
13318 2021-03-|Healthcare EEA 18-64 Male Death (n/a - Fatal - Results in Death), Haematoma (n/a - Unknown - ), Road traffic accident (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- & 25 Professional Years Death) immunisation - n/a - [n/a - 1{DF} - n/a])
10008074216
click or scarl . COVID-19 VACCINE ASTRAZENECA (CHADOX1
13319 2021-03- |Healthcare Non EEA 18-64 Male Asthenia (n/a - Unknown - ), Headache (n/a - Unknown - ), Immune thrombocytopenia (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | ¥ 25 Professional Years Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008074192 n/a - Intramuscular])
Rlick or scol | =itE3acs 02103 | ealtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13320 b 0 . EEA Male  [Sudden cardiac death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | & x |25 Professional Years Intr: ular])
10008074065 amuseuar
Qr _scail
=¥ |2021-03- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - ) )
13321 EU-EC- | 25 Professional EEA Years Mele  Pneumonia (/a - Fatal - Results in Death Not applicable - [n/a - n/a - Intramuscular])
10008074002 :
13322 X 2021-03- | Healthcare EEA 18-64 Mal Chills (n/a - Unknown - ), Dyspnoea (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EG  |& 25 Professional Years @ |Unknown - ) n/a- [n/a - .3mL - Intramuscular])
10008073930
b COVID-19 MRNA VACCINE MODERNA (CX-
43 2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
133 pupe |% s Professional |OMEEA  |yors  [Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008073888 | applicable - [n/a - 1{DF} - Intramuscular])
KlickCor scap | 2
2021-03- |Healthcare 65-85 L . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; R -
13324 EU-EC. |1k 5 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) - n/a-n/a))
10008073529 &
e COVID-19 MRNA VACCINE MODERNA (CX-
b: [2021-03-|Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
13325/ EU-ECG- 5 Professional Non EEA Vears Female |Death (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008073454 .
applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
13326 pupC Professional |0 FEA - |than 85 [Male - [Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008073446 ; applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | 5 - More COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
) A . - - . . .
B327 pupc |% £ (25 |Professional |NO"PEA than 85 [Male - Death (v - Fatal - Results In Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008073127 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=10008074216&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008074192&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073529&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073454&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073446&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073127&_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
et COVID-19 MRNA VACCINE MODERNA (CX-
13328 T3 2021-03-|Healthcare Non EEA 65-85 Female Fluid intake reduced (n/a - Fatal - Results in Death), Hypophagja (n/a - Fatal - Results in Death), Pain (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | % 25 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008073107 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl . More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13329 2021-03- | Healthcare Non EEA  |than 85 |Male Cough (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | E53 25 Professional Vears Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008072974| n/a - Intramuscular])
gk or scall | ; ; COVID-19 MRNA VACCINE MODERNA (CX-
;  (2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
3o . - - Results in Death) . L
13330 EU-EC- x (25 Professional Non EEA Years Malg | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008072937 applicable - [n/a - 1{DF} - Intramuscular])
E— ¢ More
13331 g [2021-03- Healtheare ~pp g5 [Female | Abdominal pain (nwa - Fatal - Results in Death), Back pain (n/a - Fatal - Results in Death) COMIRNATY [ TOZINAMERAN] (S- COVID-19
EU-ECG- |5 25 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008072764/ =i ;
Elickcor scad | 5021-03- |Healthcare More Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in SPIKEVAX [COVID-19 MRNA VACCINE
13332 . EEA than 85 |Female |Death), Nausea (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - MODERNA (CX-024414)] (S- COVID-19
EU-EC- 25 Professional . " R . L .
Years Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008072542
o ¥ 12021-03- |Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
13333 ; : EEA Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - COVID-19
EUEC | & 25 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008072487 PP
Rlickcor scad | 2021-03-|Healthcare 65-85 Fatigue (n/a - Unknown - ), Injection site erythema (5d - Recovered/Resolved - ), Injection site inflammation (5d - COMIRNATY [TOZINAMERAN] (S- COVID-19
13334 o . EEA Male  |Recovered/Resolved - ), Injection site warmth (5d - Recovered/Resolved - ), Malaise (n/a - Fatal - Results in Death), Nausea |. S .
EU-ECG-  |§ 25 Professional Years g o . immunisation - Not applicable - [n/a - 1{DF} - n/a])
(n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
10008072109/ =¥
B on
t: 2021-03- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
X - - . S .
13335 BU-EC- 25 Ereaiﬁthciar; | EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008071882 oressiond
= H More COVID-19 VACCINE ASTRAZENECA (CHADOX1
' (2021-03-|Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
13336 EUEC | 5 Professional EEA ?:;ISSS Female |Asthenia (0d - Fatal - Results in Death), Cardiac arrest (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008071709 - Not applicable - [1d - .5mL - Intramuscular])
gk or scall | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
13337 EUEC |} 55 E:jg;scif:a] EEA Vears Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008071698 -n/a- [n/a-n/a-n/a))
C Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), COVID-19 VACCINE ASTRAZENECA (CHADOXI
13338 2021-03-|Healthcare EEA 18-64 Female Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |k 25 Professional Years Disabling), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008071631 Disabling) -n/a- [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=10008072487&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008072109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008071882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008071709&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008071698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008071631&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
=112021-03- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13339 pupe |3 25 Professional | EA Years [Vele  |Ceretral venous sinus thrombosis (3d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008071293 - n/a- [n/a-n/a-n/al)
click or scarl Non Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (1d - Fatal - Results in Death), Chest COVID-19 MRNA VACCINE MODERNA (CX-
13340 e (2021-03- Healthcare Non EEA 18-64 Male discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- x |25 Professional Years Hospitalisation), Dizziness (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation -
10008070645 Caused/Prolonged Hospitalisation), Respiratory failure (1d - Fatal - Results in Death) Unknown - [n/a - 1{DF} - Intramuscular])
Elickarsad 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13341 e : EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) . o °
EU-EC- 25 Professional v, immunisation - n/a - [n/a - n/a - n/a])
10008070169 ; cars
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 2021-03- | Healthcare Not Not . . . .. .. |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13342 EUEC | 5 Professional Non EEA Specified Specified Headache (n/a - Unknown - ), Immune thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008069790 = n/a - Intramuscular])
m o b Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Adrenal gland injury (n/a - Unknown - Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOXI
%= |2021-03- |Healthcare 18-64 T . " " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13343 X : EEA Male  [Hospitalisation), Haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - CHADO Unk
EU-EC |} % |25 Professional Years Unknown - ), Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition) ( X1 NCOV-19)] (- n/a - own - [n/a -
10008069446 = ? E—— n/a - Intramuscular])
:
% 12021-03- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in | COVIRNATY [TOZINAMERAN] (S- COVID-19
13344 : EEA Male TINOY; immunisation - Not applicable - [1d - .3mL -
EU-EC-  |§ 25 Professional Years Death, Caused/Prolonged Hospitalisation) Int Jlar])
10008069253 : nramsear
Clot retraction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown -
; Non Caused/Prolonged Hospitalisation), Constipation (n/a - Unknown - Caused/Prolonged Hospitalisation), Dehydration (n/a -
13345 i (2021-03- Healthcare Non EEA 65-85 Female Unknown - Caused/Prolonged Hospitalisation), Infection (n/a - Unknown - Caused/Prolonged Hospitalisation), Limb TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 25 Professional Years discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown - Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10008068893 Hospitalisation), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
S ! 12021-03- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13346 : EEA Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 25 Professional Years Int ul
10008068236 ntramuscular])
klick or scal
5021-03- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13347 EU-EC- 55 Professional EEA Vears Male  |Ischaemic stroke (15d - Fatal - Results in Death), Peripheral ischaemia (15d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
10008068036 Intramuscular])
K [2021-03- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13348 : EEA than 85 |Male  |Left ventricular dysfunction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- i 25 Professional
10008067956/ £ 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=10008070645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008070169&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008068236&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008068036&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008067956&_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
- Brain hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown - Caused/Prolonged
Elick or scal | 2 More Hospitalisation), Fatigue (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Herpes simplex encephalitis
13349 . 2021-03- Healthcare Non EEA  |than 85 |Male (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Limb discomfort (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- |% 25 Professional Years Hospitalisation), Loss of consciousness (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pain in immunisation - Not applicable - [1d - n/a - n/a])
10008067916/ extremity (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Seizure (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
KlickCor scap | :
1 (2021-03- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl
13350 EUEC. |3 5 Professional EEA Vears Female |Diarrhoea (n/a - Fatal - Results in Death), Rectal haemorrhage (n/a - Fatal - Results in Death) immunisation - n/a - [1Va - 1 {DF} - Intramuscular])
10008067884
More
4 2021-03- |Healthcare ; . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
13351 EU-EC- 5 Professional EEA glan 85 |Female |Diarrhoea (n/a - Fatal - Results in Death), Rectal haemorrhage (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008067878 s
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
: Intramuscular]), [BENSERAZIDE
13352 x4 (2021-03- |Healthcare EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Decreased appetite (n/a- |HYDROCHLORIDE, LEVODOPA, BENSERAZIDE,
EU-EC- 25 Professional Years Fatal - Results in Death), Dehydration (n/a - Fatal - Results in Death) LEVODOPA] (S - Parkinsonism - Dose increased - [n/a]
10008067677 - n/a - Oral]), [GALANT AMINE HYDROBROMIDE]
(S- Dementia Alzheimer's type - Dose not changed -
[n/a - n/a - Oral])
Elickor scal | #- : COVID-19 VACCINE ASTRAZENECA (CHADOX1
13353 221 2021-03-|Healthcare EEA 18-64 Male Carotid artery dissection (n/a - Fatal - Results in Death), Ischaemic stroke (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | L, (25 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008067560 i - Not applicable - [n/a - 1{DF} - Intramuscular])
3 2021-03- | Healtheare 18-64 Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pain in extremity (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13354 . Non EEA Female immunisation - Not applicable - [1d - n/a -
EU-EC-  |§ 25 Professional Years Recovered/Not Resolved - ) Int Jlar])
10008067046 ntramuscular]
: ’ More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13355 {1 (2021-03- Healthcare EEA than 85 |Female Bed rest (n/a - Unknown - ), Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Feeling abnormal (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 25 Professional Vears Unknown - ), Feeling cold (n/a - Unknown - ), Restlessness (n/a - Unknown - ), Urge incontinence (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008066454 - Unknown - [n/a - n/a - Intramuscular])
Elickor scal More COVID-19 MRNA VACCINE MODERNA (CX-
¥1/2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
13356 pupe | 25 Professional | O™ FEA 21(1:;585 Male | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008066318 applicable - [n/a - 1{DF} - Intramuscular])
:
71 2021-03- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
o R Sudden - - ) . .
13357 EU-EC- | 25 Professional EEA Years Female death (0d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008066296
kol ] ore
13358 £/ |2021-03-|Healthcare EEA than 85 |Male Aphasia (8d - Fatal - Results in Death), Cerebral infarction (8d - Fatal - Results in Death), Hemiparesis (8d - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- = 25 Professional Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008066112 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008067884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008067878&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008067046&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008066454&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008066318&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008066296&_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
2021-03-|Healthcare Dehydration (1d - Fatal - Results in Death), Diarrhoea (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [n/a
13359 : EEA than 85 |Female
EU-EG- | k% 25 Professional v Death) - n/a - n/a])
10008065722 s
click or scarl More
13360 2021-03- |Healthcare EEA than 85 |Female Coma (3d - Fatal - Results in Death), Hypotonia (3d - Fatal - Results in Death), Sudden death (3d - Fatal - Results in ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | gk 25 Professional Vears Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008065504 :
i (2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
h : . - - i . . . )
13361 EU-EC- 5 Professional EEA gl{lan 85 |Male  |Sudden death (0d - Fatal - Results in Death) immunisation - n/a - [1/a - 3mL - Intramuscular])
10008065355 cars
[lick or scad | o : COVID-19 MRNA VACCINE MODERNA (CX-
221 |2021-03-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
13362 EU-EC. |ZE .o, P Professional Non EEA Years Female |Illness (32d - Fatal - Results in Death, Life Threatening) (CX-024414)] (S- COVID-19 immunisation - Not
10008065204 =k i applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-03- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
13363 pugc 2% |Professional | NOMEEA lyeyys  |Female: |Death (nwa - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008065025 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad COVID-19 MRNA VACCINE MODERNA (CX-
. [2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
13364) EU-EC- : |24 Professional |[NonEEA |years [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008064686 applicable - [n/a - 1{DF} - Intramuscular])
: SPIKEVAX [COVID-19 MRNA VACCINE
4 2021-03- | Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
; - - ) . o ;
13365 EU-EC- |§ 24 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10008064654 Intramuscular])
Qr _scail a
il 12021-03- | Healthcare 65-85  [Not ; . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - R - - . S .
13366 EU-EC i 4 Professional EEA Years |Specified Diarrhoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008064575
Aphasia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Unknown - Caused/Prolonged
- ; Hospitalisation), Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Unknown - MRN CCINE RN,
A Non Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Hepatic failure (n/a - COVID-19 A VA MODE (CX-
4 12021-03- 18-64 I P 024414) [COVID-19 MRNA VACCINE MODERNA
13367 Healthcare Non EEA Female |Unknown - Caused/Prolonged Hospitalisation), Incoherent (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - . L
EU-EC- 24 . Years used! italisati Iitati inkn wsed/Proloneed N 1 fail (CX-024414)] (S- COVID-19 immunisation - Not
10008064473 Professional Unknown - Caused/Prolonged Hospital 1sat.1or}), Ea pitations (n{a - U own - Caused/Prolonge Hospltal}satl.on), Rena ] failure applicable - [n/a - 1{DF} - Intramuscular])
(n/a - Unknown - Caused/Prolonged Hospitalisation), Vaccination complication (n/a - Unknown - ), Vaccination site pain (n/a
- Unknown - ), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
Elickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
il ¥i [2021-03- |Healthcare 65-85 . Lo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13368 BU-EC- 04 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death, Disabling) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008064337 applicable - [n/a - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008065355&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008065204&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008065025&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064686&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064654&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064337&_xpt=1&_xf=pdf
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Primary
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Number Receipt . . |for Sex
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Purposes
; ¥ More COVID-19 VACCINE ASTRAZENECA (CHADOX1
42021-03- |Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - o
13369 EU-EC- o, Professional Non EEA 31:;585 Female [Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008064304 applicable - [n/a - n/a - Intramuscular])
2021-03-|Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
-03- : s ) ) . \ . ) ) . \ ) s i . o
13370|  EUEC % 4 Professional |EEA than 85 |Femnale l(iirsc?l?tzeisslﬁzzgl arrest (n/a - Fatal - Results in Death), Choking (n/a - Fatal - Results in Death), Nausea (n/a - Fatal }mlsat:f;])Not applicable - [2d - n/a
10008064079 Years Results in Death) s
Elickor sal | i 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13371 h : EEA than 85 |Female |Cardiac arrest (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC-  |§ 24 Professional v, Int ol
10008064071 cars ntramuscular])
; More Back pain (n/a - Unknown - ), Cardiac ventricular thrombosis (n/a - Fatal - Results in Death), Dyspnoea (0d -
13372 e o010 Efjg;;ffa] EEA than 85 |Male |Recovered/Resolved - ), Dyspnoea (1d - Recovering/Resolving - ), Fatigue (/a - Fatal - Results in Death), Malaise (na-  |Oni 00 Y [ggim‘lidc‘amblwﬁ‘l?gp\fil/;)
10008063412 Years Fatal - Results in Death), Myalgia (n/a - Unknown - ), Scrotal injury (n/a - Unknown - ) PP
Elickcor scal | b 2021-03- Non More Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Hypophagia (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
13373 Healthcare EEA than 85 |Female |Recovered/Not Resolved - ), Hypotonia (n/a - Not Recovered/Not Resolved - ), Somnolence (n/a - Not Recovered/Not
EU-EC- x (24 . P n/a - [n/a - n/a - Intramuscular])
Professional Years Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved - )
10008063213
, on
13374 2021-03-|pyltheare |EEA 0585 I\pale  |chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Hypotonia (n/a - Unknown - ), Malaise (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- |3 24 Professional Years n/a - [n/a - n/a - Intramuscular])
10008063209 oressiond
= = COVID-19 VACCINE ASTRAZENECA (CHADOX
13375 k4 (2021-03- [Healthcare EEA 18-64 Female Haemorrhage intracranial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (24 Professional Years - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Prophylaxis - n/a - [n/a -
10008063204 n/a - Unknown])
Elickor scal More COVID-19 VACCINE ASTRAZENECA (CHADOX1
H 2021-03- |Healthcare . oo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13376, EU-EC- 54 Professional Non EEA 21(1:;585 Male  [COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008062957 applicable - [n/a - n/a - Intramuscular])
C Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13377 2021-03- Healthcare Non EEA  |than 85 [Male Death (n/a - Fatal - Results il) Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Vears Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
10008062451 [n/a - n/a - Intramuscular])
Acute kidney injury (n/a - Unknown - Life Threatening), Acute respiratory distress syndrome (4d - Fatal - Results in
] Death), Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Unknown - Life
T Threatening), Cytokine release syndrome (n/a - Unknown - Life Threatening), Decreased appetite (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
a4 [2021-03-|Healthcare 65-85 Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoglycaemia (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
13378 X : Non EEA Female ged Hosp gue Sp > Hypogly :
EU-EC- | 3# ¥ (24 Professional Years Unknown - Caused/Prolonged Hospitalisation), Hyponatraemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxia |(CX-024414)] (S - COVID-19 prophylaxis - Not
10008062208 & (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung opacity (n/a - Unknown - Caused/Prolonged Hospitalisation), applicable - [n/a - 1{DF} - Intramuscular])
Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Unknown - Life Threatening)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064071&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008063412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008063213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008063209&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008063204&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008062957&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008062451&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008062208&_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
o iz COVID-19 MRNA VACCINE MODERNA (CX-
13379 ¥ 2021-03- |Healthcare Non EEA 65-85 Female Blister (1d - Fatal - Results in Death), Chills (1d - Fatal - Results in Death), Dizziness (1d - Fatal - Results in Death), [024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- w24 Professional Years Fatigue (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008061909 applicable - [n/a - 1{DF} - Intramuscular])
Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Abdominal tenderness (n/a - Unknown - ), Apnoeic COVID-19 MRNA VACCINE MODERNA (CX-
13380 2021-03- | Healthcare Non EEA 65-85 Male attack (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure congestive (n/a - Unknown - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |z 24 Professional Years Important Condition), Death (1d - Fatal - Results in Death), Dehydration (n/a - Unknown - ), Hypophagia (n/a - Unknown |(CX-024414)] (S- COVID-19 immunisation - Not
10008061818 -) applicable - [n/a - 1{DF} - Intramuscular])
Eldkoracad e 2021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13381 EUEC. |id 2% Professional EEA 21(12111 85 [Male  |Dyspnoea (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death immunisation - Not applicable - [1/a - n/a - n/a])
: ears
10008061596/ &=
oLl 3 Non
13382 202103 yltheare [EEA 6585 I\fale  |Cerebral haemorrhage (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- | & 24 Professional Years - n/a - n/aJ)
10008061249/ =
Eickorsea | B3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 65-85 oo . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - A
13383 EU-EC. i 54 Professional Non EEA Vears Male  |Influenza like illness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008061128 i applicable - [n/a - n/a - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
13384 4 2021-03- Healthcare |\ oo\ (6585 |- Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cough (n/a - Unknown - ), Pyrexia  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional | 0" Years ¢ |(n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CHADOXI NCOV-19)] (S - n/a - Unknown - [n/a -
10008061070 y n/a - Intramuscular])
Elick or scad | : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13385 ] al | 2021-03- | Healthcare Non EEA  |than 85 |Femal Cardiac arrest (n/a - Fatal - Results in Death), Injection site pain (n/a - Fatal - Results in Death), Respiratory arrest (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | 24 Professional | O Yj;S CMAC | Eatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008061004 =3 applicable - [n/a - n/a - Intramuscular])
i [2021-03- Non 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
13386 BU-EC. |8 24 Healthcare EEA Years Female |Blood glucose increased (n/a - Fatal - Results in Death), Cerebral thrombosis (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10008060929| 2 Professional n/a])
e : COVID-19 VACCINE ASTRAZENECA (CHADOX1
13387 2021-03- |Healthcare Non EEA 65-85 Female Cardio-respiratory arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- |3 i (24 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008060858 applicable - [n/a - n/a - Intramuscular])
klick or scal , More
13388 2021-03-|Healthcare EEA than 85 |Female Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Transient ischaemic attack (n/a- |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 24 Professional v, Fatal - Results in Death, Caused/Prolonged Hospitalisation) - n/a-n/a])
10008060841 cans
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
13389 £ 2021-03- Healthcare EEA 18-64 Female Asthenia (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Gait NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- (24 Professional Years disturbance (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008060325 n/a - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008061004&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008060929&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008060858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008060841&_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 More
13390 =1 2021-03- Healthcare EEA than 85 |[Female Breath sounds abnormal (n/a - Fatal - Results in Death), Cardiopulmonary failure (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 24 . Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Vomiting (n/a - Recovered/Resolved - ) [immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Professional Years
10008060200
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; . - - ) A
13391 EU-EC- | ZgH L4 124 Professional Non EEA Specified Female |Pyrexia (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008060163 & i applicable - [n/a - n/a - Intramuscular])
gk or scall | ¥ COVID-19 MRNA VACCINE MODERNA (CX-
13392 ! 2021-03-|Healthcare Non EEA 65-85 Male Bedridden (n/a - Not Recovered/Not Resolved - ), Death (1d - Fatal - Results in Death), Dysphagia (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 24 Professional Years Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008059980/ = applicable - [n/a - 1 {DF} - Intramuscular])
or scaj 32 COVID-19 MRNA VACCINE MODERNA (CX-
13393 ar: |2021-03- |Healthcare Non EEA 65-85 Male Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ik (24 Professional Years Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008059850 applicable - [n/a - 1{DF} - Intramuscular])
m [ COVID-19 MRNA VACCINE MODERNA (CX-
; : 2021-03- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
13394 oy . Non EEA Female |Death (1d- Fatal - Results in Death), Loss of consciousness (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | g8 24 Professional Years . .
; applicable - [n/a - 1{DF} - Intramuscular - More in
10008059698
ICSR])
: More Death (n/a - Fatal - Results in Death), Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation), Foaming at mouth COVID-19 MRNA VACCINE MODERNA (CX-
5 2021-03- | Healthcare A A Lo 024414) [COVID-19 MRNA VACCINE MODERNA
13395 . Non EEA  |than 85 Male  |(n/a - Unknown - Caused/Prolonged Hospitalisation), Hypercalcaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), . i
EU-EC | 2 Professional Years Respiratory tract congestion (n/a - Unknown - Caused/Prolonged Hospitalisation) (€X-024414)] (S- COVID-19 immunisation - Not
10008059610 & spiratory e P applicable - [/a - 1{DF} - Intramuscular])
Elick or scal | =24 ; COVID-19 VACCINE ASTRAZENECA (CHADOXI
L (2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
1339 pupc |B 24 |Professional | |years |Female [Death (1h- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008059465 - Not applicable - [n/a - 1{DF} - Intramuscular])
: i g?lt[ 3)1 [900\/[le l;/l?\/lRNA \X%ENQ(()%)ERNA
a: (2021-03- |Healthcare 65-85 Cardiac arrest (1d - Fatal - Results in Death), Loss of consciousness (1d - Fatal - Results in Death), Respiratory arrest (1d . L
13397 i | . Non EEA Male . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- & x 24 Professional Years - Fatal - Results in Death) . .
: applicable - [n/a - 1{DF} - Intramuscular - More in
10008059379
ICSR])
: & COVID-19 VACCINE ASTRAZENECA (CHADOX1
A% [2021-03-|Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - ) . S
13398 pupc %24 |Professional | A |Years [VAlC |Sudden death (n/a- Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008059264 - Not applicable - [n/a - 1 {DF} - Intramuscular])
m ] Non More Asthenia (n/a - Unknown - Life Threatening), Death (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - COVID-19 A VA MODERNA. (CX-
2021-03- . . . " . . 024414) [COVID-19 MRNA VACCINE MODERNA
13399 Healthcare Non EEA  |than 85 |Female |Unknown - Life Threatening), Dizziness (n/a - Unknown - ), Hypotension (n/a - Unknown - Life Threatening), Loss of . o
EUEC | 24 Professional Years consciousness (n/a - Unknown - Life Threatening, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008059187 S Yy imp applicable - [n/a - 1{DF} - Intramuscular])
o ¥ 12021-03- |Healtheare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
13400 : . EEA Female [Acute myocardial infarction (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- n/a - n/a - [n/a - 1{DF}
EU-ECG- | i3 24 Professional Years wal)
10008058681 ]

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 Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
h
th (2021-03- |Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13401 EUEC. | B b 54 Professional EEA Vears Female |Pyrexia (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death - n/a - Intramuscular])
10008058631
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
't [2021-03-|Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - ) . L
13402 EU-EC- s 24 Professional Non EEA Years Female |Cardiac arrest (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008058536 applicable - [n/a - 1{DF} - Unknown])
Elickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ 2021-03- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
13403 by e >4 Professional | CA Years |Male |Cardiacarrest (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008057309 -n/a- [n/a-n/a-n/al)
Efick or sca | 3 ; i Coagulopathy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coronary artery COVID-19 VACCINE ASTRAZENECA (CHADOX1
13404 } 221 |2021-03-|Healthcare EEA 18-64 Female thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |§ 24 Professional Years - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ventricle rupture (n/a - Fatal - Results in |[(CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
10008057293 Death, Life Threatening, Caused/Prolonged Hospitalisation) - n/a- [n/a - n/a - Intramuscular])
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
'l(2021-03- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - o
13405 EU-EC- 4 Professional Non EEA Vears Male  |Acute respiratory distress syndrome (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- Immunisation - Not
10008057237 applicable - [n/a - n/a - Intramuscular])
C
13406 2021-03-|Healthcare EEA 65-85 Female Lymphocytic infiltration (n/a - Fatal - Results in Death), Pulmonary artery thrombosis (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 24 Professional Years Pulmonary vasculitis (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008057220
o | B More COVID-19 VACCINE ASTRAZENECA (CHADOXI1
2021-03- | Healthcare . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - o
13407 EUEC |3 4 Professional Non EEA $$55 Female [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008056568 i applicable - [n/a - n/a - Intramuscular])
7 Cardiac failure (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Unknown - Other
13408 2021-03- Healthqare Non EEA 18-64 Female |Medically Important Condition), Pulmonary hypertension (n/a - Unknown - Other Medically Important Condition), TOZINAMERAN [TOZWAMERAM (3- COVID-19
EU-EC- 24 Professional Years . . immunisation - Not applicable - [1d - n/a - n/a)])
Thrombosis (n/a - Fatal - Results in Death)
10008056333
[fick or scal ; Non Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Lower respiratory tract
13409 ¥ (2021-03- Healthcare Non EEA 65-85 Female infection (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i |24 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Unknown - immunisation - Not applicable - [1d - n/a - n/a])
10008056331 Caused/Prolonged Hospitalisation, Other Medically Important Condition)
o |
2021-03- |Healthcare 65-85 . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - X - - . o .
13410 FUEC |+ a4 Professional Non EEA Vears Male  [COVID-19 pneumonia (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) ; isation - Not applicable - [1d - n/a - n/a])
10008056327 2
: Non Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Peripheral swelling (n/a -
13411 2021-03- Healthcare Non EEA 18-64 Male Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Respiratory arrest (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-ECG- |3 Frr 24 Professional Years Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Vaccination site pain (n/a - Not immunisation - Not applicable - [1n/a - n/a - n/a])
10008056287 Recovered/Not Resolved - Life Threatening, 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
COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-03- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - N - - A
13412 EU-EC- o4 Professional Non EEA Vears Female [Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008056263 applicable - [n/a - n/a - Intramuscular])
Brain oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
L Chronic hepatitis B (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
m - ; Condition), Disseminated intravascular coagulation (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- | Healthcare 18-64 PR . .. . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13413 ! . EEA Male  [Hospitalisation, Other Medically Important Condition), Headache (n/a - Fatal - Results in Death, Other Medically .
EU-EC- & 24 Professional Years .. ; . . - Y .. |(CHADOXI1 NCOV-19)] (S- Immunisation - Not
10008055914 - Important Condmon), lschaermc.sFroke (4d- Fatal - Results in Death, Life Threatening, (;amed/Prolonged Hosp}tghsatlon, applicable - [n/a - .5mL - Intramuscular])
Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Other Medically Important Condition), ’
Thrombocytopenia (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
13414 2021-03- Healthcare EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Years Resuscitation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008055634 - n/a - [n/a - n/a - Intramuscular])
Amputation (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Carotid artery
thrombosis (17d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebrovascular
] accident (17d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Dysarthria (n/a -
- % [2021-03- | Healthcare 18-64 Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Hemiparesis (n/a - Unknown - Life Threatening, |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
13415 EU-EC- 24 Professional EEA Vears Female |Caused/Prolonged Hospitalisation, Disabling), Muscular weakness (n/a - Unknown - Life Threatening, Caused/Prolonged (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008055541 % Hospitalisation, Disabling), Peripheral artery thrombosis (17d - Fatal - Results in Death, Life Threatening, - n/a - Intramuscular])
Caused/Prolonged Hospitalisation, Disabling), Respiratory arrest (Od - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Thrombocytopenia (17d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling), Vision blurred (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
More
13416 2021-03- | Healthcare Non EEA  |than 85 [Male Abdominal infection (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), General physical health COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |# 24 Professional deterioration (n/a - Fatal - Results in Death), Urinary tract infection (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
Years
10008055539
Elick or scal | 75 A 2021-03-|Healthcare More Seizure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
13417 : . EEA than 85 [Male |in Death, Life Threatening, Caused/Prolonged Hospitalisation), Tremor (n/a - Fatal - Results in Death, Life Threatening, |. P
EU-EC- |3 24 Professional v, Ca rolonged Hospitalisation) immunisation - n/a - [n/a - n/a - n/a])
10008055288 2% cans usedProlonged Hospitalisatio
COVID-19 pneumonia (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (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 Hospitalisation), Hypotension (n/a -
- ! Unknown - Other Medically Important Condition), Hypoxia (n/a - Unknown - Other Medically Important Condition), ME ME
13418 popo (B %221_03_ Ere(z)lg;;irr?al Non EEA ?{zﬁ: Male  |Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Tmportant msatiowo[;ozlﬂble N msz__cn%\]/)n}w
10008055181 =f 1 Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results PP
[= in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Unknown - Other Medically Important Condition),
Respiratory failure (n/a - Unknown - Other Medically Important Condition), Thrombosis (n/a - Unknown - Other Medically
Important Condition), Ventricular tachycardia (n/a - Unknown - Other Medically Important Condition)
; More Depressed level of consciousness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Erysipelas ME
13419 2021-03-|Healthcare —|pp than 85 |Male  |(n/a - Recovered/Resolved - Results in Death), Renal failure (n/a - Fatal - Results in Death), Rhabdomyolysis (n/a - Fatal - COMIRNATY [TOZIN. ] (S- COVID-19
EU-EC- 24 Professional . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Years Results in Death
10008054936
Elick or scad ; More ' ' ' '
13420 2021-03-|Healthcare EA than 85 [Male Lung disorder (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal -  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-ECG | g5 24 Professional Years Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008054923
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13421 ; A |2021-03- |Healthcare EEA than 85 |Female Diabetic hyperosmolar coma (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death), Respiratory |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o (24 Professional Vears distress (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008054921/ &
3 [2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13422 . EEA than 85 [Male  |Death (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L3, 124 Professional v Int ar])
10008054752/ 33 : cans nlramuseuiar
Rlickcor scal | i & 02103 Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13423 BU-EC- o4 Healthcare EEA Vears Female |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008054510 : Professional Intramuscular])
or scail : COVID-19 VACCINE ASTRAZENECA (CHADOX1
& 12021-03- Healthcare 65-85 . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - - . S
13424 EU-EC- o Professional EEA Vears Female |Cardiac failure (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008054507 - Not applicable - [n/a - 1 {DF} - Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
o || L immunisation - n/a - [n/a - 1{DF} - Intramuscular]),
iB A 5021-03-|Healthcare 18-64 [DICLOFENAC DIETHYLAMINE, DICLOFENAC
13425 EU-EC- EEELEAEN o Professional EEA Vears Female [Headache (n/a - Unknown - Results in Death), Sudden death (n/a - Fatal - Results in Death) SODIUM] (S- Arthralgia - n/a - [n/a - n/a -
10008054177 AXE : Cutaneous]), [NAPROXEN SODIUM, NAPROXEN
4 SODIUM ANHYDROUS] (S - Arthralgia - n/a - [n/a -
550mg - Oral])
. More COMIRNATY [TOZINAMERAN] (S- COVID-19
13426/ EU-EC- |& i 5221_03_ ;Iea%‘thc_are A EEA than 85 |Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [/a - 1{DF} -
10008054068 0 rotession Years Intramuscular])
MERAN]
13427 -' 2021-03- |Healthcare EEA 65-85 Male Abdominal pain (n/a - Not Recovered/Not Resolved - Results in Death), Asthenia (n/a - Not Recovered/Not Resolved - gﬁfﬂﬂﬁgﬁ g(gzalmlicable - n/zf -1%);;1 ]_}19
EU-EC- 24 Professional Years Results in Death), Cardiac arrest (n/a - Fatal - Results in Death) Int dar]) PP
10008054052 nlramuseuiar
Rlick orscad | i 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13428 EU-EC- : 54 Professional EEA than 85 |Female |Bradycardia (n/a - Not Recovered/Not Resolved - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) |immunisation - Not applicable - [n/a - 1{DF} -
10008054030/ T Years Intramuscular])
5 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13420 2021-03- |Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), Hypotension (n/a - Recovered/Resolved - Results in Death), Malaise (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- k|24 Professional Vears Recovered/Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008054008 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Elickcor scad | ; s 02103 ealtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13430 . EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 24 Professional
10008053996 Years Intramuscular])
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Purposes
Anaemia (n/a - Not Recovered/Not Resolved - Results in Death), Asthenia (n/a - Not Recovered/Not Resolved - Results in
. Death), Atrial fibrillation (n/a - Unknown - Results in Death), Atrioventricular block (n/a - Not Recovered/Not Resolved -
E ]EE & §Eﬂ T Results in Death), Bradycardia (n/a - Not Recovered/Not Resolved - Results in Death), Cardiac arrest (n/a - )
13431 2021-03- Egslthcare EEA 65-85 Male Recovered/Resolved With Sequelae - Results in Death), Diplopia (n/a - Not Recovered/Not Resolved - Results in Death), mﬁﬁgﬁ ggﬁlNﬁgﬁgﬁ/g 1%;;1 ]_}19
EU-EC- |# 24 Professional Years Dysarthria (n/a - Not Recovered/Not Resolved - Results in Death), Hypothermia (n/a - Not Recovered/Not Resolved - Intramuscular]) PP
10008053919 & Results in Death), Myalgia (n/a - Unknown - Results in Death), Nervous system disorder (n/a - Fatal - Results in
Death), Parkinsonism (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death),
Thrombocytopenia (19d - Recovered/Resolved - Results in Death)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 |2021-03- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) o
B8 puee g 24 |Professional | NNEEA |yeys  [Male |Scizure (n/a- Fatal - Results in Death (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008053848 3 applicable - [n/a - n/a - Intramuscular])
{3 8 |2021-03-[Non More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13433 : Healthcare Non EEA  [than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) . el .
EU-EC- 24 Professional v, immunisation - Not applicable - [1d - n/a - n/a])
10008053693 rofessional ears
13434 2021-03- |Healthcare Non EEA ?ﬁg;eg 5 |Female COVID-19 pneumonia (n/a - Fatal - Results in Death), Cardiac failure congestive (n/a - Fatal - Results in Death), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | 24 Professional Vears Hypertensive heart disease (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Other Medically Important Condition)|immunisation - Not applicable - [1d - n/a - n/a])
10008053545
: Non More
=1 12021-03- Not . . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
13435 EUEC. |3 4 Healthgare Non EEA  |than 85 Specified Haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
) Professional Years
10008053235
gk or scal | ; More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
13436 puEc 24 Professional | O™ FEA 21{1:;885 Male |Death (1d- Fatal - Results in Death), Haemorrhage (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008052996 applicable - [n/a - 1{DF} - Intramuscular])
; More COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-03-|Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
13437 EU-EC- % 24 Professional Non EEA $$55 Male  |COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008052995 applicable - [n/a - 1{DF} - Intramuscular])
ik orsea | B0 COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
13438 EUEC |5 o Professional Non EEA Vears Male  [COVID-19 (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008052992 ; - applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
13439 pupc 24 |Professional |NOMEEA yers  [Fomale |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008052991 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal ; More COVID-19 MRNA VACCINE MODERNA (CX-
It |2021-03- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
B340 pugc 04 [Professional [NOMFEA than 85 [Vale - [Dxath (wa - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008052990 applicable - [n/a - 1{DF} - Intramuscular])
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: Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
R - . N

13441 EU-EC.  |: o4 Eﬁg;;:iirgal Non EEA Vears Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008052986 applicable - [n/a - 1{DF} - Intramuscular])
2021-03- |Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE

13442 . EEA than 85 |Female |Respiratory arrest (Od - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19

EU-EC- 24 Professional v . sati na- [n/a- 1 {DF} - Int ar])
10008052698 ears immunisation - n/a - [n/a - - Intramuscular
i |2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
- - 7 . _ - s . . . .
13443 BU-EC- i o4 Professional EEA 21(12111 85 |Female |Cardiac arrest (Od - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10008052521 cans
or scal iy 502103 IHealthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13444 . EEA than 85 |Female |Dyspnoea (3d- Fatal - Results in Death), Vaccination failure (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 24 Professional v Int lar])
10008052477 cans nlramuseuiar
- 8% |12021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. . i - - i . . .

13445 EU-EC. i 54 Professional EEA g];an 85 |Female |Circulatory collapse (0d - Fatal - Results in Death) immunisation - 1/a - [1Va - 1 {DF} - Intramuscular])
10008052296 cans
; 3 2021-03-|Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19

13446 i . EEA than 85 |Female |Sudden death (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -

EU-EC- e 24 Professional Vears Intramuscular])
10008052181
ElickCor scal 3 More
13447 2021-03- |Healthcare EEA than 85 |Female Myalgia (5d - Fatal - Results in Death), Regurgitation (5d - Fatal - Results in Death), Somnolence (5d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 5 (24 Professional in Death), Vomiting (5d - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Years
10008052078
e 4 AME
AE [2021-03-|Healthcare More Cerebral haemorrhage (5d - Fatal - Results in Death), Facial paralysis (5d - Fatal - Results in Death), Monoplegia (5d - COMIRNATY [TOZIN. . RAN] (S - COVID-19
13448 X . EEA than 85 |Female . immunisation - Not applicable - [n/a - .3mL -
EU-EC- x 24 Professional v, Fatal - Results in Death) Tnir Jlar])
10008049903/ 2 cans amuscuiar
ey More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . -

13449 EU-EC- 23 Professional Non EEA %1:;:5 Female |Pyrexia (1d- Fatal - Results in Death), Rash macular (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008051744 applicable - [n/a - 1{DF} - Intramuscular])
lickcor scal ; More Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death COVID-19 A VAI RN MO:D:HE]E (CX-

13450 2021-03- Healthcare Non EEA  [than 85 |Male  |(n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medicall 024414) [COVID-19 A VA MODERNA

EU-EC- |k 23 Professional Vers Important Gondition) : P ’ Y |(CX-024414)] (S- COVID-19 immunisation - Not
10008051742 p applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N

B8 pupc | F 23 |Professional |NOMEEA lyeqrs [Male |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not

10008051730 applicable - [n/a - 1{DF} - Intramuscular])
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Eick orscad |§ L COVID-19 MRNA VACCINE MODERNA (CX-
L |5021-03- | Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
13452 BU-EC- (3 Professional Non EEA  |than 85 |Male  |Cerebrovascular accident (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008051724 Years applicable - [n/a - 1{DF} - Intramuscular])
S———] 5 3% [2021-03- | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13453 . EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- 23 Professional Years More in ICSR])
10008051690 ore in ICSR]
or scaj ;. More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
3454 pupc |3 23 [Professional [NO" FEA - |than 83 Female [Death (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008051215/ =& applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal : : : Dyspnoea (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Metabolic acidosis (n/a - Fatal - (COVID-19 MRNA VACCINE MODERNA (CX-
-3 =12021-03- Healthcare 18-64 . p . e . |024414) [COVID-19 MRNA VACCINE MODERNA
13455 : Non EEA Female |Results in Death), Pumonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive . .
EU-EC 2|23 Professional Years to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation -
10008051201 - Sesutls 1n Death, Y imp! Unknown - [n/a - 1 {DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
13456, EU-EC- 23 Professional Non EEA Vears Female [Haemorrhagic stroke (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008051155 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- Healthcare 65-85 . e . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - R , - - . .
13457 EU-EC- 23 Professional Non EEA Vears Female [COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (4d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008051121 ; applicable - [n/a - 1{DF} - Intramuscular])
C
13458 2021-03- Healthcare Non EEA 65-85 Male Cough (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Malaise (n/a - Unknown - ), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | &5 23 Professional Years Myocardial infarction (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008051094
1 Death (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemolytic anaemia (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
13459 2021-03- |Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Haemorrhagic stroke (n/a - Unknown - Caused/Prolonged Hospitalisation), Jaundice (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 23 Professional Years Unknown - Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008051030 Hospitalisation), Shock haemorrhagic (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Rlickor scal | 5 & 9021-03- | Healthcare More Not COMIRNATY [TOZINAMERAN] (S- COVID-19
13460 : : EEA than 85 .~ |Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC-  |& 23 Professional v, Specified Unknown - More in ICSR])
10008050890 cars own - More
2 103 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13461 . EEA than 85 |Female |Multiple organ dysfunction syndrome (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 23 Professional v, Unkn More in ICSR]
10008050808 cars own - More in ICSR])
Elickor scal | 5 - More COMIRNATY [TOZINAMERAN] (S- COVID-19
 [2021-03-|Healthcare . . immunisation - Not applicable - [1d - .3mL -
; - - X - - .
13462 EU-EC- AP Professional EEA ?:;ISS Female |(Breast haematoma (2d - Fatal - Results in Death), Melaena (2d - Fatal - Results in Death) Intramuscular]), [ACENOCOUMAROL] (S- Atrial
10008050747 fibrillation - Drug withdrawn - [101d - n/a - 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008051094&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008051030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008050890&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008050808&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: i 2021-03- | Healthcare Not Cerebrovascular _agmdent (n/a - Unknown - Other M?dlcally Impox_tant Condition), Coma (n/a - Unknown - Oth‘;r Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
13463 . EEA .. |Male |Important Condition), Death (n/a - Fatal - Results in Death), Disease recurrence (n/a - Unknown - Other Medically . D .
EU-EC- | &% 23 Professional Specified Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008050249 mp
COVID-19 MRNA VACCINE MODERNA (CX-
't [2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
13464 EU-EC- & 23 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008049763 | i applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal More COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥+ [2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - o
13465 BU-EC- 3 Professional Non EEA 21(12111 85 |Female |Fall (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008049630 cans applicable - [1/a - n/a - Intramuscular])
or scail 3 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-03- Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - o
13466, EU-EC i 3 Professional Non EEA ?:;ISSS Male  |Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008049623 | £ applicable - [1d - n/a - Intramuscular])
i (2021-03-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
13467 EU-EC- 53 Professional EEA Vears Male  [Pyrexia (n/a - Fatal - Results in Death) - n/a - n/a])
10008049615
Elick or scall T COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
i . . - ) . P
13468 FU.EC- 23 Professional |NCREEA |yors [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008049540 applicable - [n/a - 1{DF} - Intramuscular])
.. COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-03- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
13469 EU-EC- 23 Professional Non EEA Years Malg | Death (1d- atal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008049295 applicable - [n/a - 1{DF} - Unknown])
or scail 3 Death (1d - Fatal - Results in Death), Hypotension (2d - Unknown - Caused/Prolonged Hospitalisation), Hypoxia (2d - COVID-19 MRNA VACCINE MODERNA (CX-
13470 e (2021-03-|Healthcare Non EEA 65-85 Male Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation),  024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- |3 o (23 Professional Years Small intestinal obstruction (2d - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged|(CX-024414)] (S- COVID-19 immunisation - Not
10008049164 Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
; i 12021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. I - - i y - - i . . . .
13471 EU-EC- 53 Professional EEA gl(lan 85 |Male  |Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [1Va - 1 {DF} - n/a])
ears
10008048448
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; 7 R - o
13472 puge |: 23 Professional | "M EEA |yors  [Male  |Fatigue (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008048302 : applicable - [n/a - n/a - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008049295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008049164&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008048448&_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
: Cardiovascular disorder (n/a - Unknown - Life Threatening), Cerebrovascular accident (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
=i 12021-03- | Healthcare 65-85 o ; - - 024414) [COVID-19 MRNA VACCINE MODERNA
13473 : Non EEA Male  |Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Hemiparesis (n/a - . L
EU-EC g 23 Professional Years Unknown - Other Medically Important Condition), Sedation (n/a - Unknown - ), Thrombosis (n/a - Unknown - ) (CX-024414)] (- COVID-19 immunisation - Not
10008048250/ =it ’ ? applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-03- |Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
13474 EUEC |3 23 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10008048057 ; Unknown - [n/a - 1 {DF} - Intramuscular])
Asthenia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results in Death,
Other Medically Important Condition), Diet refusal (n/a - Not Recovered/Not Resolved - Other Medically Important
Elickorscal | ot More Condition), Dizziness (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Gait inability (n/a - Not
13475 &= |2021-03- |Healthcare Non EEA  |than 85 |Female Recovered/Not Resolved - Other Medically Important Condition), General physical health deterioration (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i (23 Professional Vears Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Other immunisation - Not applicable - [1d - n/a - n/a])
10008048005 Medically Important Condition), Mutism (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
Sedation (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Somnolence (n/a - Not Recovered/Not
Resolved - Other Medically Important Condition)
o | Bl COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
13476 pupe |; 23 Professional |NOM EEA |y ors  [Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008047941 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - -), - - . L
13477 EU-EC- A 3 Professional Non EEA Vears Female [COVID-19 (n/a - Unknown - ), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008047841 applicable - [n/a - 1{DF} - Intramuscular])
Anxiety (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), COVID-19 (n/a -
o More Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Fall (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
13478 A* (2021-03- |Healthcare Non EEA  |than 85 |Male Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Muscular weakness (n/a - Fatal - Results in Death, (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (23 Professional Vears Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Nervousness (n/a - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10008047801/ § Caused/Prolonged Hospitalisation, Disabling), Syncope (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged |applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation, Disabling)
m‘ . COVID-19 MRNA VACCINE MODERNA (CX-
) 12021-03- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
-EC- ; - - ) . L
13479 ]O(E)[é 01231(7: 490 23 Professional Non EEA Years Female [Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 5 - COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-03- |Healthcare 65-85 T . 024414) [COVID-19 MRNA VACCINE MODERNA
) ; - - , - - . L
13480 FUEC. |% b3 Professional Non EEA Vears Female [COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008047326 applicable - [n/a - 1{DF} - Intramuscular])
Bk or scal | B More COVID-19 MRNA VACCINE MODERNA (CX-
1 1 (2021-03- |Healthcare . . . e 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - , Caused/P; . L
13481 BU-EC- 3 Professional Non EEA 2’1:;55 Male  |Death (n/a - Fatal - Results in Death), Dementia (3d - Fatal - Results in Death, Ca rolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008047172 applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Arrhythrpla (n/a - Unknown - Llfe Threateplng, Caused/Prolonged Hosplte}llsa.n(m, Other Medically Important (;ondmon), COVID-19 MRNA VACCINE MODERNA (CX-
Chest pain (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death),
2021-03- Healthcare 65-85 . o S . .. - 024414) [COVID-19 MRNA VACCINE MODERNA
13482 : Non EEA Male  |[Hypothermia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain (n/a - . L
EU-EC- 23 Professional Years K used/Prol Hosnitalisati . imuli kn Life Th . wsedProl (CX-024414)] (S- COVID-19 immunisation - Not
10008047125 . Unl nown - Ca TO onggd ospitalisation), Ur}rgsponmve to stimuli (n/a - Unknown - Life Threatening, Can rolonged applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation, Other Medically Important Condition)
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
13483 2021-03- |Healthcare Non EEA 65-85 Female Chills (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 23 Professional Years Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008046788 applicable - [n/a - 1{DF} - Intramuscular])
o | B COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13484 EU-FC- 53 Professional Non EEA Vears Female [Pulmonary embolism (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008046756, : applicable - [n/a - 1{DF} - Intramuscular])
[lick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . e 024414) [COMD-19 MRNA VACCINE MODERNA
13485 puEc 23 Professional | oM EEA  [yrors  [Male  [OOVID-19 (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008046586 applicable - [n/a - 1{DF} - Unknown])
m ; More ; . Lo
13486 2021-03- |Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), General physical health deterioration ~|COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EG- |k} 23 Professional Y (n/a - Fatal - Results in Death) - n/a - n/aJ)
10008046562 cars
Elickorscal | 5 I* COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
13487|  gUEC £ 23 Professional Non EEA Vears Male  |Death (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008046526 ; applicable - [n/a - 1{DF} - Intramuscular])
[ Application site haematoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a -
m } Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disorientation (n/a - Fatal - Results in Death COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- | Healthcare 65-85 o . . P INCOV-19) [COVID-19 VACCINE ASTRAZENECA
13488 ' . Non EEA Male  |Caused/Prolonged Hospitalisation), Inflammation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Motor o
EU-EC- & e |23 Professional Years . . PRTIY . X (CHADOX1 NCOV-19)] (S - Immunisation - Not
dysfunction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death .
10008046516 Nicrmon applicable - [n/a - n/a - Intramuscular])
Caused/Prolonged Hospitalisation)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - A
13489 EU-EC- 3 Professional Non EEA ?::ISS Female (Mouth haemorrhage (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- Immunisation - Not
10008046515 applicable - [n/a - n/a - Intramuscular])
i orsca) | S COVID-19 VACCINE ASTRAZENECA (CHADOX!
13490 ; £S5 (2021-03- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 23 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008046514 applicable - [n/a - n/a - Intramuscular])
Rk orscal | 3 More . . .
13491 e (2021-03- |Healthcare EEA than 85 |Male Fatigue (n/a - Fatal - Results in Death), Hypophagia (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i (23 Professional Death), Small intestinal obstruction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
i Years
10008046173
Non More
13492 2021-03- Healthcare EEA than 85 |Female Chills (n/a - Fatal - Results in Death), Cystitis (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC-  |; 23 Professional v, Hepatic failure (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008046126 ) rofessional ears

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=10008047125&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046756&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046562&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046526&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046516&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046515&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046514&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046126&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scar ; More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-03- Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - - . N
13493 03 Professional Non EEA g?an 85 |Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
; ears .
- applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
; m. g 024414) [COVID-19 MRNA VACCINE MODERNA
13494 EU-EC- - 3(3)21 03 E:jg;;fgal Non EEA ?{zﬁs Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008045780| # applicable - [n/a - 1{DF} - Intramuscular])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . o
13495 b3 ll;l:(?ll“gslsciirga] EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Drug withdrawn - [n/a - 1 {DF} - Intramuscular])
il 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13496 . EEA than 85 Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
23 Professional
EE Years Intramuscular])
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
13497 21 (2021-03- Healthcare EEA 18-64 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Sudden death (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
23 Professional Years Fatal - Results in Death), Ventricular tachycardia (n/a - Recovered/Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [n/a - 1 {DF} - Intramuscular])
: 5021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13498 h 53 Healthcare EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008044811 . Professional Intramuscular])
4 Fatigue (n/a - Fatal - Results in Death), Increased upper airway secretion (n/a - Fatal - Results in Death), Pneumonia (n/a CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- | Healthcare 65-85 X - R h X NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13499 : EEA Male |- Fatal - Results in Death), Productive cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death),
EU-EG  |§ 23 Professional Years Respiratory depression (/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S-n/a-n/a-[1d-n/a-
10008044792 spiratory Results in Deathy Intramuscular])
i % 9021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13500 o : EEA than 85 (Male  |Sudden death (1d - Fatal - Results in Death, Life Threatening) immunisation - n/a - [n/a - 1{DF} - Intra corpus
EU-EC- 23 Professional Y. D
10008044788 cars cavermnosum
gk or scal |} : SPIKEVAX [COVID-19 MRNA VACCINE
223 |2021-03-|Healthcare 65-85 Sudd . . . MODERNA (CX-024414)] (S- COVID-19
13501 gy pe =L 23 Professional | CA Years | Male death (w/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} -
10008044775 =¥ Intramuscular])
; More COVID-19 (n/a - Fatal - Results in Death, Life Threatening), Condition aggravated (n/a - Fatal - Results in Death, Life ME
13502 g 2021-03- |Healtheare —pp than 85 |Female |Threatening), General physical health deterioration (n/a - Fatal - Results in Death, Life Threatening), Respiratory tract COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG- |3 23 Professional . . X . . immunisation - Not applicable - [1d - n/a - n/a])
! ! Years infection (n/a - Fatal - Results in Death, Life Threatening)
10008044609
Elickor scall | 5 More SPIKEVAX [COVID-19 MRNA VACCINE
% (2021-03- |Healthcare . MODERNA (CX-024414)] (S- COVID-19
; - - . e ;
13503 BU-EC- b3 Professional Non EEA gl{lan 85 |Female |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008044504 cans 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=10008045848&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008045780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008045145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044813&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044811&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044792&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044775&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044609&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044504&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
] B |00 1.03- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13504 : . EEA than 85 [Female |Ischaemic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 23 Professional v Int Jlar])
10008044422 3 s nramsear
click or scarl L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
a1 2021-03- Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
13505 pupc A 53 [Professional [T than 85 |Male Sudden death (a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
10008044052 i - Not applicable - [n/a - 1{DF} - Intramuscular])
2 & 2021-03-|Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
Bk or scal . . ) ~ : . S
13506, EU-EC- 53 Eea:‘thc_are | EEA Vears Male  |Gastrointestinal haemorrhage (n/a - Fatal - Results in Death) immunisation - 1/a - [n/a - 1 {DF} - Intramuscular])
10008043889 rofessiona
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
13507 pupc 23 |Professional |TCA|years [MAle  |Death(n/a-Fatal-Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008043745 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Blick or seal p 5021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13508 : EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 23 Professional v, Intr: Jar])
10008043551 ; cars amuseurar
d - a3 - - i - - ’ -
More Circulatory colletpse (n/a - Fatal Resul?s in Death), Diarrhoea (n/a - Fatal R?sults in Death) Fa&;cal vomiting (n/a COMIRNATY [TOZINAMERAN] (S - COVID-19
13509 1 (2021-03- Healthqare EEA than 85 |Female Fatal - Results in Death), (‘astromtestmal haemorrhage (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - immenisation - Not applicable - [/a - 1{DF} -
EU-EC- 23 Professional Vear Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Shock (n/a - Fatal - Results in Death), Tntramuscular])
10008043471 cars Tachycardia (n/a - Fatal - Results in Death) usC
Elickcor scal i 2021-03- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13510 ] . EEA Male |Ischaemic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG-  |% 23 Professional Years Intramuscular])
10008043370
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
13511 ppc 3 Drofecsonal Non EEA Vears Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008043340, Unknown - [n/a - 1 {DF} - Intramuscular])
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 18-64 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
BS12 gy pc 23 |professional |TCA|years |MAle  [Myocardialinfarction (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008043336 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Rlick orscad | 5021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13513 L : EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 23 Professional
10008043213 Years Intramuscular])

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044422&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044052&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043889&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043551&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043471&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043340&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043336&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043213&_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
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Date Regulatory
Purposes
; :
=1 (2021-03-|Healthcare More Asthenia (n/a - Unknown - Results in Death), Choking (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal G)MIRNATY [TOZINAMERAN] (8- COVID-19
13514 ! . EEA than 85 |Female X immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- |, 23 Professional Vears - Results in Death) Intramuscular])
10008043201/ =% 5
SRR 02105 Falthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13515 1 : EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- > (23 Professional Vears Intramuscular])
10008043066 >
Rlick or scal & : 5021-03-|Healthcare 65-85 General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypernatraemia ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
13516 . EEA Female |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results in Death, immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG- | 23 Professional Years Ca rolonged Hospitalisation) Intr: ular])
10008042916 & usedProlonged Hospitalisatio amuscuiar
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
13517 2021-03- |Healthcare EEA 18-64 Male Haemoperitoneum (n/a - Fatal - Results in Death), Splenic rupture (n/a - Fatal - Results in Death), Venous thrombosis ~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 23 Professional Years (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008042912 -n/a- [n/a- 1{DF} - Intramuscular])
kol | R ore
Pl 2021-03- |Healthcare Chest pain (1d - Unknown - Results in Death, Life Threatening), Sudden death (1d - Fatal - Results in Death, Life COMIRNATY [TOZINAMERAN] (S- COVID-19
13518 : EEA than 85 |Female . . S
EU-EC- 23 Professional v, Threatening) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008042896 cans
COMIRNATY [TOZINAMERAN] (S- COVID-19
m = Non immunisation - Not applicable - [n/a - 1{DF} -
 2021-03- 65-85 . . Intramuscular]), ENTRESTO 49 MG'51 MGFILM-
X - - Results in Death) B
13519 EU-EC. |8 h 23 Ef;]vg;;f:a] EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death COATED TABLETS [VALSARTAN, SACUBITRIL]
10008042722 (S-n/a-n/a- [n/a-n/a-n/a]), [FUROSEMIDE] (S-
n/a - n/a- [n/a-n/a- Oral])
/ More ME
13520 ¢ 12021-03-|Healthcare EEA than 85 [Female Decreased appetite (10d - Fatal - Results in Death), Fall (1d - Fatal - Results in Death), General physical health mﬂﬁgﬁ [I'\ll-cft)ZaINlicable I n/] ﬁ _I?D)}E;I ]_}19
EU-ECG- =23 Professional Years deterioration (10d - Fatal - Results in Death) Int Al PP
10008042643 ntramuscular])
3 |9021-03- [ Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13521 . EEA than 85 (Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 23 Professional Vears Intramuscular])
10008042619
Elick or scad ;
2021-03- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
13522 EUEC. |8 53 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - /a - Intramuscular])
10008042141
Rlickcor sl | 5% 3 Non Dyspnoea (4d - Fatal - Results in Death, Life Threatening), Fatigue (4d - Fatal - Results in Death, Life Threatening), COVID-19 VA AST INECA ( Xl
2021-03- 65-85 - R - - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13523 I Healthcare EEA Female |Irregular sleep wake rhythm disorder (4d - Fatal - Results in Death, Life Threatening), Sleep apnoea syndrome (4d - Fatal - CHADO . o
EU-EC |4 23 Professional Years Results in Death, Life Threatening), Thrombosis (n/a - Fatal - Results in Death, Life Threatening) ( X1 NCOV-19)] (8- COVID-19 immunisation
10008042099 ’ E—— - Not applicable - [1d - .5mL - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043066&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042916&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008042099&_xpt=1&_xf=pdf
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Diabetic ketoacidosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Diabetic metabolic
Elickor scal | ; -{ I . 5.5 decompe{qsatlon (n/e:)—t }Iz‘enali/I - dI?e:]TltIs in DeathC,OOt(jll}§r Me(illcally Impom!nt n(;;:md;:tloali), Feeding d-1sorder (n/adtiatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
13524 -03- theare Non EEA - Female Results in Death er Medically Important Cony tion), Hyperglycaemia (n/a - Fatal - Results in Death er immunisation - Not applicable - [1d - n/a -
EU-EC- | 3§ 23 Professional Years Medically Important Condition), Hypoglycaemic coma (n/a - Fatal - Results in Death, Other Medically Important Intramuscular])
10008042086 Condition), Pyrexia (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results
in Death, Other Medically Important Condition)
- 2021-03- [Health More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/
13525 catheare EEA than 85 [Female |Pneumonia (n/a - Fatal - Results in Death) a-ma a
EU-EC- L, (23 Professional Y. - n/a - Intramuscular])
10008041909| 2 : cars
% [2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - R
13526 BU-EC- 3 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008041893
Blicicorscal | g COVID-19 MRNA VACCINE MODERNA (CX-
. . 024414) [COVID-19 MRNA VACCINE MODERNA
2021-03- |Healthcare 18-64 Back pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Nausea (n/a - Unknown : e
13527 EU-EC- e (23 Professional Non EEA Years Male |- ), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation), Vaccination site pain (n/a - Unknown - ) (CX'_024414)] (S- COVID-19 immunisation - Not
10008041773 ; applicable - [n/a - 1{DF} - Intramuscular])
: . % 12021-03- Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
- A 1 - - i N i - - i . . . .
13528 EU-EC- 53 Professional EEA than 85 |Female |Hypophagia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
Years
10008041738
& 2021-03-|Healthcare More Chills (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypokalaemia (n/a - Fatal - Results in mﬁﬁgﬁ ggﬁlNﬁgﬁgﬁ/S -1 ?D)F\;l ]-}n}a?])
13529 : . EEA than 85 Female |Death), Hypotension (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - PP . . >
EU-EC ¢ 23 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) [NOT AVAILABLE] (S - Cardiac failure - Drug
10008041695 U » YT sesutis in Death withdrawn - [n/a - .5mg - n/a])
Rlickcor scal - 2021-03- | Healthcare More Diarrhoea (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Hand COMIRNATY [TOZINAMERAN] (S- COVID-19
13530 . EEA than 85 |Female |deformity (n/a - Fatal - Results in Death), Influenza like illness (n/a - Fatal - Results in Death), Livedo reticularis (n/a- |. S .
EU-EC- 23 Professional . - . immunisation - Not applicable - [n/a - 1{DF} - n/a])
Years Fatal - Results in Death), Peripheral coldness (n/a - Fatal - Results in Death)
10008041657
: i |5021-03- | Healtheare Not SPIKEVAX [COVID-19 MRNA VACCINE
13531 : : EEA .. |Female |Death (n/a- Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 23 Professional Specified immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008041538 PP
. - - - , - - , - -
2021-03- Non Not Abdommal pain (n/a - Fatal - Results in Death), Ear pain (n/a} Fatal - Results in Death) _Hyperh1dr051s (n/a Fatal. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13532 Healthcare Non EEA .. Male |Results in Death), Lymphadenopathy (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in . ol .
EU-EC- | &3 23 Professional Specified Death immunisation - Not applicable - [1d - n/a - n/a])
10008041322 Death)
m - ] Non Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - MERAN ME
13533 il 2021-03- Healthcare Non EEA Not .~ |Male |Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - TOZIN . [Tozm RAN] (S - COVID-19
EU-EC- | % : |23 . Specified AT immunisation - Not applicable - [n/a - n/a - n/a])
10008041320 Professional Caused/Prolonged Hospitalisation)
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Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest discomfort (n/a - Unknown -
13534 2021-03-|Healthcare Non EEA 18-64 Mal Other Medically Important Condition), Chest pain (n/a - Unknown - Other Medically Important Condition), Influenza like | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 23 Professional on Years € illness (n/a - Unknown - Other Medically Important Condition), Limb discomfort (n/a - Unknown - Other Medically immunisation - Not applicable - [1d - n/a - n/a])
10008041174 Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition)
e 15021-03- | Healthcare More Asthenia (n/a - Fatal - Res.ult.s in Dgath Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Rgsulfs in Death, COM]RNATY [TOZINAMERAN] (S- COVID-19
13535 EU-EC- 3 Professional Non EEA  [than 85 |Female |Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), immunisation - Not applicable - [1d - n/a -
10008039424 : . Years Respiratory distress (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
Elickorscad |* 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
=i (2021-03- Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudden - - . S
13536 pupc |3 23 Professional | CA Years | Male death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008039206 : -n/a- [n/a-n/a-n/al)
i) COVID-19 (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (10d - Fatal - Results
Fy: in Death, Caused/Prolonged Hospitalisation), Death (0d - Fatal - Results in Death), Drug ineffective (8d - Fatal - Results ME
13537 pipc 3221-03- ?:(?l‘g;scij)rrfal EEA ?{zﬁ: Female |in Death, Caused/Prolonged Hospitalisation), Trritability (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), FS/];A_I%%TY [TOZINAMERAN] (8- n/a - n/a - [n/a
10008039137 P, Malaise (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain (8d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Pneumonia (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
:
13538 2021-03-|Healthcare EEA 65-85 Male Circulatory collapse (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Respiratory distress (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 23 Professional Years Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a))
10008038906
Elick or scall | 5 A COVID-19 VACCINE ASTRAZENECA (CHADOX1
13539 A+ [2021-03- |Healthcare Non EEA 65-85 Female Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x 23 Professional Years Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008038729 applicable - [n/a - n/a - Intramuscular])
: More
13540 1i (2021-03-|Healthcare EEA than 85 [Male Aphthous ulcer (n/a - Fatal - Results in Death), General physical condition abnormal (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 7 23 Professional v, Pyrexia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008038430| 244y cars
2021-03- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - - , Subar: - -
13541 BU-EC- 23 Professional EEA Years Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) achnoid haemorrhage (n/a - Fatal - Results in Death) - /a - Intramuscular])
10008038388
It [2021-03-|Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
% - -
13542 EU-EC- 3 Professional EEA Vears Female |Cerebral infarction (n/a - Fatal - Results in Death) - n/a- n/a))
10008038347
i [2021-03-|Non 65-85 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
- - - . _ -), . . . _ _ . ; N A N -
13543 EU-EC- 23 Hea]thc.are Non EEA Vears Male  |Dyspepsia (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008038323 Professional
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2 o
13544 2021-03- Healthcare Non EEA 65-85 Female Dyspnoez'l (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - TOZINAMERAN [TOZ!NAMERAN] (S- COVID-19
EU-EC- x 23 Professional Years Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008038317 rofession
click or scarl : More
ai (2021-03- [Healthcare . o COMIRNATY [TOZINAMERAN] (S - Immunisation -
13545 BU-EC- th s Professional EEA ;}}aﬂ 85 |Female |Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Not applicable - [n/a - n/a - Intramuscular])
2 ears
10008038025
lickcor scal i 5021-03- |Healthcare 18-64 Cardiac arrest (Od - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged SPIKEVAX [COVID-19 MRNA VACCINE
13546, . EEA Male  [Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Nausea (n/a - Not MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 23 Professional Years .
Recovered/Not Resolved - Caused/Prolonged Hospitalisation) [n/a - n/a - Intramuscular])
10008038010
or scaij g COVID-19 MRNA VACCINE MODERNA (CX-
¥ (2021-03- |Healthcare 65-85 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
13547 EU-EC- i Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008037076 ; applicable - [n/a - 1{DF} - Intramuscular])
T: More COVID-19 MRNA VACCINE MODERNA (CX-
71 12021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - -), - - . L
13548 pipc 3 Professional Non EEA 21{1:;55 Female [COVID-19 (n/a - Unknown - ), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008037072 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
13549 i (2021-03- (Healthcare Non EEA  |than 85 Male Death (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 23 Professional Vears Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008037062 i applicable - [n/a - 1{DF} - Intramuscular])
Mo | R
% 12021-03-|Non More Atrial fibrillation (22d - Fatal - Results in Death), Cerebrovascular accident (22d - Fatal - Results in Death), Paralysis | OMIRNATY [TOZINAMERAN] (S- COVID-19
13550 Healthcare EEA than 85 |Male . prophylaxis - Unknown - [n/a - 1 {DF} -
BU-EC- | i 23 Professional Y (22d - Fatal - Results in Death) Int ar])
10008036471 rofession: ears ntramuscular]
2021-03- | Healthcare 65-85  [Not . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
A . - - Results in Death)
13551 EU-EC. | HEH 3 Professional EEA Years |Specified Death (n/a - Fatal - Results in Death -n/a-n/a)
10008034911
Klickor scal A > Non COVID-19 MRNA VACCINE MODERNA (CX-
13552 3 2021-03- Healthcare Non EEA 65-85 Male Chest pain (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Feeling abnormal (n/a - Unknown - ), Vaccination site |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Years pain (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008034147 applicable - [n/a - 1{DF} - Intramuscular])
Rlick orscad | : More Acute respiratory failure (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
13553 i [2021-03- Healtheare o ppa |ihan 85 [Male | Combined immunodeficiency (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Sepsis (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Vears Fatal - Results in Death) ? ’ (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
10008033873 = Not applicable - [n/a - 1mL - Intramuscular])
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More COVID-19 MRNA VACCINE MODERNA (CX-
Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
13554 pupc |% Professional | o™ FEA 21{1:;585 Fernale | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008033583 applicable - [n/a - 1{DF} - Intramuscular])
— Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), COVID-19 VACCINE ASTRAZENECA (CHADOXI
Healthcare 18-64 : - . . e o INCOV-19) [COVID-19 VACCINE ASTRAZENECA
13555 K . EEA Female |Cerebral thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), . .
EUEC | Professional Years Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008033566 ’ - Not applicable - [1d - n/a - Intramuscular])
Elickor scal COVID-19 MRNA VACCINE MODERNA (CX-
3 =4 |2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; ; - - ) . L
13556 EU-EC- 8 (22 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008033503 : applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-03- |Healthcare Non EEA i\}/f(a)rrleS 5 [Male Cardiac arrest (1d - Fatal - Results in Death, Life Threatening), Fall (1d - Unknown - Life Threatening), Pulseless electrical 024414) [COVID-19 MRNA V,ACCH\,IE MOD ERNA
557 puEC & 22 Professional activity (1d - Unknown - Life Threatening), Unresponsive to stimuli (1d - Unknown - Life Threatening) (CX-024414)] (S- COVID-19 immunisation - Not
Years applicable - [n/a - 1{DF} - Intramuscular])
10008033444
= B : More COVID-19 MRNA VACCINE MODERNA (CX-
13558 ¥ 2021-03- Healthcare Non EEA  |than 85 [Male COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Pneumonia (n/a- 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | o |22 Professional Vears Unknown - Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation)  |(CX-024414)] (S- COVID-19 immunisation - Not
10008033414 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
B89 pupe |3 2 |Professional |NOMEEA ey [Male  Death (n/a- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008033314 applicable - [n/a - 1{DF} - Unknown])
Ok COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-03- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
13560 EU-EC- |& 22 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008033157 applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
13561 EUEC | 5 Professional Non EEA Vears Female |Cerebrovascular accident (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008033156 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | FAERE COVID-19 MRNA VACCINE MODERNA (CX-
w34 (2021-03- [Healthcare 18-64 i . . . 024414) [COVID-19 MRNA VACCINE MODERNA
38 . - - Results in Death), - - Results in Death) . L
13562 EU-EC- AP Professional Non EEA Vears Female |Aspiration (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008033136/ & applicable - [n/a - 1{DF} - Intramuscular])
2 % (5021-03- Non 65-85 Asthenia (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in  |SPIKEVAX [COVID-19 MRNA VACCINE
13563 EU-EC- ’ X 5 Healthcare EEA Vears Male  [Death), Feeling hot (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Respiratory failure (n/a-  |MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10008033069 k \ Professional Fatal - Results in Death) n/a))
Elick or scay | ; COVID-19 MRNA VACCINE MODERNA (CX-
13564 : i |2021-03- | Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death), Erythema (n/a - Unknown - ), Haemangioma of skin (n/a - Unknown - ), Purulent ~ {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC-  |% 22 Professional Years discharge (n/a - Unknown - ), Rash (n/a - Unknown - ), Rash macular (n/a - Unknown - ), Scab (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008032766 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
. COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 Death (1d- Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
13565| EU-EC- X 20 Professional [Non EEA  |yeqrs |Female Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008032600 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | * . COVID-19 MRNA VACCINE MODERNA (CX-
13566 22 (2021-03-|Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Urinary tract infection (n/a - Not Recovered/Not Resolved - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | P 22 Professional Years Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008032499 = applicable - [n/a - 1 {DF} - Intramuscular])
b5 02103 Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13567 : EEA than 85 [Male  |Dyspnoea (0d - Fatal - Results in Death), Hypotension (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- x (22 Professional v, Int ul
10008031636 cars ntramuscular)
gk or scal | ; COVID-19 MRNA VACCINE MODERNA (CX-
13568 e (2021-03- |Healthcare Non EEA 18-64 Male Abdominal discomfort (n/a - Unknown - ), Cardiac failure (1d - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- | & o (22 Professional Years Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008031460 ; applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13569 pupc » Professional | o" EEA g‘:;rfs Male | Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008031312 ‘n applicable - [n/a - 1{DF} - Intramuscular])
3570 i 312021-03-| Healtheare | 6585 |\, |Asthenia (wa - Fatel - Results in Death), Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results mﬂﬁg ggﬁm‘li“c‘amblz’_“[\g d(_s LOVID9
EU-EC- |3 22 Professional Years in Death), Drug ineffective (n/a - Unknown - Results in Death) PP ’
Intramuscular])
10008031076
More COMIRNATY COVID-19 MRNA VACCINE
i (2021-03- |Healthcare . . . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
; - - X - -
13571 EU-EC- o Professional EEA ?:;ISS Male |Cardiac arrest (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008031033 -n/a-n/a- [n/a-.3mL - n/a])
[elick or scad | = More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13572 A 2021-03- |Healthcare Non EEA  |than 85 |Female Decreased appetite (n/a - Fatal - Results in Death), Malnutrition (n/a - Fatal - Results in Death), Melaena (n/a - Fatal -~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |22 Professional Vears Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008030837 applicable - [n/a - n/a - Intramuscular])
NN 2021-03-|Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
13573 : EEA than 85 [Male  |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC ; 22 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008030331| - hot appheable - [va - va -
- More
2 (2021-03-|Healthcare . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl .
13574 EU-EC- 5 Professional EEA than 85 [Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008029860 ; Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More COVID-19 MRNA VACCINE MODERNA (CX-
13575 2021-03- |Healthcare Non EEA  |than 85 [Male Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Unresponsive to stimuli (n/a - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Vears Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008029719 applicable - [n/a - 1{DF} - Intramuscular])
Rlickcor scad | i 2021-03- |Healthcare More Diarrhoea (n/a - Unknown - ), Fall (n/a - Unknown - ), General physical health deterioration (n/a - Unknown - ), Intestinal COMIRNATY [TOZINAMERAN] (S - Immunisation -
13576 . : EEA than 85 |Female |ischaemia (n/a - Fatal - Results in Death), Mesenteric artery embolism (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal -
EU-EC- 22 Professional X n/a- [n/a - n/a - n/aJ)
Years Results in Death)
10008029688
; More Condition aggravated (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare - . o " 024414) [COVID-19 MRNA VACCINE MODERNA
13577 . Non EEA  |than 85 Female |Dizziness (n/a - Unknown - Other Medically Important Condition), Fall (n/a - Unknown - Other Medically Important . .
EUEC |k 3|22 Professional Years Condition), Feeling abnormal (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (- COVID-19 immunisation - Not
10008029657 J & ¥ fmp applicable - [n/a - 1 {DF} - Intramuscular])
Rlickcor scad | 0 02103 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13578 EU-EC- . 2 Professional EEA than 85 |Female |Cerebral infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a)),
10008029438| & Years [ACENOCOUMAROL] (S- n/a-n/a- [n/a- n/a - n/a])
¥ |021-03- | Healthcare 65-85 Chest pain (20min - Recovered/ Resolved - Caused/Prolonged Hos.pltallsatlon), Chest pain (n/a- Recovered/Resolved - COMIRNATY [TOZINAMERAN] (S- COVID-19
13579 BU-EC- ] &y Professional EEA Vears Male  |Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Hyperhidrosis (20min - Recovered/Resolved - immunisation - Not applicable - [1Va - 1 {DF} - n/a])
10008029365 x Pk Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) PP
2021-03- | Healthcare 65-85 Asthenia (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal| % Lob VAX [COVID-19 MRNA VACCINE
13580 . EEA Male . p X MODERNA (CX-024414)] (S- COVID-19
EU-EC- 22 Professional Years - Results in Death), Pyrexia (n/a - Fatal - Results in Death) . o .
- immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008029310 :
Diabetes mellitus inadequate control (n/a - Fatal - Results in Death, Life Threatening), Fatigue (n/a - Fatal - Results in ME
13581 Lopo ;221_03_ Et‘e(f]fteI;:izrg a1 |EEA ?{Seﬁs Male  |Death, Life Threatening), Pneumonia (n/a - Fatal - Results in Death, Life Threatening), Pyrexia (n/a - Fatal - Results in mﬂﬁgﬁ ggzamlicablmf _1 ?IX))I};I I_}n}:])
10008029303 . Death, Life Threatening), Somnolence (n/a - Fatal - Results in Death, Life Threatening) PP
5 ¥ |2021-03- | Healtheare More S COMIRNATY [TOZINAMERAN] (S - COVID-19
13582 pupe |3 22 Professional | CA g.lan 85 Female death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008029299 cans
Eickorscad || 7] COVID-19 MRNA VACCINE MODERNA (CX-
3 zi |2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
3583 pupc | 2 |Professional | NMEEA lyeyry  |Female: [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008029222 ;i applicable - [n/a - 1{DF} - Intramuscular])
: More
13584 =i (2021-03- Healthcare EEA than 85 |Female Blood pressure decreased (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 22 Professional Vears Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008029214
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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 Non COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-03- Not . . A . 024414) [COVID-19 MRNA VACCINE MODERNA
) . - - X - - . L
13585 EU-EC- 5y ;Irej%teksl;:izrgal Non EEA Specified Male  [Death (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008029033 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
13586 i (2021-03- Healthcare Non EEA 65-85 Male Cardiac arrest (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Resuscitation (1d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008028874 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scal |3 , More .
2021-03- Healthcare . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
13587 EUEC | 22 Professional EEA gl(lan 85 |Female |Infection (2d - Fatal - Results in Death na - [n/a - n/a - Intramuscular])
10008028727 3 cars
oLl 3 More Aphasia (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in COVID-19 AVAT RN MO:D:nERNIE A (CX-
13588 2021-03- Hea]thgare Non EEA  [than 85 |Female |Death), Pneumonia aspiration (n/a - Fatal - Results in Death, Other Medically Important Condition), Tachypnoea (n/a - 024414) [COVID-19 A YA . MODERNA
EU-ECG- | % 1[22 Professional Vears Fatal - l,lesults in Death ? (CX-024414)] (S- COVID-19 immunisation - Not
10008028670 Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
m ; ¥ |5021-03- Healthcare More Acute respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Auscultation (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
13589 pupc [N x 5 Professional EEA than 85 |Female [Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - immunisation - Not applicable - [1d - n/a -
10008028658 Years Unknown - ) Intramuscular])
i 2021-03- Non More COMIRNATY CONCENTRATE FOR DISPERSION
13590 EU-EC- ] X5, Healthcare EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) FOR INJECTION [TOZINAMERAN] (S - COVID-19
10008028593 g F Professional Years immunisation - Not applicable - [n/a - n/a - n/a))
BliciCor scal More
2021-03- |Healthcare than 85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
13591 EU.EC- Ed 0o Professional |EEA Years Male  |Hypersensitivity (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/aJ)
10008028549
Elick or scal | e Non
2021-03- 65-85 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
) - -), - - Results in Death) . o .
13592 EU-EC- 5y Healthqare Non EEA Vears Female |Dyspnoea (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008027130
- - 8 - - > feats
5021-03- |Healthcare More Abdommal pain upper (6d - Fatal Besults in Death), Diarrhoea (2d Fata'l Results in Death) Geperal physical health COMIRNATY [TOZINAMERAN] (- Immunisation -
13593 . EEA than 85 [Male |deterioration (9d - Fatal - Results in Death), Nausea (6d - Fatal - Results in Death), Urinary retention (1d - Fatal -
EU-EC- 22 Professional : o A n/a - [n/a - n/a - Intramuscular])
2, Years Results in Death), Vomiting (1d - Fatal - Results in Death)
10008027106,
: o 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
13594 EU-EC- Ty Professional EEA t\};an 85 |Male  [Pneumonia (n/a - Fatal - Results in Death n/a - [/a - n/a - Intramuscular])
10008027105 : cars

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

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=10008029033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028874&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028727&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028658&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028593&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008027130&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008027106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008027105&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1419 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
1 (2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
? - R )
13595 EU-EC- | 22 Professional EEA Years Male  Death (n/a - Fatal - Results in Death n/a - [n/a - n/a - Intramuscular])
10008027099
:
13596 2 | 2021-03- | Healthcare EEA 65-85 Male Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 22 Professional Years Results in Death), Tachycardia (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) |n/a - [n/a - n/a - Intramuscular])
10008027098
klick or scal |3 :
1 2021-03- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
? R -
13597 BU-EC- 2 Professional EEA Vears Male  |Pneumonia (11d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008027097
Qr _scail "
A Non . COMIRNATY CONCENTRATE FOR DISPERSION
e g ) ) . ! ) ) . ! ) } .
13598 2021-03 Healthcare EEA 65-85 Female Aphasia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in FOR INJECTION [TOZINAMERAN] (S- COVID-19
EU-EC- gk 22 Professional Years Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008026955 PP
m b More Chills (n/a - Fatal - Results in Death), Confusional state (n/a - Fatal - Results in Death), Depressed level of consciousness
13599 P 2021-03- Healthcare EEA than 85 [Male (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death), Incontinence (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |3 22 Professional v, Death), Pyrexia (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - immunisation - Not applicable - [n/a - 1{DF} - n/a])
ears .
10008026910 ] Results in Death)
13600 = 2021-03-|Healthcare EEA than 85 |Male Delirium (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 5 |22 Professional Vears Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008026907 :
3 : 2021-03-Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
13601 Healthcare EEA than 85 [Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) . S .
EU-ECG- | &g 22 Professional v immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008026901 | 33 ) rofessional ears
on
12021-03- 65-85 - . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
13602 BU-EC- 0 Ereai‘thciar; | EEA Vears Male  [Hyperpyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008026782 oressiond
EIREATE -
Xt (2021-03- 65-85 Acute kidney injury (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13603 } Healthcare Non EEA Female . o . L .
EU-EC- x (22 . Years Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008026654
o | o
£ 2021-03- Healthcare COVID-19 (n/a - Fatal - Results in Death), Lymphopenia (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal |(COMIRNATY [TOZINAMERAN] (S - COVID-19
13604 : EEA than 85 |Male . . S
EU-EC- o |22 Professional v, - Results in Death) immunisation - n/a - [n/a - n/a - n/a)
10008026646 ' cans
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
H(2021-03- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
X - - . S
13605 ppc. Rp [Healthare CIEEA - lyep  [Male  Death (na- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COMD-19 immunisation
10008026071 -n/a- [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=10008026901&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008026782&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008026654&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008026646&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008026071&_xpt=1&_xf=pdf
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Date Regulatory
Purposes
Non
13606 g [2021-03- pyeitheare  [EEA 0585 nfle  |Death (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- |& 22 Professional Years - n/a - Intramuscular])
10008026026 3 rofession
lick or scal : |5021-03- [ Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13607 EUEC. |8 o Professional EEA Vears Male  [Acute myocardial infarction (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) fr;)phylaxliﬂs - Not applicable - [21d - .3mL -
10008025458/ & ntramuscular])
o | [ Abdominal pain lower (n/a - Fatal - Results in Death), Anuria (n/a - Fatal - Results in Death), Cervical spinal stenosis (n/a
3 ; - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in Death), Erythema multiforme (n/a - Fatal - Results in ME
13608 oo t) 5221_03_ Eﬁ;ﬁfg A |[EEA g(ifrs Male  |Death), Hypotonia (n/a - Fatal - Results in Death), Intervertebral disc protrusion (n/a - Fatal - Results in Death), %ﬁ%ﬁ;ﬁgjﬁ% 1(8-n/a-nja-[n/a
10008025355 Metabolic acidosis (n/a - Fatal - Results in Death), Paralysis (n/a - Fatal - Results in Death), Paraparesis (n/a - Fatal - .
Results in Death), Respiratory failure (n/a - Fatal - Results in Death), Swelling (n/a - Fatal - Results in Death)
or scaij : COVID-19 VACCINE ASTRAZENECA (CHADOX1
13609 "21|2021-03-|Healthcare Non EEA 65-85 Male Fatigue (n/a - Fatal - Results in Death), Gait disturbance (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years Results in Death), Tachycardia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008025278 applicable - [n/a - n/a - Intramuscular])
Elick or scal 9 3 Cardiac arrest (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in COVID-19 VA ASTOCH E CAR( ZENE Xl
13610 5 2021-03- Healtheare |y ppa 6585 Iypie Ipeatn ), Pyrexia (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - INCOV-19) [COVID-19 VAS AST CA
EU-EC- 22 Professional Years - ’ ’ (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
Results in Death
10008024945 - Intramuscular])
Non
2021-03- 65-85 Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13611 Healthcare Non EEA Male . . L .
EU-EC- 22 Professional Years Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008023598 OressIo
2021-03- |Healthcare Not - . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; . - - . o .
13612 EU-EC. |® 5y Professional Non EEA Specified Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008023532
Vore
3 i 12021-03- |Healthcare L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
13613 EUEC | B 1 Professional EEA glan 85 |Female |Acute myocardial infarction (11d - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10008022829 cars
: i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ 2021-03- Not L . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13614 EU-EC- 51 Eliccz;\%te};;:iirga] EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008021578 n/a - Intramuscular])
Blickor scal |3 - 021-03-| Healtheare 65.85 COMIRNATY COVID-19 MRNA VACCINE
13615 ] : EEA Female |Death (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
EU-EC- x (20 Professional Years n/a-n/a- [n/a- 3mL - Int ar])
10008020026 ' a-ma-oa-.Jm - iiramscuar,
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
it 2021-03- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
13616 EUEC |8 50 Ereallcthciar;al Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008018522 olessio 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=10008025355&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008023598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008023532&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008022829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008021578&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008020026&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008018522&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; 5 Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
&= [2021-03- . TR . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13617 EU-EC- i Eﬁg;;:iirgal Non EEA ?:;SS Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Cognitive disorder (n/a - Unknown - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008018107 : - Not applicable - [1d - n/a - n/a])
! Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
=4 (2021-03- Not Not . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13618 ipc |3 150 E:jg;sciirga] Non EEA Specified Specified Lower respiratory tract infection (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/al
10008017838 - n/a - n/al)
Abdominal pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Agitation (n/a - Unknown -
Results in Death, Caused/Prolonged Hospitalisation), Back pain (n/a - Unknown - Results in Death, Caused/Prolonged
Elickor scal | ™ Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
13619 i (2021-03- [Healthcare Non EEA 18-64 Female Results in Death, Caused/Prolonged Hospitalisation), Immune thrombocytopenia (n/a - Unknown - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Years Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008017826 ;i Photophobia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pollakiuria (n/a - Unknown - Results |- n/a - n/a])
in Death, Caused/Prolonged Hospitalisation), Somnolence (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation), Vomiting (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)
m ] Death (5h - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Pain (n/a - Not COVID-19 VA AST CA( XI
2021-03- | Healthcare 18-64 " ) . " L - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13620 . Non EEA Female [Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition), Pyrexia (n/a - Not CHADO . .
EU-EC- 1 |20 Professional Years Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition) ( X1 NCOV:19)] (S- COVID-19 immunisation
10008017769 i EE—— - Not applicable - [1d - n/a - n/a])
= COVID-19 VACCINE ASTRAZENECA (CHADOX1
13621 2021-03- Healthcare Non EEA 65-85 Female Asthenia (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Influenza like illness (n/a - Unknown NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- x (20 Professional Years - Results in Death), Lethargy (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008017765 ; 1/a - n/a])
gk or scal | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
3% [2021-03-|Healthcare 18-64 Cerebral haemorrhage (2d - Fatal - Results in Death, Other Medically Important Condition), Circulatory collapse (n/a - Not [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13622 oo pc i 0 Professional  |NOMEEA |5 o [Female |RecoveredNot Resolved - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008017501 ; n/a - n/aJ)
More COVID-19 VACCINE ASTRAZENECA (CHADOX]
® (2021-03-|Healthcare : . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) ; - - . S
13623 FUEC |} 50 Professional Non EEA ?:;ISS Female [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008017500 ; - Not applicable - [n/a - n/a - n/a])
[elick or scal : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ 12021-03- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
13624 EU-EC- 50 E:afl‘thcjafa] Non EEA Vears Male  [Thrombosis (2d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008017325 olessio n/a - n/a)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-03- [Healthcare Not Not - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A . . - -
13625 puEc 120 Professional |NO EEA | ifiedSpecified T timonary embolism (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008016635 n/a - n/aJ)
BlickCor scal Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
1(2021-03- 65-85 . . : : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13626, EUEC. | 50 ?eal‘thc'are | Non EEA Vears Male  |Cerebrovascular accident (3d - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008016623 rolessiona 1/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=10008017500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008017325&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008016635&_xpt=1&_xf=pdf
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COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
‘o A - - , Sudden R -
13627 BU-EC- 120 Professional Non EEA Vears Female [Pulmonary embolism (n/a - Unknown - Results in Death). death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008016322 n/a - n/aJ)
lick or scal Non More Asthenia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- ) by - . : - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13628 ;| Healthcare Non EEA  [than 85 |Female |Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged :
EU-EC |20 Professional Years Hospitalisation, Disabling, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a
10008015734 ? - n/a - n/a))
Elickor scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ 2021-03- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - . S
13629 EU-EC- 50 II;Ireg:‘te};scizl:al Non EEA Specified Female |Cerebrovascular accident (15d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008015656 - Not applicable - [1d - 1{DF} - n/a])
gk or scad | 5 Non COVID-19 VACCINE ASTRAZENECA (CHADOX
13630 2021-03- |fealthcare  [Non EEA  |18-64  |Male  [Deep vein thrombosis (/a - Unknown - Results in Death), Pulmonary embolism (1d - Fatal - Results in Death), Pulse ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Years absent (n/a - Unknown - Results in Death), Seizure (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008015600 - n/a - n/al)
ko | B3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13631 2 12021-03- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (8d - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |# 3120 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008015387/ & - n/a - n/aJ)
: _- Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
T 2021-03- Not o . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - X - -
13632 EUEC |3 120 Ereai‘thciar; | Non EEA Specified Female |Myocardial infarction (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008014638 olessiona n/a - n/a))
gl More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i ' [2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A R -
13633 EU-EC- ; 20 Professional Non EEA %1:;:5 Female [Sudden death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10008014441 n/a - n/aJ)
i orsa) | B2 ; Non (COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 412021-03- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
| . - - $] - -
13634 EU-EC- 150 E:allvthciar: | Non EEA Specified Female |Aneurysm (n/a - Fatal - Results in Death), Retinal exudates (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008014323 olessiona n/a - n/a)
C More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13635 2021-03-|Healthcare Non EEA  |than 85 Male Chronic obstructive pulmonary disease (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Panic |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | E 20 Professional Vears attack (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008014020 n/a - n/aJ)
ek or scal ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
13636 2021-03- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Depression (n/a - Unknown -  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |k 20 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008013780 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=10008016322&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008015734&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008015656&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008015600&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008015387&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008014638&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008014441&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008014323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008014020&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013780&_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
; " More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13637 eie (2021-03-|Healthcare Non EEA  |than 85 [Female COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Oxygen saturation decreased (n/a- [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 120 Professional Vears Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008013618 - Not applicable - [1d - 1{DF} - n/a])
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - - . S
13638 EUEC i 50 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008013600 - Not applicable - [n/a - n/a - n/a])
click or sca _ More COVID-19 VACCINE ASTRAZENECA (CHADOX
13639 % [2021-03- | Healthcare Non EEA |than 85 |Fermate |COVID-19 pneumonia (4d - Fatal - Results in Death, Life Threatening), Myalgia (/a - Unknown - Results in Death, Life[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- % 20 Professional Vears Threatening), Pyrexia (n/a - Unknown - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (8- COVID-19 immunisation
10008013596 - Not applicable - [n/a - n/a - n/a])
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
13640 Healthcare Non EEA 65-85 Male Hypertensive heart disease (1d - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- Professional Years Myocardial ischaemia (1d - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008013584 - n/a - n/aJ)
icorscal | 05 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: ; - - ) . S
13641 pupc |2 * 120 Professional |7 EEA |years [Male  |Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S~ COVID-19 immunisation
10008013329 - Not applicable - [1d - .5mL - Intramuscular])
Eickor e | B COVID-19 VACCINE ASTRAZENECA (CHADOX1
13642 2021-03-|Healthcare Non EEA 65-85 Male Cerebrovascular accident (5d - Fatal - Results in Death), Myocardial infarction (5d - Not Recovered/Not Resolved - ResultsNCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |3 120 Professional Years in Death), Thrombosis (5d - Not RecoveredNot Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008013276 - Not applicable - [1d - n/a - n/a])
Elick or scal 7 3 ;. COVID-19 VACCINE ASTRAZENECA (CHADOX1
13643 P L (2021-03- |Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Cerebral ischaemia (n/a - Unknown - Results in Death, |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 5 20 Professional Years Life Threatening), Ventricular fibrillation (n/a - Unknown - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008013203 n/a - n/aJ)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: R -
13644 BU-EC- 120 Ereallvthciarf | Non EEA Vears Male  |[Pulmonary embolism (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008012388 olessiona n/a - n/a)
Bk or scal | B Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
L 1 12021-03- 65-85 . . . . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - -
13645 EUEC. | B 20 Eﬂg;sciirgal Non EEA Years Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008012060 n/a - n/a])
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13646 s (2021-03- Healthcare Non EEA 18-64 Male Hyperhidrosis (n/a - Unknown - Results in Death), Malaise (n/a - Unknown - Results in Death), Thrombosis (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |& o (20 . Years Results in Death), Vomiting (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
[ Professional
10008012016 1/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=10008013618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013600&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013596&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013203&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008012388&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008012060&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008012016&_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
13647 2021-03- Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death), Deep vein thrombosis (n/a - Not Recovered/Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- & 20 : Years Resolved - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
Professional
10008011752 - n/a - n/aJ)
click or scarl Non Coronary artery thrombosis (1d - Not Recovered/Not Resolved - Results in Death), Fatigue (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
13648 2021-03- Healthcare Non EEA 65-85 Male Resolved - Results in Death), Headache (2d - Recovered/Resolved - Results in Death), Myocardial infarction (1d - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3120 Professional Years Results in Death), Pain in extremity (2d - Recovered/Resolved - Results in Death), Vaccination site pain (n/a - Not (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008011643 Recovered/Not Resolved - Results in Death) - n/a - n/aJ)
Rlick-or scal | Seehacs: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
st 2021-03- Not . . . ) L NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13649 FUEC. | ¥ X (50 Erea:‘thciar;: | Non EEA Specified Male  [Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008011308 olessiona n/a - n/a])
or scail Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13650 2021-03- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dysgeusia (n/a - Not Recovered/Not Resolved - Results in Death), Nausea (n/a-  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG-  |§ 120 Professional Years Not Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008011298 - Not applicable - [1d - n/a - n/a])
BliciCor scal |; A Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13651 e |2021-03- Healthcare Non EEA 65-85 Female Cerebral thrombosis (n/a - Not Recovered/Not Resolved - Results in Death), Cerebrovascular accident (8d - Fatal - Results [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i Rk (20 Professional Years in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008011289 i - Not applicable - [1d - 1{DF} - Parenteral])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
13652 EU-EC- Ereafl‘thciar;a] Non EEA Vears Male  [Thrombosis (4d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008011189 £ ofessio n/a - n/a])
ik or scad |; Non Cerebral haemorrhage (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically |COVID-19 VACCINE ASTRAZENECA (CHADOX1
13653 | Healtheare Non EEA 18-64 Female Important Condition), Headache (8d - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | & Professional Years Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - Results in Death, Life Threatening,  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008011126 Caused/Prolonged Hospitalisation, Other Medically Important Condition) n/a - n/al)
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Non 65-85 Chills (n/a - Unknown - Results in Death), Thrombosis (n/a - Fatal - Results in Death), Vomiting (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13654| EU-EC- |3 W ) Healthcare ~ |Non EEA |, |Female |Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008010888 1P Professional n/a - n/aJ)
Elickor scal : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13655 EU-EC- 50 Eeai‘thc'are | Non EEA Vears Male  [Death (1d - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008010695 rolessiona n/a - n/a))
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
13656 EU-EC- 50 Ereallcthciar;al Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008009992/ & 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=10008011752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008011643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008011308&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008011298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008011289&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008011189&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008011126&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008010888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008010695&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008009992&_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
= Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-03- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) } ) .
13657 EU-EC- 20 ;Irea%thciargal Non EEA Vears Female |Deep vein thrombosis (/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008009380 OressIo n/a - n/al)
lick or scal ; Non Cough (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
anr [2021-03- 18-64 e . . . . T NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13658 Healthcare Non EEA Male  |Condition), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
EU-EC- |k 1(20 Professional Years Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008008749 n/a - n/a))
Elickor scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
=3 [2021-03- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
13659 EUEC. |8 2 20 Erea:‘thciar;: | Non EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008008357 oressiond n/a - n/al)
or scail 3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13660 aap (2021-03- Healthcare Non EEA 65-85 Female Cerebrovascular accident (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - Results in Death), Paraesthesia (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |& 2 (20 Professional Years - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008008063 n/a - n/aJ)
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
: =% |2021-03- | Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; ; - -
13661 EU-EC. & 112 Professional Non EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008007840 n/a - n/al)
O COVID-19 VACCINE ASTRAZENECA (CHADOX]
2021-03-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
13662 EUEC |3 20 Professional Non EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Haemorrhage (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008007819 n/a - n/aJ)
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
F#k |2021-03-|Non 18-64 ) o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13663| EU-EC- % 120 Healthcare Non EEA  |years |Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008007266 ) Professional 1n/a - n/a])
Bk orscal | B Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R , R -
13664 EU-EC- 50 Erea;thciar;al Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Venous thrombosis (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008007030 olessio n/a - n/a)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- 65-85 - . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13665 EUEC |; 20 }})Iﬁ;};;irga_] Non EEA Vears Male  |Thrombosis (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008006732 n/a - n/aJ)
Rlickcor scal | Asthenia (n/a - Unknown - Results in Death, Life Threatening), Haemorrhage intracranial (n/a - Unknown - Results in COVID-19 VA AST CCINE CAR( ZENE Xl
13666 2021-03- Healthcare Non EEA 65-85 Female |Death, Life Threatening), Headache (n/a - Unknown - Results in Death, Life Threatening), Thrombocytopenia (n/a - Fatal INCOV-19) [COVID-19 VA AST CA
EU-EC- |: 20 Professional Years —eart, - ), ¢ g (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008006377 - Results in Death, Life Threatening) na - 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=10008009380&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008008749&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008008357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008008063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008007840&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008007819&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008007266&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008007030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008006732&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008006377&_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
- Abdominal pain (n/a - Unknown - Results in Death), Circulatory collapse (n/a - Unknown - Results in Death), Food
> More refusal (n/a - Unknown - Results in Death), Hypoglycaemia (n/a - Unknown - Results in Death), Ischaemic stroke (n/a - CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare X - . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13667 . Non EEA  |than 85 |Female |Unknown - Results in Death), Listless (n/a - Unknown - Results in Death), Metabolic syndrome (n/a - Unknown - ;
EU-EC- 20 Professional v . dinl infarction (n/a - Fatal " Peripheral circul failure (/) nkn (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
10008006339 ears Results in Death), M}_/ocgr mn qctlon( a - Fatal - Results in Death), Peripheral circulatory failure (n/a - Unknown - - n/a - n/a])
Results in Death), Skin discolouration (n/a - Unknown - Results in Death)
lick or scal - Lethargy (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Malaise (n/a - Not COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- | Healthcare 65-85 X " L : INCOV-19) [COVID-19 VACCINE ASTRAZENECA
13668 . Non EEA Female [Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - ;
EU-EC- |3 1[20 Professional Years Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008006266 Y - n/a - n/aJ)
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
g |2021-03-|Healthcare 65-85 INCOV-19) [COVID-19 VACCINE ASTRAZENECA
13669 Non EEA Male .
EU-EC- 20 Professional Years COVID-19 (14d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- /a - Not applicable - [n/a
10008006225 - n/a - n/aJ)
gk or scal |} COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13670 pupc |3 20 Professional |"O" EEA  |yeors  [Male  |Death (1d- Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008006179 a3 n/a - n/aJ)
2021-03- |Healthcare 65-85 Adverse event following immunisation (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
13671 : EEA Male . . . e (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 20 Professional Years - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) .
- Not applicable - [n/a - n/a - n/a])
10008005972
Elickcor scal  1021-03- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
13672 : EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- o |20 Professional Years Not applicable - [/a - n/a - 1
10008005950 - Not applicable - [n/a - n/a - wia])
. NI (9
-Uo- i i - - i sy i - - i i
13673 _— ;821 03 E:jg;:iifa] EEA than 85 |Female %ﬂ;ﬁ;ﬂéﬁ&rﬁlﬁe&:&)rﬁ:ﬁ (_4](iesFeittas] iane)t:::;s in Death), Haematemesis (4d - Fatal - Results in Death) Intramuscular]), LIXTANA 30 MG FILM-COATED
10008005329 Years P Results in Death) TABLETS [EDOXABAN] (S- Atrial fibrillation -
Drug withdrawn - [n/a - 1 {DF} - Oral])
Elick or scal | : More COMIRNATY [TOZINAMERAN] (S- COVID-19
a1 (2021-03-|Healthcare Body temperature increased (8d - Fatal - Results in Death), SARS-CoV-2 test (8d - Fatal - Results in Death), Vaccination |. P .
13674 : EEA than 85 |Female s . immunisation - Not applicable - [n/a - .3mL -
EU-EC- | &g 20 Professional Y complication (8d - Fatal - Results in Death) Int dar])
10008005098 cans nlramuseuiar
I § 2021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13675 : . EEA Female |Ischaemic stroke (8d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 20 Professional Years Intramuscular])
10008004178 s
click or scarl 1 Non COVID-19 MRNA VACCINE MODERNA (CX-
13676 2021-03- Healthcare Non EEA 18-64 Female Hepatic failure (n/a - Fatal - Results in Death), Palpitations (n/a - Unknown - Life Threatening), Renal failure (n/a - Fatal - {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 19 Professional Years Results in Death), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008002509 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=10008006339&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008006266&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008006225&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008006179&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008005972&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008005950&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008005329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008005098&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008004178&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002509&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1427 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-
P 2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
3677 pupc |3 19 |Professional NN EEA yeqy  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008002389| =iy applicable - [n/a - 1{DF} - Unknown])
Flick or scaf COVID-19 MRNA VACCINE MODERNA (CX-
13678 2021-03-|Healthcare |\ o\ [18-64 |\, |Cyanosis (1d- Fatal - Results in Death), Death (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC |f 19 Professional | O Years ©  |Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008002370 Unknown - [n/a - 1{DF} - Intramuscular])
B oo | B! More COVID-19 MRNA VACCINE MODERNA (CX-
M (2021-03-|Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
1367 pupc |% 19 Professional | o" EEA g}(‘a“ 85 [Male  [Death (1d- Fatal - Results in Death), Pyrexia (n/a - Unknown -), Tremor (n/a - Unknown - ) (CX-024414)] (S - COVID-19 immunisation - Not
10008002294 cars applicable - [/a - 1{DF} - Intramuscular])
or scaj Non COVID-19 MRNA VACCINE MODERNA (CX-
=41 12021-03- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . L
13680 Lipo | 119 Eﬁg;;fgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008002290 applicable - [n/a - 1{DF} - Intramuscular])
Eetick or scal COVID-19 MRNA VACCINE MODERNA (CX-
=41 |2021-03- Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; ; - - . .
13681 EU-EC- 119 Professional Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008002240 applicable - [n/a - 1{DF} - Intramuscular])
b Non COVID-19 MRNA VACCINE MODERNA (CX-
d: (2021-03- 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
30 - - Results in Death), - - . D
13682 EU-EC- Xillo Ere(jlllctekslscizr;a] Non EEA Vears Female |Death (1d- Fatal - Results in Death), Illness (n/a - Unknown - ) (CX-024414)] (S - COVID-19 immunisation - Not
10008001906 ; applicable - [n/a - 1{DF} - Intramuscular])
Efick or scal ; COVID-19 MRNA VACCINE MODERNA (CX-
13683 2021-03- |Healthcare Non EEA 18-64 Male COVID-19 (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Pulse absent (n/a - Fatal|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 2(19 Professional Years - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008001873 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
13684 FUEC. |3 119 Professional Non EEA Vears Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008001828 applicable - [n/a - 1{DF} - Intramuscular])
=1 COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-03-|Healthcare 65-85 . e 024414) [COVID-19 MRNA VACCINE MODERNA
13685 EU-EC- 19 Professional Non EEA Vears Male  [Hepatorenal syndrome (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008001680 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
Vi (2021-03-|Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) o
13686 EU-EC- | ¥ 19 Professional Non EEA Years Male |Syncope (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008001624 applicable - [n/a - n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
13687 Healthcare Non EEA 65-85 Male COVID-19 pneumonia (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (1d - Fatal - Results in 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years Death), Malaise (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008001487 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=10008002389&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002290&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002240&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001906&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001873&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001624&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001487&_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
or sca o COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: Sudden - - ) . L
13688 gy pc 19 |Professional |V EEA  |years  [Male doath (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008001426 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal More COVID-19 MRNA VACCINE MODERNA (CX-
i [2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
a: . - - Results in Death) . L
13689 EU-EC |8 119 Professional Non EEA 31:;585 Female |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008001401 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad |} COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- |Healthcare 18-64 . . .- NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13690 EU-EC- 19 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008001196 n/a - n/aJ)
1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
13691 i 12021-03- | Healthcare EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Unknown - Results in Death), Seizure |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- & w19 Professional Years (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008001158 n/a - n/aJ)
Elickor scad More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; : - - ) . L
13692 pupc |@ 1197 [Professional [Non FEA |than 85 [Male - Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation -
10008001106/ ; Unknown - [n/a - 1{DF} - Intramuscular])
. COVID-19 MRNA VACCINE MODERNA (CX-
13693 aoh (2021-03-|Healthcare Non EEA 65-85 Mal Bradykinesia (1d - Unknown - ), Fall (1d - Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), Sudden |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 119 Professional | 0" Years ©  |death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008000949 applicable - [n/a - 1{DF} - Intramuscular])
: 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13694 EU-EC- i 19 Professional EEA gl(wn 85 |Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Gastroenteritis (n/a - Unknown - ) immunisation - n/a - [n/a - 1{DF} - n/a])
10008000784| cas
More
=8 |2021-03- | Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; : - - ) . S
13695 pupc A (19 Professional | L4t ?:;rfs Male - Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008000584
¥ 12021-03-|Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13696, EUEC. |8 119 Eeallcthc_are | EEA Vears Female |Death (n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ) immunisation - Not applicable - [1va - 1{DF} - n/a])
10008000575| ; rotessiona
2 12021-03-| R 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
: -03- - L ) ) . ( INA \ -
13697 ciEC 19 Healthcare  [EEA Vears Male  |Cardiac disorder (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL - n/a])
10008000568 : 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=10008001426&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001401&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001196&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008000949&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008000784&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008000584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008000575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008000568&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
% [2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - -), - - . N
13698 FUEC. | & 19 Professional Non EEA Vears Male |COVID-19 (n/a - Unknown - ), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007999647 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in
Elick or scal | 3 2021.03. Non More De at!n3 Other Medica]ly Important Condition), Dysstasia (n/a - Not Recoverequot Resolved - Othey Medica]ly Irpportant TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13699 ; i Healthcare Non EEA  |than 85 [Male  |Condition), Feeling abnormal (n/a - Npt Recovered/Not Resqued - qher' Medlcally Important Condition), Pyrexia (n/a - Not |3 icavion - Not applicable - [1d - n/a - n/a - More
EU-EC- | ki ' 19 Professional Years Recovered/Not Resolved - Other Medically Important Condition), Skin discolouration (n/a - Not Recovered/Not Resolved- [, ICSR))
10007999464 Other Medically Important Condition), Tremor (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
% [2021-03-|Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
10, 7 R R , - - \ WA h
13700 EUEC |3 X9 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Pain in extremity (1d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007999377 ;
. More COVID-19 MRNA VACCINE MODERNA (CX-
13701 2021-03- |Healthcare Non EEA  |than 85 [Male Dyspnoea (1d - Recovered/Resolved - ), Respiratory distress (6d - Fatal - Results in Death), Use of accessory respiratory ~ (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- > 19 Professional Vears muscles (1d - Recovered/Resolved - ), Wheezing (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007999342 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
% [2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
3702 pupc |8 19 |Professional | NOMEEA vy |Female: [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007998926 applicable - [n/a - 1{DF} - Intramuscular])
:
i (2021-03- Healthcare 18-64 o . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl
13703 EU-EC- . AT Professional EEA Vears Female |Encephalitis (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) immunisation - 0/a - [/ - 1/a - n/a])
10007998689
[lick or scal | = Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
13704 . 2021-03- Healthcare Non EEA 18-64 Female |Myocardial infarction (n/a - Fatal - Results in Death) [(DV[I?—I? VACCINE JAN$EN (AD26.COV2.9)] (S~
EU-EC- : 19 Professional Years Immunisation - Not applicable - [n/a - n/a -
10007998037 olessiona Unknown])
Rlickcor scad | ; A Aphasia (n/a - Unknown - ), Communication disorder (n/a - Unknown - ), Contusion (n/a - Unknown - ), Death (1d - Fatal - COVID-19 A VA MODERNA (CX-
= (2021-03- [Healthcare 65-85 N : . L . 024414) [COVID-19 MRNA VACCINE MODERNA
13705 . Non EEA Female [Results in Death), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition), Thrombosis (n/a - . I
EU-EC- i |19 Professional Years Unknown - Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007997867 Y imp applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal , N COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare ore . 024414) [COVID-19 MRNA VACCINE MODERNA
13706| EU.EC- 19 Professional Non EEA  [than 85 (Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007997689 Years applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | ; 1 COVID-19 MRNA VACCINE MODERNA (CX-
13707 4 (2021-03-|Healthcare Non EEA 18-64 Female Blood cholesterol increased (n/a - Unknown - ), Blood glucose increased (n/a - Unknown - ), Cardiac arrest (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 19 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007997672 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=10007999647&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007999464&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007999377&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007999342&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007998926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007998689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007998037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997672&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N

13708 pupc 19 |Professional [NONEEA yeq [Male [Death (n/a- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007997449 applicable - [n/a - 1{DF} - Intramuscular])

! More COMIRNATY [TOZINAMERAN] (S - COVID-19

13709 A (2021-03- [Healthcare EEA than 85 |Male Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Somnolence (n/a - Unknown - ),  |immunisation - Not applicable - [n/a - 1{DF} - n/a]),

EU-EC- | E 7 (19 Professional Vears 'Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) [NOT AVAILABLE] (S - Hallucination - Dose reduced
10007997271 & - [n/a - 2{DF} - n/a])
Acute respiratory failure (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral
venous sinus thrombosis (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chills (n/a -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coordination abnormal (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dizziness (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Fatal - Results in Death, Life Threatening, COVID-19 VACCINE ASTRAZENECA (CHADOX1
13710 2021-03- |Healthcare EEA 18-64 Female Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 19 Professional Years Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pain in  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007997157 extremity (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - -n/a- [n/a-n/a-n/a))
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Seizure (2d - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (2d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation)
Kiickor sca) Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
11(2021-03- 18-64 |Not . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA

13711 EU-EC- : 19 gocagsl;:iirgal Non EEA Years  |Specified Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10007997083 - n/a - Intramuscular])

. More COVID-19 MRNA VACCINE MODERNA (CX-

13712 2021-03- | Healthcare Non EEA  |than 85 |Male Aspiration (n/a - Unknown - Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- 19 Professional Vears Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10007997040 Unknown - [n/a - 1{DF} - Subcutaneous])
=4 More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
B3| pupc 19 [Professional |NO"FEA - |than 85 Female JCOVID-I9 (9 Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007996739 applicable - [n/a - 1{DF} - Intramuscular])
v COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-03- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .

B4 pupe |3 19 |Professional [N EEA lyep  [Male Sudden death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007996721 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad

8 12021-03-|Healthcare 18-64 Death (0d - Fatal - Results in Death), Fibromyalgia (n/a - Fatal - Results in Death), Pyrexia (w/a - Fatal - Results in | oM AT Y [TOZINAMERAN] (S- COVID-19

13715 . EEA Male immunisation - Not applicable - [1d - .3mL -

EU-EC-  |= 19 Professional Years Death) Intr: Jlar])
10007996512 : amuscuiar
Elick or scal | ¢ : Non More COVID-19 VACCINE ASTRAZENECA (CHADOXI
a12021-03- . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -

13716 EU-EC- . 19 Eﬁ;};;:iirgal EEA ?:;SS Female |Cerebral artery embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -

10007996490 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=10007997449&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997157&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007996739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007996721&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007996512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007996490&_xpt=1&_xf=pdf
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24 (2021-03- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
" R -
13717 EU-EC- 3 o Professional EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) - n/a- n/a])
10007996473
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
13718) EU-EC- 19 Professional [Non EEA  |than 85 |Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007996439 Years applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
B70 pupc |o 19 Professional | on EEA g‘:a“rfs Female Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007996183 applicable - [n/a - 1{DF} - Subcutaneous])
Asthgmq (n{a - Unknown - Caused/Prolonged Hospitalisation), Cardlaf; arrest (n/a- Un}moy\p - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
; Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown -
2021-03- Healthcare 65-85 O . P 024414) [COVID-19 MRNA VACCINE MODERNA
13720 . Non EEA Female |Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Sudden death (1d - Fatal - . L
EU-EC- 5 19 Professional Years . S . Lo (CX-024414)] (S- COVID-19 immunisation - Not
Results in Death, Caused/Prolonged Hospitalisation), Vaccination complication (n/a - Unknown - Caused/Prolonged .
10007996182 PRTINVY; applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation)
Eickor scal COVID-19 MRNA VACCINE MODERNA (CX-
¥ [2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
721 pupc 19 |Professional | NOMEEA vy |Female: [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007995724 applicable - [n/a - 1{DF} - Intramuscular])
Atrial flutter (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
- i Important Condition), Cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged MERAN ME
13722 o |3 %821_03_ Ere(i‘gslsci?)rrf o [Non EEA ?(Se ﬁ: Male  |Hospitalisation, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death, Life iTOZH\gsation i Noggozlggble - d—]ng: 1?/(2]\)/[1}19
10007994792 3 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal failure (n/a - Fatal - Results in PP
Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening, Disabling, Other Medically Important Condition), Oedema
or scal (n/a - Unknown - Life Threatening, Disabling, Other Medically Important Condition), Pleural effusion (n/a - Unknown - Life
2021-03-|Non More Threatening, Disabling, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13723) pugpc | 19 Healthcare ~ |Non EEA  |than 85 |Female |fmportant Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Life Threatening Disabling, Other Medically Important |- o o applicable - [1d - n/a - n/a])
10007994787 Professional Years Condition), Renal failure (n/a - Not Recovered/Not Resolved - Life Threatening, Disabling, Other Medically Important
Condition), Respiratory arrest (n/a - Unknown - Life Threatening, Disabling, Other Medically Important Condition)
m = : Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Disabling, Other Medically Important Condition),
13724 2021-03- |Healthcare Non EEA 65-85 Male Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - Life Threatening, Disabling, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- L 19 Professional Years Condition), Headache (n/a - Unknown - Life Threatening, Disabling), Hypothermia (n/a - Unknown - Life Threatening, immunisation - Not applicable - [1d - n/a - n/a])
10007994783 Disabling, Other Medically Important Condition)
Elick or scal 1 Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Eating disorder (n/a - Unknown - Caused/Prolonged
13725 2021-03-|Healthcare Non EEA 65-85 Male Hospitalisation), Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important| TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EG  |& 19 Professional Years Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Toxicity to various agents (n/a - |immunisation - Not applicable - [1d - n/a - n/a])
10007994140 Unknown - Caused/Prolonged Hospitalisation)
click or scarl More
13726 2021-03-|Healthcare —1pp o than 85 |Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S-n/a - n/a - [1d-
EU-EC- 2 19 Professional Vears n/a - Intramuscular])
10007993690

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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[=1 it Craniocerebral injury (2d - Fatal - Results in Death, Life Thrgatening, Caused/Prolonged Hospitalise.ltion), Fall (Qd— COVID-19 VACCINE ASTRAZENECA (CHADOXI
! Unknown - ), Pyrexia (1d - Recovered/Resolved - ), Subarachnoid haemorrhage (2d - Fatal - Results in Death, Life
2021-03-|Healthcare 18-64 . IO " - . NCOV-19) - SUSPENSION FOR INJECTION (S-
13727 . EEA Female |Threatening, Caused/Prolonged Hospitalisation), Subdural haemorrhage (2d - Fatal - Results in Death, Life Threatening, e f
EU-EC- 19 Professional Years Ca lonzed Hospitalisati 0d.~ Unkn Immunisation - Not applicable - [n/a - .5mL -
10007993481 used/Prolonged Hospitalisation), Syncope (0d - Unknown - ) Intramuscular])
: More
13728 il (2021-03- (Healthcare EEA than 85 |Male Cardiac failure congestive (5d - Fatal - Results in Death), Metabolic disorder (5d - Fatal - Results in Death), Pyrexia (5d- |[COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 0 7 (19 Professional v Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a))
10007993477 cars
. ¥ |2021-03- | Non More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
13729 BU-EC- ¥ 19 Healthcare EEA than 85 [Male  |General physical health deterioration (n/a - Fatal - Results in Death) n/a - n/al)
10007993251 p Professional Years
or scail 3.
2 (2021-03-|Healthcare Not — Lo . COMIRNATY [TOZINAMERAN] (S - COVID-19
) : . - - . S
13730 EU-EC- ] X o Professional EEA Specified Male  |Vaccination complication (n/a - Fatal - Results in Death) immmisation - 1/a - [/ - /3 - 1/2])
10007993065 ;
Elick or scal , More
13731 2021-03- Healthcare Non EEA  |than 85 |Female Cold sweat (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 19 Professional v, Important Condition), Pallor (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
: ears
10007992903
AMERAN]
1112021-03- |Healthcare More Loss of consciousness (n/a - Fatal - Results in Death), Malaise (30min - Fatal - Results in Death), Wheezing (n/a - Fatal - G)MIRNATY (TOZIN . (8- COVID-19
13732 . EEA than 85 |Female . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | Z 19 Professional Vears Results in Death) Intramuscular])
10007992723
; 2021-03- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl
13733 EU-EC- W (1o Professional EEA Vears Male  |Respiratory failure (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007992532
Vore
¥1/2021-03- |Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - , - - . S
13734 BU-EC- : 19 Professional EEA gl(lan 85 |Male  |General physical condition abnormal (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
ears
10007992341
13735 S & [2021-03-|Healthcare EEA than 85 |Female Acute respiratory distress syndrome (13d - Fatal - Results in Death), Pneumonia (13d - Fatal - Results in Death), Sepsis |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o (19 Professional Vears (13d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007992226 ;
m More
2021-03- |Healthcare than 85 ! . COMIRNATY [TOZINAMERAN] (S- COVID-19
13736|  EU.EC- 19 Professional |EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007992106,
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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:
13737 2021-03-|Healthcare EEA 65-85 Female Aortic aneurysm (n/a - Fatal - Results in Death), Aortic dissection (n/a - Fatal - Results in Death), Cardiogenic shock (n/a| COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 19 Professional Years - Fatal - Results in Death), Haemothorax (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a)
10007992075
click or scarl 1 More
13738 2021-03- Hea]thgare EEA than 85 [Female |General physical health deterioration (n/a - Fatal - Results in Death), Hypernatraemia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-ECG-  |& 19 Professional Vears - n/a- n/a])
10007991846
Rlick or cal |3 5021-03- | Healthcare 18-64 Cardiac arrest (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), |SPIKEVAX [COVID-19 MRNA VACCINE
13739 EU-EC- 19 Professional EEA Vears Female |Mydriasis (n/a - Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Recovered/Resolved - Caused/Prolonged MODERNA (CX-024414)] (S - Immunisation - Not
10007991591 - Hospitalisation), Vomiting (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation) applicable - [n/a - n/a - Intramuscular])
Abnormal behaviour (n/a - Unknown - ), Amnesia (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Decreased appetite (n/a -
Rlick or scal T Non Unknown - ), Disturbance in attention (n/a - Unknown - ), Epistaxis (n/a - Unknown - ), Fall (n/a - Unknown - ), Feeling cold
13740 2021-03- Healthcare Non EEA Not Male (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional Specified Indifference (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
10007991561 Condition), Pain (n/a - Unknown - ), Respiratory disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive
to stimuli (n/a - Unknown - Other Medically Important Condition)
o | E
13741 2021-03- Healthcare Non EEA 65-85 Male Hypertension (n/a - Unknown - Other Medically Important Condition), Pneumonia (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- | & (19 Professional Years Important Condition), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007991552, ;
Elick or scad ,
2021-03- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - X - -
13742 EU-EC- 19 Professional EEA Years Female |Death (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) n/a - [/a - n/a - Intramuscular])
10007991013 :
Rlickcor scad | 254 7 2021-03- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
13743 EU-EC- 1 1o Healthcare EEA than 85 (Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007990853 ) Professional Years Intramuscular])
& 5021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13744 EU-EC- -t : 19 Healthcare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007990665 r ¢ Professional Intramuscular])
Rlickcor scal | 53 5 2021-03-[Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13745 . EEA than 85 [Female |Dyspnoea (3d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 19 Professional Vears Tntramuscular])
10007990651
74
L3746 2: 2021.03- Healtheare | 6585 |\, |Amhythmia (n/a- Fatal - Results in Death, Life Threatening), Cardio-respiratory arrest (n/a - Fatal - Results in Death, [ OMiR AT Y [ggimﬁgﬁmés '1%;?]_}19
EU-EC- (19 Professional Years Life Threatening), Hypotension (n/a - Fatal - Results in Death, Life Threatening) PP
10007990505 ; Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
4l (2021-03- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3747 pupe e 19 Professional | LEA Years |Female [Sudden death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007990419 - Not applicable - [n/a - 1 {DF} - Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Drug withdrawn - [n/a - 1{DF} -
Intramuscular]), [CLOZAPINE] (S- Schizophrenia -
bk orscal i [2021-03- | Healthcare 18-64 Dose not changed - [n/a - 100mg - Oral)),
13748 ; EEA Female |Cardiac arrest (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - Results in Death) [HALOPERIDOL, HALOPERIDOL DECANOATE]
EU-EC- | B 19 Professional Years . .
10007990396 2 (S- Shizophrenia - Dose not changed - [n/a - 20[drp]
- Oral]), [MIDODRINE HYDROCHLORIDE] (S-
Orthostatic hypotension - Dose not changed - [n/a -
2.5mg - Oral])
lick or scal it & 9021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13749 : : EEA than 85 |Female |[Haemorrhagic stroke (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- i 3 119 Professional Y. Int Jar])
10007990233 cans nlramuseuiar
: inal infarcti al i ife Thr i 1 italisati il
L |5021-03- Non More ¥ntmtu_1 infarction (n/a - Fatal - Results in Death, Life T reatening, Camed/Pro longed Hospit 1sathn), Myocardial COMIRNATY [TOZWMRAM (S- COVID-19
13750 BU-EC- 19 Healthcare EEA than 85 |Female |infarction (n/a - Unknown - Other Medically Important Condition), Sepsis (n/a - Unknown - Other Medically Important immunisation - Not applicable - [n/a - n/a -
10007989838 Professional Years Condition) Intramuscular])
Elick or scal ; COVID-19 VACCINE ASTRAZENECA (CHADOXI
13751 2021-03- Healthcare EEA 18-64 Male Cardiac arrest (1d - Fatal - Results in Death), Cardiopulmonary failure (1d - Fatal - Results in Death), Syncope (1d - Fatal [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | E 19 Professional Years - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007988382 -n/a- [n/a- .5mL - Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
¥§2021-03- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - X - - . L
13752 EU-EC- 18 II;Ireg:‘te};sciirsal Non EEA Specified Male  |Aneurysm (n/a - Fatal - Results in Death), Erythema (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007985304 applicable - [n/a - 1{DF} - Unknown])
! o 12021-03- [Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
13753 EU-EC- 1 o AP Professional EEA than 85 [Male  |Death (1d- Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), Pyrexia (2d - Fatal - Results in Death) |MODERNA (CX-024414)] (S- COVID-19
10007985206| &2 ' Years immunisation - Not applicable - [1d - n/a - n/a)])
i3 [2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . . .
13754 EUEC. |3 18 Professional EEA ;}}al’l 85 |Female |Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a - n/a])
10007985048 cans
More
% [2021-03- |Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - R - - . S .
13755 EU-EC. |3 18 Professional EEA g?an 85 |Female |COVID-19 (n/a - Fatal - Results in Death), Severe acute respiratory syndrome (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 0/a - n/a])
! ears
10007985030
i3 (2021-03-|Healthcar More COMIRNATY [TOZINAMERAN] (S - COVID-19
13756 care EEA than 85 |Female |Respiration abnormal (1d - Fatal - Results in Death) . . .
EU-EC- 18 Professional v immunisation - Not applicable - [1d - n/a - n/a])
10007985009 cars
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i COVID-19 VACCINE ASTRAZENECA (CHADOX]
: ' [2021-03-|Healthcare 18-64 - . . NCOV-19) - SUSPENSION FOR INJECTION (S-
: - - ) . o .
13757 EU-EC- |2 18 Professional EEA Years Male  [Myocardial infarction (n/a - Fatal - Results in Death COVID-19 immunisation - Not applicable - [n/a -
10007984461 .SmL - Intramuscular])
% More SPIKEVAX [COVID-19 MRNA VACCINE
& 2021-03- [Healthcare . . MODERNA (CX-024414)] (S- COVID-19
: - - . o ;
13758 EUEC. | M 18 Professional EEA gl(lan 85 |Male  [Chest pain (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - -SmL -
10007984348 cars Intramuscular])
gk or scall | =3 COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1379 puEc | 18 Professional |NOM EEA |yors [Male  [Death (n/a- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007983908 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
13760 FUEC |32 18 Professional Non EEA Vears Female |Cerebrovascular accident (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007983731/ 2 applicable - [n/a - 1 {DF} - Intramuscular])
Klickor sca) : More COVID-19 MRNA VACCINE MODERNA (CX-
LF, (2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
LEC- : - -), - - . L
13761| EU-EC 18 Professional Non EEA 21(1:;585 Female |COVID-19 (n/a - Unknown - ), Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007983355 applicable - [n/a - 1{DF} - Intramuscular])
Anuria (n/a - Unknown - Other Medically Important Condition), Balance disorder (n/a - Unknown - Other Medically
Important Condition), Confusional state (n/a - Unknown - Other Medically Important Condition), Decreased appetite (n/a -
Unknown - Other Medically Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically
~soal Important Condition), Diarrhoea (n/a - Unknown - Other Medically Important Condition), Dysarthria (n/a - Unknown -
— ; Non More Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Not
13762 e %g21-03- Healthcare ~ |Non EEA  |than 85 |Female |Recovered/Not Resolved - Other Medically Important Condition), General physical health deterioration (n/a - Fatal - Results ﬁﬁ;ﬁ%&goﬁgﬁﬁfﬁﬁw&:: S/;]\)/ID-D
10007982751 Professional Years in Death, Other Medically Important Condition), Hypoxia (n/a - Unknown - Other Medically Important Condition), Loss of PP
consciousness (n/a - Unknown - Other Medically Important Condition), Pain in extremity (n/a - Unknown - Other Medically
Important Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition), Urinary retention
(n/a - Unknown - Other Medically Important Condition), Visual impairment (n/a - Unknown - Other Medically Important
Condition)
o= TRAE COVID-19 MRNA VACCINE MODERNA (CX-
HE 2 [2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . P
13763 pupc |8 18 |Professional | M EEA |yeqrs [Male  |Death(1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007982603 | & ; applicable - [n/a - 1{DF} - n/a - More in ICSR])
More COVID-19 MRNA VACCINE MODERNA (CX-
e (2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
13764 pupe | B T |18 Professional |07 EEA 21(12;585 Fermale | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007982602 ; applicable - [n/a - 1{DF} - Unknown - More in ICSR])
ik orscal | o ra.s COVID-19 MRNA VACCINE MODERNA (CX-
; e ~ 024414) [COVID-19 MRNA VACCINE MODERNA
13765| EUEC. |% : %221 03 Efjg;;ffa] Non EEA ?{i ﬁs Male  |Death (wa - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007982584 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=10007982751&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007982603&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007982602&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: i COVID-19 MRNA VACCINE MODERNA (CX-
¥ 2021-03- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
13766 pupc | MR 18 Professional | M EEA yors  [Male  |Cardiac arrest (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007981982 | ihikeamis applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
4 [2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
13767 EU-EC- 18 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007981895 applicable - [n/a - 1{DF} - Intramuscular])
. o 12021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
e -03- : . Lo ) ) . , . ) ) . -n/a-n/a-
13768 BU-EC- T s Professional EEA 21(12111 85 |Female |General physical health deterioration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) - 3mL - n/a])
10007980725 ; cans
Qr _scail it
13769 "zl 2021-03-|Healthcare EEA Not Male Condition aggravated (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i, 18 Professional Specified - Results in Death), Pumonary haemorrhage (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) |immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007980285
Eelick or scad | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
13770 EU-EC- 18 Professional Non EEA 21(1:; S85 Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007980135 applicable - [n/a - 1{DF} - Intramuscular])
: Non COVID-19 MRNA VACCINE MODERNA (CX-
13771 2021-03- Healthcare  |Non EEA. 65-85 Male Chills (n/a - Recovering/Resolving - ), Death (n/a - Fatal - Results in Death), Headache (n/a - Recovering/Resolving - ), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Years Myalgia (n/a - Recovering/Resolving - ), Nausea (n/a - Recovering/Resolving - ), Pyrexia (n/a - Recovering/Resolving - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007979942 applicable - [n/a - 1{DF} - Intramuscular])
Abdominal pain (n/a - Unknown - ), Acidosis (n/a - Unknown - ), Ascites (n/a - Unknown - Other Medically Important
Condition), Atelectasis (n/a - Unknown - ), Cholelithiasis (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA (CX-
13772 2021-03- | Healthcare Non EEA 18-64 Male Dyspnoea (n/a - Unknown - ), Enteritis (n/a - Unknown - ), Hypoglycaemia (n/a - Unknown - ), Ileus (n/a - Unknown - Other {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Years Medically Important Condition), Nausea (n/a - Unknown - ), Pericardial effusion (n/a - Unknown - Other Medically Important|(CX-024414)] (S- COVID-19 immunisation - Not
10007979388 Condition), Pleural effusion (n/a - Unknown - ), Proctitis (n/a - Unknown - ), Retching (n/a - Unknown - ), Varices applicable - [n/a - 1{DF} - Intramuscular])
oesophageal (n/a - Unknown - ), Vomiting (n/a - Unknown - )
More
2021-03- |Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S .
783 pupc | 18 Professional |4t ?:;SS Female | Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10007978364 ]
Elickcor scad | a7 : More Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Epilepsy (n/a
3 =i (2021-03-|Healthcare . . e T . y . COMIRNATY [TOZINAMERAN] (S - COVID-19
13774 : EEA than 85 (Male |- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Lung disorder (n/a - Fatal - Results in . o .
EU-EC- 18 Professional > - o immunisation - Not applicable - [n/a - 1{DF} - n/a])
Years Death, Life Threatening, Caused/Prolonged Hospitalisation)
10007978278
Eias | | RNAVAGCINE
3% [2021-03-|Healthcare More Decreased appetite (n/a - Fatal - Results in Death), Herpes zoster (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - SPIKEVAX [COVID-19 A VA
13775 ¥ ; EEA than 85 [Female ¢ ’ MODERNA (CX-024414)] (S - COVID-19
EU-EC- | &F |18 Professional Results in Death), Somnolence (n/a - Fatal - Results in Death) . o .
10007978243 Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007979388&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007978364&_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
:
13776 %i (2021-03- Healthcare EEA Not Female General physical health deterioration (n/a - Fatal - Results in Death), Hyperglycaemia (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 18 Professional Specified Hypernatraemia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007978233
lick or scal Non Arthralgia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition).
13777 I T 2021-03- | ealthcare Non EEA - |18°%% Ve |Cardiac arrest (1d- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- |z e |18 Professional Years fmportant Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10007978122 mp
¥ (2021-03-|Healthcare 65-85 ) COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S
13778 EU-EC- 18 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007977917| 2%
2021-03- |Healthcare 65-85 Aspiration (n/a - Fatal - Results in Death), Brain injury (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
13779 EUEC- b 18 Professional EEA Years Female |Results in Death ), Circulatory collapse (2d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/aJ)
10007977505
Klick or scad | 55 : More
13780 gy 2021-03- Healtheare —pp than 85 |Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 5 18 Professional v immunisation - n/a - [n/a - n/a - Intramuscular])
1 ears
10007977227
;
? Non . . . . |[VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
13781 2021-03- Healthcare EEA 65-85 Female Dyspnoea (0d - Recovered/Resolved - Other Medically Important Condition), Pulmonary embolism (0d - Fatal - Results in (CHADOX] NCOV-19)] (S- Immunisation - Not
EU-EC- k|18 Professional Years Death) licable - [n/a - .Sm. - Intramuscular])
10007976741 rofessional applicable - [n/a - . - Intramuscular
Rlickor scal |37 g More Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death,
13782 oo B 1 proere  [Non EEA than 85 |Fernale|Cawsed Prolonged Hosptalisation), Fal (ta - Unknown - Cased Prolonged Hospitalsation, Other Modially Important |1 9%/ RAREUT T ERAMELAR (8- COMP-S
10007976480 Years Condition), Skin discolouration (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
202103/ Non 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
13783 Healthcare EEA Female [Pulmonary embolism (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EUEC |58 18 Professional Years applicable - [n/a - .5mL - Intramuscular])
10007976378 pphcatie - lva - omt. -
Asthenia (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Communication disorder (n/a -
o | 2] Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in
il More Death), Decreased appetite (n/a - Fatal - Results in Death), Disorientation (n/a - Fatal - Results in Death), Dyspnoea (n/a ME
13784 oopo | %321_03_ Eﬁg;;fg a1 |[EEA than 85 |Male |- Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Gait disturbance (n/a - Fatal - Results in Death), mﬂﬁiﬁ [I;Ir(ft)zaINlicable i [1] d(_Sgoa) Yln%]l)()
10007976293 ; Years Hypertension (n/a - Fatal - Results in Death), Hyporesponsive to stimuli (n/a - Fatal - Results in Death), Hypotension PP e
(n/a - Fatal - Results in Death), Oedema peripheral (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a -
Fatal - Results in Death), Wheezing (n/a - Fatal - Results in Death)
& (2021-03-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
! X . - - Results in Death) . S .
13785 EU-EC- | ZE x (18 Professional EEA Years Male | Cardiac arrest (0d - Fatal - Results in Death immunisation - Not applicable - [1/a - n/a - n/a])
10007976108
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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
2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) .
13786 puRc | 18 |Professional |NOMFEA |y |Female |COVID-I9 (- Fatal - Results in Death (CHADOX1 NCOV-19)] (S - COVID-19 prophylaxis -
10007975917 Not applicable - [n/a - 1mL - Intramuscular])
click or scarl : More
1 |2021-03- | Healthcare . . . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
13787 EU-EC- i 18 Professional EEA than 85 |Female |Organ failure (3d - Fatal - Results in Death, Life Threatening), Pyrexia (3d - Fatal - Results in Death, Life Threatening) immunisation - n/a - [n/a - n/a - n/a])
Years
10007975876
4k 2021-03-|Healthcare 65-85 . . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13788 BU-EC- i 518 Professional Non EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007975667
or sca 3 Aphasia (n/a - Fatal - Results in Death), Cardiac failure congestive (n/a - Fatal - Results in Death), Congestive COVID-19 VACCINE ASTRAZENECA (CHADOXI
13789, 2021-03-|Healthcare |\ ppy 6585y, cardiomyopathy (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death), Tachypnoea (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- X 5|18 Professional Years Fatal - Results in Death > g (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
10007975503 | =2 Results in Death) Not applicable - [n/a - ImL - Intramuscular])
Eelick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare Not . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - - $] - -
13790 EU-EC- R 18 Professional EEA Specified Male  |Cardiac arrest (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007975127 i n/a - Intramuscular])
13791 A (2021-03-|Healthcare Non EEA  |than 85 [Male General physical health deterioration (n/a - Fatal - Results in Death), Muscle disorder (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 18 Professional Vear Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007975034 cars
13792 3k (2021-03- Ezslthcare EEA 65-85 Male Chest pain (n/a - Unknown - Results in Death), Decreased appetite (n/a - Unknown - Results in Death), Lung disorder mﬁﬁgﬁ ggﬁmﬁgﬁgﬁ/g _1%);;1 ]_}19
EU-EC- o (18 . Years (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) PP
; Professional Unknown])
10007974921
i 5021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13793 . EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | %& 18 Professional v Intr dar])
10007974917 cans amuscuiar
Qr _scail .
2021-03-|Healthcare More L
A Vaccination failure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
13794]  EU-EC- 18 |Professional |EEA —than 85 [Male immunisation - /a - [n/a - 1 {DF} - Intramuscular])
10007974887 Years
Non More
13795 2021-03- Healthcare EEA than 85 (Female |Death (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | &Z 18 . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007974848/ ¢ Professional Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
A 2021-03- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
1379 puEc 18 Professional | EA Years |Vele  [Death (v/a- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007974637 - Not applicable - [n/a - 1{DF} - Intramuscular])
click or scarl X COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-03- | Healthcare 65-85 . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - . o
3797 pupc | 18 |Professional |°*A Years |Temale | Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007974612 - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
s | | o
13798 4k |2021-03-|Healthcare EEA 1\}/1[;:68 5 |Fomale Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results mﬂﬁgi %rgz?lmlicablw/;% _1 GfD)]};[ ?19
EU-EC- |18 Professional in Death), Hypotension (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in Death) PP t
Years Intramuscular])
10007974602
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
i [2021-03-|Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudden - - . S
13799 pupc |8 18 Professional [0 Years [Mele death (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007974549 - Not applicable - [n/a - 1{DF} - n/a])
Klick or scal |52 5 COVID-19 VACCINE ASTRAZENECA (CHADOXI
¥ (2021-03- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - ed/Re: - . S
13800 BU-EC | % 18 Professional EEA Vears Male  [Death (1d - Fatal - Results in Death), Headache (2d - Recover solved - Results in Death) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10007974517 - Not applicable - [n/a - 1 {DF} - n/a])
S ¥ 2021-03- Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13801 : : EEA Male  |Cerebrovascular accident (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 18 Professional Years Int Jlar])
10007974496 nramsear
Elick or scal COVID-19 VACCINE ASTRAZENECA (CHADOXI
' [2021-03-|Healthcare 18-64 L . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: A - - . S
13802 pupc 18 |Professional [T |years |Female |Myocardial infarction (wa - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007974478 - Not applicable - [n/a - 1{DF} - Intramuscular])
:
13803 5 2021-03- EZ:] thearc Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 18 : Years - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1n/a - n/a - n/a])
10007974415 Professional
Mo 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13804 o . EEA than 85 (Male  |COVID-19 (1/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- i 18 Professional v, Int Jlar])
10007974157 ears ntramuscular
KlickCor scaf | ; More
i |2021-03- | Healthcare Thrombotic microangiopathy (11d - Fatal - Results in Death), Thrombotic thrombocytopenic purpura (11d - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
13805 . EEA than 85 |Female . . )
EU-EG- |k 17 Professional v Results in Death) prophylaxis - Not applicable - [1d - n/a - n/a])
10007972715 cars
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007974478&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007974415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007974157&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
3 More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
13806) by pc 17 |Professional |nonEEA 3‘:;55 Female |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007972150 applicable - [n/a - n/a - Intramuscular])
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 18-64 . . I NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13807 BU-EC- .2 ER 17 Professional Non EEA Vears Female [COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S - Immunisation - Not
10007972125 i applicable - [n/a - ImL - Intramuscular])
g or scad | 22 ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
E 4k 2021-03-|Healthcare Not . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13808 UEC | X7 Professional Non EEA 21(1:; s85 Specified 'Venous oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXT NCOV-19)] (S - COVID-19 prophylaxis -
10007971847 Not applicable - [n/a - ImL - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . . ) . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - -), - - - X - - . L
13809 EUEC | 17 Professional Non EEA Vears Male  [Abdominal pain (n/a - Unknown - ), Cardio-respiratory arrest (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007971571 | % Unknown - [n/a - 1 {DF} - Intramuscular])
Elick or scap | skt Non
;i :112021-03- 65-85 Myocardial infarction (n/a - Fatal - Results in Death), Pain in extremity (1d - Recovered/Resolved - ), Thrombosis (n/a- | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
13810 Healthcare Non EEA Female R . L .
EU-EC- | kE |17 Professional Years Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007970629 ; olessiond
P on
13811 i (2021-03- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 17 : Years - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10007970626 :
KliciCor scap | e ; Non
13812 o 2021-03- Healthcare Non EEA 18-64 Female Brain injury (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Head injury (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-ECG-  |& 17 . Years Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
; Professional
10007970625
Or scail
E 2021-03- Non 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13813| EU-EC- 17 Healthcare  |Non EEA v Female [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007970022 ] Professional ears
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
HE 2 (2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . N
13814 EU-EC- 17 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007969177 applicable - [n/a - 1{DF} - Intramuscular])
¥ [2021-03- |Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; . - - Results in Death)
13815 EUEC. |4 17 Professional EEA Years Female |Foreign body in throat (n/a - Fatal - Results in Death - 1{DF} - n/a])
10007968924
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007970625&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007970022&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007969177&_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-
5 12021-03- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
13816 EU-EC- 5 17 Professional Non EEA Years Fernale |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007968795 applicable - [n/a - n/a - Unknown])
click or scarl
s (2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
A - - ) . S
13817 EU-EC- |@ 17 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10007968467 2
. o 12021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
" et : i i - - i ) |
13818] pUEc |3 17 Professional EEA gl{lan 85 |Female |Cerebral infarction (4d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007968342| £ cars
m b e Acute myocardial infarction (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Blood pressure
13819 2021-03-|Healthcare EEA 65-85 Female decreased (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [n/a
EU-EC- 17 Professional Years Results in Death), Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - |- n/a - n/a])
10007968323 Results in Death, Caused/Prolonged Hospitalisation)
i or sl Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypertensive crisis (n/a -
i (021-03- | Healthcare 65-85 Recovering/Resolving - Results in Death, Other Medically Important Condition), Tremor (n/a - Recovering/Resolving - COMIRNATY [TOZINAMERAN] (S - COVID-19
13820 EU-EC- 17 Professional EEA Vears Male  [Results in Death, Other Medically Important Condition), Vertigo (n/a - Recovering/Resolving - Results in Death, Other |immunisation - Not applicable - [n/a - 1{DF} -
Medically Important Condition), Visual impairment (n/a - Recovering/Resolving - Results in Death, Other Medically Intramuscular])
10007968270 "
Important Condition)
S & 12021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13821 : EEA Female |Eating disorder (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mL -
EU-EC- z 317 Professional Years Int Jlar])
10007968215 ; plrarmscerar
= 2021-03- Non Not COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/:
13822 Healthcare ~ [EEA O . IMale |Death (n/a- Fatal - Results in Death) a-ma-iva
EU-EC- 17 Professional Specified - n/a- n/a])
10007968083
. - - , - - , - -
5021-03- |Healthcare More Death (n{a Fatal - Results in Death) Face oedema (n/a UnknO\.m Results in Death) Hypotension (n/a Ur.lknown COMIRNATY [TOZINAMERAN] (S- COVID-19
13823 . EEA than 85 [Male  |Results in Death), Oedema peripheral (n/a - Unknown - Results in Death), Pyrexia (n/a - Unknown - Results in Death),|. S
EU-EC- | 17 Professional - A immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Years Tachycardia (n/a - Unknown - Results in Death)
10007968080
m COMIRNATY [TOZINAMERAN] (S - COVID-19
& 021-03- Non 65-85 immunisation - Not applicable - [n/a - 1{DF} -
13824 Healthcare EEA Male  [Sudden death (n/a - Fatal - Results in Death) Intramuscular]), [CELIPROLOL HYDROCHLORIDE]
EU-EC- i 17 . Years o . .
Professional (S- Myocardial ischaemia - Not applicable - [n/a - n/a -
10007968075
Oral])
Elickcor scal e 021-03-| Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13825 FUEC. | 17 Professional EEA than 85 Female |Hyperthermia (1d - Fatal - Results in Death), Oxygen saturation decreased (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007968047 22 Years Intramuscular])
M COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-03- Healtheare |0 h"re Nl nation failure (n/a - Fatal . AProlonsed Hospitalisati immunisation - Not applicable - [n/a - 2 {DF} -
13826 EU-EC- . 17 Professional 2{ ea;lISSS ale  [Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]), [ACEBUTOLOL
10007967929 i HYDROCHLORIDE] (S- n/a-n/a- [n/a-n/a-n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’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
& [2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13827 EU-EC- 17 Professional EEA than 85 |Female |Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
10007967876 Years Intramuscular])
or sca 3 Non More SPIKEVAX [COVID-19 MRNA VACCINE
13828 2021-03- Healthcare EEA than 85 |Female Asthenia (n/a - Fatal - Results in Death), Confusional state (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results |MODERNA (CX-024414)] (S- COVID-19
EU-EC- | 17 . in Death), Hypotension (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
Professional Years
10007967732 Intramuscular])
or Scal More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13829  EU-EC- 2021-03-|Healthcare EEA than 85 |Female Condition ageravated (0d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death), Pulmonary embolism (n/a [NCOV-19) [COVID-19 VACCINE AST RAZENECA
10007967542 17 Professional Years - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death), Tachycardia (1d - Fatal - Results in Death) (CI"ADOXI NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [1d - .5SmL - Intramuscular])
or scaij COMIRNATY [TOZINAMERAN] (S- COVID-19
1(2021-03- |Healthcare 65-85 . . . immunisation - Not applicable - [n/a - 1{DF} -
; R -
138300 pupc | 17 Professional |FC Years |Female [Respiratory distress (1d- Fatal - Results in Death) Intramuscular]), [DIHYDROCODEINE TARTRATE]
10007967457 (S- Pain - Not applicable - [n/a - n/a - Oral])
12021-03- Non Not COMIRNATY [TOZINAMERAN] (S - COVID-19
. it i - - i . . . .
13831 cupc |4 17 ?eal‘thc'are | EEA Specified Male  |Condition aggravated (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10007967086 rolessiona
2021-03-|Healthcare 65-85 Dyspnoea (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in COMIRNATY [TOZINMRAN] (8- COVID-19
13832 . EEA Female immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 5 17 Professional Years Death) Tntramuscular])
10007966759 s
Klick or scad ;
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
13833 EU-EC- 17 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - n/a-n/a))
10007966749
13834 1 1 (2021-03-|Healthcare EEA 1\}/1[2;68 5 |Fomale Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Ischaemic stroke (n/a - Fatal - Results in Death), m}?gﬁgl ggimlicablw/;% _1 %);;[ ?19
EU-EC  |& 17 Professional v, Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death) Inir Jlar]) PP ¢
10007966673 cans amuscuiar
B 2021-03- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
. : ~ ) ) ) ) . . e . . ] i
13835 EUEC | A Professional EEA Vears Female |Respiratory distress (6d - Fatal - Results in Death) ﬁﬁ:ﬁﬁ;])&ugmthdram [n/a - 30ug
10007966627| &
Rlick or scal ) (9021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13836, : EEA than 85 |Female |Dyspnoea (1d- Fatal - Results in Death), Malaise (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 30ug -
EU-EC- 17 Professional
10007966616 Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007966749&_xpt=1&_xf=pdf
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: T More COVID-19 VACCINE ASTRAZENECA (CHADOX1
% (2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
13837 puEc 17 |Professional |FFA[than 85 |Female Death (n/a - Fatal - Results In Death (CHADOX1 NCOV-19)] (8- COVID-19 immunisation
10007966532 -n/a- [n/a- 1{DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 65-85 o . . NCOV-19) - SUSPENSION FOR INJECTION (S-
; - - . o
13838] EU-EC- g 17 Professional EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) COVID-19 immunisation - n/a - [n/a - .SmL -
10007966332 Intramuscular])
lickcor scal 5021-03-|Health 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13839 -Uo-|pealthcare EEA 3 Female |Atthythmia (n/a - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 17 Professional Years emale . - .
Results in Death), Tachycardia (n/a - Fatal - Results in Death) Intramuscular])
10007966309
m‘ el 2021-03- |Healthcare More Asthenia (n/a - Not Recovered/Not Resolved - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Confusional [COMIRNATY [TOZINAMERAN] (S- COMD-19
13840 EU-EC- 17 Professional EEA than 85 [Female |state (n/a - Not Recovered/Not Resolved - Results in Death), Fall (n/a - Not Recovered/Not Resolved - Results in Death), [immunisation - Drug withdrawn - [n/a - 1{DF} -
10007966181 Years Oxygen saturation abnormal (n/a - Fatal - Results in Death), Tachypnoea (n/a - Fatal - Results in Death) Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-03- |Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
13841 EU.EC. |# 17 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007966124 - Drug withdrawn - [n/a - 1 {DF} - Intramuscular])
Rlick or scad : COMIRNATY [TOZINAMERAN] (S- COVID-19
13842 g [2021-03- |Healtheare g p 6585 | pemale  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 24 17 Professional Years Tntramuscular])
10007966049
COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-03- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
B3 puec |3 17 |Professional [NONEEA vy [Male - [lliness (na- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007965952 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | £ 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13844 EU-EC- . ; 17 Professional EEA than 85 |Female |Cardio-respiratory arrest (1d- Fatal - Results in Death), Respiratory distress (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mL -
10007965885 Years Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
'} [2021-03-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - - . L
13845 pupc |B 17 |Professional [N EEA vy [Male |Cardio-respiratory arrest (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007965621 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ; : Non More
13846 . (2021-03- Healthcare EEA than 85 [Male Acute myocardial infarction (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Head injury (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 17 : Results in Death), Peripheral vascular disorder (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007965457 Professional 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007966049&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007965952&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007965885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007965621&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007965457&_xpt=1&_xf=pdf
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2 More
13847 ri: 202103 Healtheare gy 65 [Male | COVID-19 (3d - Fatal - Results in Death), COVID-19 pneumonia (3d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG- |z 17 Professional v, immunisation - n/a - [n/a - n/a - Intramuscular])
10007964748 AHE cars
Or Sca More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare ) ) . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13848 pUEC 17 Professional | Non EEA 21{1::155 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10007964270 - Not applicable - [n/a - n/a - n/a])
Bl or sca | B . COVID-19 VACCINE ASTRAZENECA (CHADOXI
13849 " 2021-03-|Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | 17 Professional Years Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10007964268 - n/a - n/al)
: ’ COVID-19 VACCINE ASTRAZENECA (CHADOXI
. il 12021-03- | Healthcare Not . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13850 EU-EC- 17 Professional Non EEA Specified Male  |Death (7d- Fatal - Results in Death, Life Threatening), Nausea (n/a - Unknown - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10007964152 - Not applicable - [n/a - n/a - n/a))
[lick or scal ; Hypertension (n/a - Not Recovered/Not Resolved - Results in Death), Malaise (n/a - Unknown - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
13851 2021-03- Healthcare EEA 65-85 Male Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death), Tachycardia NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 2 17 Professional Years (n/a - Not Recovered/Not Resolved - Results in Death), Tachypnoea (n/a - Not Recovered/Not Resolved - Results in (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007964148 Death) - n/a - n/al)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
'l (2021-03- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
13852 pupc |3 17 |Professional |[FEA Years |Fcmale |Death (n/a- Fatal - Results in Death) (CHADOX1 NCOV:19)] (S - COVID-19 immunisation
10007963274 -n/a- [n/a-n/a-n/al)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13853 2021-03- |Healthcare Non EEA  |than 85 [Male Dyspnoea (n/a - Fatal - Results in Death), Feeding disorder (n/a - Fatal - Results in Death), Pyrexia (1d - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Vears Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
10007963151 Unknown - [n/a - ImL - Intramuscular])
i |
2021-03- |Healthcare Not . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; . - - X - - . i .
13854 BU-EC- 2 17 Professional EEA Specified Female [COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) immunisation - Not applicable - [/a - n/a - n/al)
10007962505 | =i bapyty
— & 2021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13855 . EEA Male  |Cardiac failure (1d - Fatal - Results in Death), Chest pain (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 30ug -
EU-EC- 17 Professional Years Intramuscular])
10007960850
ek or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
Vi [2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . o
13856 puRC 17 Professional |24 Years |VPle  [Death (n/a- Fatal - Results in Death (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10007960775 &= -n/a- [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=10007964270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964268&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964148&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007963274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007963151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007962505&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007960850&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007960775&_xpt=1&_xf=pdf
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henia (n/a - N¢ d/NC lved i i n/a - Fatal i Dropped MIRNATY [TOZINAME WVID-1
F: 5021-03- | Healthcare 65-85 Asthenia (n/a - Not Recovered/Not Resolved - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Dropp CO NA [TO. \ RAN] (S- CO 9
13857 : EEA Female |head syndrome (n/a - Not Recovered/Not Resolved - Results in Death), Faecaloma (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | = 17 Professional Years Results in Death Int dar])
10007960766 esults in Death) ntramuscular
click or scarl
More . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
-03- - - R - - X - - . S .
13858 2021-03 Hea]thc_are EEA than 85 [Male COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 17 Professional Vears Death) Intramuscular])
10007960674
Elickorscad | 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 (2021-03- Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - - . S
13859 EU-EC- q: 17 Professional EEA Vears Female |Cardio-respiratory arrest (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007960212 - Not applicable - [n/a - 1 {DF} - Intramuscular])
ElickCor scal AMERAN]
13860 ¥4 [2021-03- |Healthcare EEA i\ﬁgrrleg 5 |Female Arrhythmia (n/a - Fatal - Results in Death), Asthenia (n/a - Not Recovered/Not Resolved - Results in Death), Dyspnoea mﬁﬁgﬁ [Illrgzalmlicable I n/f _I?D)}E;[ ]_)19
EU-EC- 17 Professional (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) PP
i Years Intramuscular])
10007960021
£ (2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . .
13861 EU-EC- 17 Professional EEA tYhan 85 |Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007959965 cans
: 5021-03-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
13862 EU-EC- ; 17 Professional EEA Vears Female |Stress cardiomyopathy (n/a - Fatal - Results in Death, Life Threatening) imtmmisatti‘i)n - Drug withdrawn - [n/a - 1{DF} -
10007959877 ntramuscular])
Elickcor scal 502103 [Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13863 : EEA than 85 [Female |Diabetic coma (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- > 17 Professional v Int Jar])
10007959858 cars niramuseuar
5021-03- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
13864 EU-EC- : 17 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) imtmlmisatliﬁ)n - Drug withdrawn - [n/a - 1{DF} -
10007959822 3 ntramuscular])
kiickor sca) L2, Atrial fibrillation (n/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), ME
1386 - 12021-03- | Healthcare EEA ]t\}/llg:leS 5 [Male Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Oxygen saturation mﬁgﬁ;ﬁ [TOZvaNth dra\x]ilA-]\Pnf: %\S}D_' 19
5| EBU-EG 117 Professional Years decreased (1/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary Intramuscular]) s
10007959811 oedema (n/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
i
% 12021-03-|Healthcare More Abdominal pain (0d - Fatal - Results in Death), Cyanosis (0d - Fatal - Results in Death), Hypopnoea (0d - Fatal - Results| - OMINATY [TOZINAMERAN] (S- COVID-19
13866 : EEA than 85 |Female |, immunisation - Not applicable - [1d - n/a -
EU-EC- 5 17 Professional in Death)
10007959790 Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959822&_xpt=1&_xf=pdf
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:
& 2021-03- | Healthcare More Actte Kichey injury (19d - Fatal - Results in Death), Agitation (19d - Fatal - Results in Death), General physical health | CoMH AT Y [TOZINAMERAN] (S- COVID-19
13867 . EEA than 85 |Female S A immunisation - Not applicable - [n/a - 30ug -
EU-EC- 5 17 Professional Vear deterioration (19d - Fatal - Results in Death) Tntramuscular])
10007959760 ; s s
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
13868 pupc |3 17 |Professional |24 Years [Vl [Death (n/a- Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
10007959585 - Not applicable - [n/a - 1{DF} - Intramuscular])
Rlick orscal 3 2021-03-| Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13869 : EEA than 85 Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- ) 17 Professional v Int dar])
10007959521 cars ntramuscular]
SIS b -
13870 2021-03-|Healtheare 1864 IMale  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) Or?}/]}}RlI:x/?sT -\;I[ianIﬁggl[E R?nl;g -(§ {Dor?}\fu)19
EU-EC- |z 17 Professional Years espiratory fn thanZuSC lar]) PP
10007959511
Blickorscal | 2 A 1021-03- | Healtheare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
13871 : EEA Male  |Death (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 17 Professional Years Int dar])
10007959497 nlramuseuiar
i |5021-03- | Healthcare More Dehydration (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), General physical ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
13872 . EEA than 85 [Male  |health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (1d - Recovered/Resolved - \immunisation - Not applicable - [n/a - 1{DF} -
EUFC |2 17 [Professional Y Results in Death, CausedProlonged Hospitalisation) Intramuseular])
10007959491 ears esults in Deal rolon; ospitalisation ntramuscular
Elick or seal i : 2021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13873 EU-EC- . : 17 Healthcare EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10007959281 | 43 Professional Intramuscular])
2021-03- |Healthcare 65-85
7 - _ i COMIRNATY [TOZINAME S- COVID-19
13874|  EU.EC. 17 Professional |EEA Vears |Male |Cerebral hacmorrhage (5d - Fatal - Results in Death) o isation - [n/a - n/:l:-AnI\g ]()
10007958790
COVID-19 VACCINE ASTRAZENECA (CHADOX1
't [2021-03-|Healthcare 65-85 L . . . NCOV-19) - SUSPENSION FOR INJECTION (S-
: : - - X - - . o
13875 FUEC. | & 17 Professional EEA Years Female |Myocardial infarction (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) COVID-19 immunisation - n/a - [n/a - .SmL -
10007958767 Intramuscular])
ik or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-03- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - . S
13876, BU-EC- 17 E:jggsciir;al Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10007958527 - 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=10007959760&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959585&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959497&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007958790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007958767&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007958527&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
.
2021-03-|Healthcare Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . - - ) . e .
13877 EU-EC- | = 17 Professional EEA Specified Male (Infarction (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10007958329
1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
13878 2021-03- |Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Delirium (n/a - Unknown - Results in Death), Pyrexia (n/a - Fatal - Results in ~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Death), Pyrexia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007957402 : - Not applicable - [1d - n/a - n/a])
gk or scall | Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
13879 BU-EC- . 17 Ereai‘thciar; | Non EEA 21(12111 85 |Female |Cardiac failure (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007956739 olessiona cars n/a - n/a))
oLl B8 200 1.03- | Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
13880 . EEA than 85 |Female |Hypoxia (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 5 17 Professional v . sati Wa - [n/a-.5mL - Int dar])
10007954116 ears immunisation - n/a - [n/a - . - Intramuscular
Elick or scal | e ,
Y 2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: Sudden - - ) .
13881 EU-EC- & 17 Professional EEA Years Male death (0d - Fatal - Results in Death prophylaxis - n/a - [n/a - 1{DF} - Intramuscular])
10007953338
: I More COVID-19 MRNA VACCINE MODERNA (CX-
k3! 12021-03- | Healthcare . . o 024414) [COVID-19 MRNA VACCINE MODERNA
13882 BU-EC- 10 AP Professional Non EEA %1:;:5 Male  |Cerebrovascular accident (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10007952243 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - ) . .
13883 puRC 16 Professional |NOREEA  lyroorg  [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007952167 applicable - [n/a - 1{DF} - Intramuscular])
5021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13884 . EEA than 85 |Female |Sudden death (8d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
EU-EC | &3 16 Professional v Intr dar])
10007951925 ; cans amuscuiar
Rlick orscad 00103 Health 1964 COMIRNATY [TOZINAMERAN] (S- COVID-19
13885 EU-EC- 1 - Peaft care Al EEA v g Female |Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a -
o 6 rofession: ears Intramuscular])
10007951885
b 2021-03-|Healthcare More Not COMIRNATY [TOZINAMERAN] (S - COVID-19
13886 I . EEA than 85 .. |Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
EU-EC- |z 16 Professional Specified
10007951766 Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007958329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007957402&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007956739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007954116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007953338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007952243&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007952167&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951766&_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-
Vi [2021-03-|Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
! : - - X - - . L
13887 EU-EC- ] 16 Professional Non EEA Vears Male  |Arteriosclerosis (n/a - Fatal - Results in Death), Condition aggravated (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007951675 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl 1 More COVID-19 MRNA VACCINE MODERNA (CX-
13888 2021-03- | Healthcare Non EEA  |than 85 |Female Hypotension (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG | & 16 Professional Vears Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007951530 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad |} : More COVID-19 MRNA VACCINE MODERNA (CX-
13889 21 2021-03- Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Hypersomnia (n/a - Unknown - ), Somnolence (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 5 16 Professional Vears Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007951488 applicable - [n/a - 2{DF} - n/a))
Acute myocardial infarction (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Atrioventricular block MRN, CCINE
or scai second degree (n/a - Unknown - ), Bradycardia (n/a - Unknown - ), Cardiac arrest (1d - Fatal - Results in Death, Life COVID-19 A VA MODERNA (CX-
2021-03-|Healthcare 65-85 : . . . 024414) [COVID-19 MRNA VACCINE MODERNA
13890 . Non EEA Male  |Threatening), Chest discomfort (n/a - Unknown - ), Nausea (n/a - Unknown - ), Retching (n/a - Unknown - ), Unresponsive to . L
EU-EC- A 16 Professional Years Lo . o . . NP (CX-024414)] (S- COVID-19 immunisation -
stimuli (n/a - Unknown - ), Ventricular fibrillation (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),
10007951319 . L Unknown - [n/a - 1 {DF} - Intramuscular])
Ventricular hypokinesia (n/a - Unknown - )
Elick or scaf |; S
 (2021-03-|Healthcare More Haematemesis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Melaena (n/a - Fatal - Results in Death, COMIRNATY COVID- 19 MRNA VACUINE
13891 : EEA than 85 |Male oy (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
EU-EC- e 16 Professional Y. Caused/Prolonged Hospitalisation) na- n/a - [n/a- n/a- Int dar])
10007951304 ears 'a-n/a-[n/a-n/a- Intramuscular
Elickcor scal Death (17d - Fatal - Results in Death), Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - COVID-19 /A VACCINE MODERNA (CX-
13892 2021-03-|Healthcare o ppa 6585 |ypie | Unknown - Caused Prolonged Hospitalisation), Respiratory tract congestion (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Hospitalisation) ? (CX-024414)] (S- COVID-19 immunisation - Not
10007950940 P applicable - [n/a - 1{DF} - Intramuscular])
; 2021-03- |Healthcare 65-85 N SPIKEVAX [COVID-19 MRNA VACCINE
13893 : EEA Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - Not
EU-EC- i 16 Professional Years licabl Ja - n/a - Int ul
10007950762 ; applicable - [n/a - n/a - Intramuscular])
C More Anxiety (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Coronary(COVID-19 MRNA VACCINE MODERNA (CX-
13894 2021-03- |Healthcare Non EEA  |than 85 [Female |2ty disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - ), Painin  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | & 16 Professional Vears extremity (n/a - Unknown - ), Syncope (n/a - Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a|(CX-024414)] (S- COVID-19 immunisation -
10007950633 - Unknown - Other Medically Important Condition) Unknown - [n/a - 1{DF} - Intramuscular])
BlickCor scal
" 2021-03- Non More Contusion (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in COMIRNATY CONCENTRATE FOR DISPERSION
13895 Healthcare EEA than 85 |Female . - . . FOR INJECTION [TOZINAMERAN] (S- COVID-19
EU-EC- 16 . Death), Malaise (n/a - Fatal - Results in Death), Personality change (n/a - Fatal - Results in Death) . S .
Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10007949527
;
=i (2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
o A - - )
13896 EU-EC & 16 Professional EA Years Mele  Death (1d- Fatal - Results in Death n/a - [n/a - n/a - Intramuscular])
10007949279,
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951675&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951319&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951304&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007950940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007950762&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007950633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007949527&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007949279&_xpt=1&_xf=pdf
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Date Regulatory
Purposes
_ More
2021-03-|Healthcare Cognitive disorder (n/a - Unknown - Other Medically Important Condition), Decreased appetite (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
13897 ] : Non EEA  |than 85 |Female . D .
EU-EC- |2 16 Professional Vears Death) immunisation - Not applicable - [n/a - n/a - n/a])
10007949271
click or scai 2 02103 | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13898 : Non EEA Male |Cardiac arrest (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- x (16 Professional Years Int ar])
10007949266 ntramuscLar
Abdominal pain (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (0d - Fatal - Results in Death),
lick or scal M Dyspnoea (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- |Healthcare ore . " o - X NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: than 85 Haematemesis (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (1d - Fatal - Results in Death,
13899 EU-EC- 16 Professional |EEA Male Other Medically T Condition). N 4d.- Fatal K Oesophaseal varices h hace (3d.- Fatal (CHADOX1 NCOV-19)] (S- COVID-19 - n/a - [n/a -
10007949093 Years er cally Important Condition), lausea (‘ - Fatal - Result_s in Death), phageal varices hacmorrhage (3d- Fat na - n/a])
- Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (0d - Fatal - Results
in Death), Pyrexia (4d - Fatal - Results in Death)
Elickor scad - COVID-19 VACCINE ASTRAZENECA (CHADOXI
i (2021-03- Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13900 EU-EC- 16 Professional EEA Vears Female [Sudden death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007948000 - Not applicable - [1s - .5mL - Intramuscular])
:
24 2021-03- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
13901 EU-EC- .2, 16 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007947204
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . . A . " 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . N
13902 EUEC |2 16 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007947194 applicable - [n/a - 1{DF} - Intramuscular])
Brain injury (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death
m b Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional state (n/a - Fatal - Results in Death
13903 2021-03-|Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 16 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Loss of consciousness (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a - n/a])
10007947168 i Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - ), Pulseless
electrical activity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
) - - £ - - £
5021-03- |Healthcare 65-85 Condmop aggravated (n/a Fatal. Results in Death). 'Depressed level of consciousness (n/a thgl Results in Death), |y ronaTy [TOZINAMERAN] (S- COVID-19
13904 . Non EEA Female |Dysphagia (n/a - Fatal - Results in Death), Hypophagia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results |. P .
EU-EC- > 16 Professional Years in Death immunisation - Not applicable - [n/a - n/a - n/a])
10007946553 in Death)
oLl 5 12021-03- | Healthcare More Pyrexia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Somnolence (2d - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S- COVID-19
13905 EU-EC- 16 Professional EEA than 85 [Female |Caused/Prolonged Hospitalisation), Unresponsive to stimuli (2d - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} -
10007946547 Years Hospitalisation) Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007949266&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007947168&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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COVID-19 MRNA VACCINE MODERNA (CX-
¥1/2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
13906 g pc 16 Professional |NOR EEA  |yrors  [Female [Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007946397 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
=12021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13907 pupc |od 16  |Professional |NOMEFA |yeas [Mele  |Death(n/a-Fatal- Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007946230 applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | ¢ ; More COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-03- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
) . - - , - - . ..
13908 EU-EC- 6 Professional Non EEA ?;1]}55 Male  |Death (1d - Fatal - Results in Death), Malaise (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007946224 Unknown - [n/a - 1{DF} - Intramuscular])
oL _scal ¥
b SPIKEVAX [COVID-19 MRNA VACCINE
13909 ¥; 2021-03-|Healtheare —ppy 16585 ypie IDeath (w/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - COVID-19
EU-EC- | & |16 Professional Years immunisation - n/a - [n/a - Wa - /)
10007944984
Uikorsead 021-03-| Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
13910 . EEA than 85 Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- ; 16 Professional Y. . sati na - [n/a- /a - n/a])
10007944887 ears immunisation - n/a - [n/a - n/a - n/a
m . Non More Blood pressure abnormal (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Diarrhoea (1d -
13911 2021-03- Healthcare EEA than 85 [Female Fatal - Results in Death), Fatigue (1d - Fatal - Results in Death), Lower respiratory tract congestion (1d - Fatal - Results |[COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 16 Professional Vears in Death), Nausea (1d - Fatal - Results in Death), Oxygen saturation decreased (1d - Fatal - Results in Death), Pyrexia [immunisation - Not applicable - [n/a - n/a - n/a))
10007944384 (1d - Fatal - Results in Death), Respiratory disorder (1d - Fatal - Results in Death)
Elickcor scad | =21 i 2021-03- | Healthcare More Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
13912 EU-EC- 16 Professional Non EEA  |than 85 [Male  |Results in Death, Caused/Prolonged Hospitalisation), Rales (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - n/a - n/al)
10007944128 3 L Years Hospitalisation), Vomiting (n/a - Fatal - Results in Death), Wheezing (n/a - Fatal - Results in Death) PP
;
all (2021-03-|Healthcare Not Bronchitis (n/a - Fatal - Results in Death), Organic brain syndrome (n/a - Fatal - Results in Death), Respiratory failure (DMIRNATY [TOZINMRAN] (8- COVID-19
13913 : EEA .. |Female . immunisation - Not applicable - [1d - n/a -
EU-EC- s 16 Professional Specified (n/a - Fatal - Results in Death) Intramuscular])
10007944037
Hikorsal 8 021.03- N More COMIRNATY [TOZINAMERAN] (S - COVID-19
13914 L Healthcare EEA than 85 |Female |Cerebrovascular accident (2d - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death) . o
EU-EC- 5 x (16 Professional Y immunisation - n/a - [n/a - n/a - n/a)
10007943924 FAEE rofessional ears
2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
) A - - Results in Death) . S .
13915 EU-EC- o x (16 Professional Non EEA Years Female (Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10007943672
click or scarl 1 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13916 2021-03- |Healthcare Non EEA  |than 85 |Female Confisional state (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Vears Important Condition), Dizziness postural (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007943448 - Unknown - [n/a - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007944128&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007944037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007943924&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007943672&_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
_ More SPIKEVAX [COVID-19 MRNA VACCINE
13917 L 2021-03- |Healthcare gy than 85 |Female |Pericardial haemorrhage (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- |2 16 Professional Vears immunisation - Not applicable - [n/a - .5mL -
10007943225 Intramuscular])
i1 |7021-03- [ Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13918 . EEA than 85 |Female |Cerebral haemorrhage (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 5 16 Professional v Int ar])
10007943215 i cans nlramuseuiar
Bk orscad | ¢ L Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death
% |9021-03-|Healthcare Not Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (COMIRNATY [TOZINAMERAN] (S - COVID-19
13919 popce | B 16 Professional | Ton EEA Specified Female |Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a -
10007943168/ A i Caused/Prolonged Hospitalisation) Intramuscular])
Toa:
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
13920 2021-03- |Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Seizure (n/a - Fatal - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Years Death), Seizure (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007943139 =i - n/a - Intramuscular])
Elick orscal | 5 ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13921 R 2021-03- Healthcare EEA 18-64 Female Abdominal pain (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Respiratory disorder (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- = 16 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007942845 n/a - Intramuscular])
: Condition aggravated (n/a - Fatal - Results in Death), Contusion (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal -
13922 il (2021-03-|Healthcare Non EEA 65-85 Female Results in Death), Myalgia (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death), Vaccination =~ |[COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- 16 Professional Years site erythema (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Fatal - Results in Death), Vaccination site immunisation - Not applicable - [1d - n/a - n/a])
10007942472 swelling (n/a - Fatal - Results in Death), Weight decreased (n/a - Fatal - Results in Death)
Elickcor scad | 22" - More COMIRNATY [TOZINAMERAN] (S- COVID-19
13923 2021-03- |Healthcare Non EEA  |than 85 |Female Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperglycaemia (n/a - Fatal - Results immunisation - Not applicable - [1/a - n/a -
EU-ECG  |& 16 Professional in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
5 Years Intramuscular])
10007942274
Acute pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal -
ik or scad Results in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, MERAN]
13924 112021-03- |Healthcare Non EEA i\}/f;);eg 5 [Male Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), mﬁﬁgﬁ ggzzilNlicable - n/ef ;]/(aI?VlD-19
EU-EC- 16 Professional Vears Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oedema peripheral (n/a - Fatal - Results Intramuscular]) PP
10007942270 in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elickcor scal ok - More Hyporesponsive to stimuli (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - ME
13925 pope |k %221_03_ II;Iregt]"g;sci?)rr?al Non EEA |than 85 [Male  |Results in Death), Multiple organ dysfinction syndrome (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in mﬁgﬁgﬁ [IF\IrchaINIicablzl—xﬁ] d(_SI;/?nVI/;]})W
10007942255 & Years Death), Sptic shock (wa - Fatal - Results in Death), Urosepsis (/a - Fatal - Results in Death) PP
5021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13926, EU-EC- . 16 Healthcare EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007941059 4 Professional Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007943225&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007943168&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007942472&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007942274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007942270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007942255&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007941059&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
Vi [2021-03-|Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
13927 EU-EC- 16 Professional EEA Vears Male  |Chest pain (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007940789 - n/a- [n/a-n/a-n/al)
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
13928 a1 2021-03- | Healthcare EEA 18-64 Male Hyperpyrexia (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Rales (n/a - Fatal -  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | & x |16 Professional Years Results in Death), Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007940147 - Not applicable - [n/a - 1 {DF} - Intramuscular])
gk or scall | ¢ ; Non COVID-19 MRNA VACCINE MODERNA (CX-
t 2021-03- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
13929 EU-EC- 15 ;I:g:‘te};:izl:al Non EEA Vears Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007939628 applicable - [n/a - 1{DF} - Unknown])
Qr _scail
B More
13930| EU-EC- ?5)21'03' Efjg;;frfal EEA than 85 [Female |Cardiac failure (4d - Fatal - Results in Death) mg:g: [I\Trgzam‘ﬁdcvamblzl-\ﬁ] d(—Sr;/S—)nw/a]l]))-w
10007939326 Years pp
Hickorsal | g7 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13931 . EEA than 85 |Female |Cardiac failure (9d - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) . S .
EU-EC- i 15 Professional Y immunisation - Not applicable - [1d - n/a - n/a])
10007939325| 2 ; cars
C
13932 2021-03- Healthcare EEA 65-85 Male Cardiac failure (2d - Fatal - Results in Death, Life Threatening), Diarrhoea (2d - Fatal - Results in Death, Life COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | & 15 Professional Years Threatening), Vomiting (2d - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - n/a - n/a])
10007939324
gk or scal | ¢ More COVID-19 MRNA VACCINE MODERNA (CX-
13933 2021-03- | Healthcare Non EEA  |than 85 |Female Aphasia (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Dyskinesia (n/a - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |2 15 Professional Vears Unknown - ), Gait inability (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007938937 applicable - [n/a - 1{DF} - Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
12021-03- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . L
13934 EU-EC- 15 Erejg;;f;al Non EEA Specified Female [Sudden death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007938926 applicable - [n/a - 1{DF} - Intramuscular])
[lick or scal | ’ More COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-03- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
13935 puBC 15 [Profesional |NO"FEA |than 85 Male Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007938839 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | ) Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Asthenia (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
13936 i (2021-03- Healthcare Non EEA 65-85 Male Hospitalisation), Death (1d - Fatal - Results in Death), Hyperkalaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 15 Professional Years Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10007938700 Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More COVID-19 MRNA VACCINE MODERNA (CX-
& [2021-03- |Healthcare . . .. 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - -), - - . L
13937 EUEC |3 15 Professional Non EEA 31:;55 Male  |Asthenia (2d - Fatal - Results in Death), Nausea (2d - Unknown - ), Vomiting (2d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007938533 applicable - [n/a - 1{DF} - Unknown])
or scaij ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
k (2021-03-|Healthcare 18-64 N . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
ﬂ_ . - - . . .
13938 pupc (% %[15  |Professional |TEA Years |Fomale |Cardiogenic shock (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007937846 =ik : - Not applicable - [n/a - 1{DF} - n/a])
or scaij M COVID-19 MRNA VACCINE MODERNA (CX-
skadd (2021-03- [Healthcare lore . . . 024414) [COMID-19 MRNA VACCINE MODERNA
ot ; I - -), Hi 1d- Fatal - Results in Death), Mental h - . ’ e
B £(15 |Professional [NonEEA [than 85 [Female ;3"[;‘;‘;1;’;‘; e (15‘}1?;:1“_ Bste o ol Results in Death), Mental st chanees (nfa- Unknown = | 024414)] (S - COVID-19 immunisation - Not
10007937180 Years ’ applicable - [n/a - 1{DF} - Intramuscular])
Blicicor scal _ Non COVID-19 MRNA VACCINE MODERNA (CX-
13940 2021-03- Healthcare Non EEA Not Male Asthenia (n/a - Not Recovered/Not Resolved - ), Death (1d - Fatal - Results in Death), Dysstasia (n/a - Not Recovered/Not {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- =1 (15 Professional Specified Resolved - ), Gait inability (n/a - Not Recovered/Not Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Dose
10007935605 i not changed - [n/a - 1{DF} - Intramuscular])
Elickor scal | . COVID-19 MRNA VACCINE MODERNA (CX-
13941 A (2021-03-|Healthcare Non EEA 65-85 Female Chest discomfort (1d - Fatal - Results in Death), Chest pain (1d - Fatal - Results in Death), Pain (1d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | x5 15 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007935043 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall |53 : More COVID-19 MRNA VACCINE MODERNA (CX-
13942 . Al (2021-03- Healthcare Non EEA  |than 85 |Female Atrial fibrillation (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (13d - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |k 15 Professional Vears Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007935005/ applicable - [n/a - 1{DF} - Intramuscular])
L More COVID-19 MRNA VACCINE MODERNA (CX-
12021-03- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - -), - - , - - . L
13943 EU-EC- 15 Professional Non EEA 2}(1:;585 Female [Ageusia (9d - Unknown - ), Death (1d - Fatal - Results in Death), Decreased appetite (9d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007934953 applicable - [n/a - 1{DF} - Intramuscular])
klick or scal ; More
13944 2021-03-|Healthcare EEA than 85 |[Female Loss of consciousness (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- = 15 Professional Vears Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007934948
Non
13945 2021-03- Healthcare EFA 65-85 Female Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urosepsis (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i 15 . Years Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
A £ Professional
10007934925
: £ 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
- - 7 _ - . - . . . B
13946 EU-EC- i: 15 Professional EEA than 85 |Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007934900 Years
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: -
2k (2021-03-|Healthcare 65-85 ; IR Sudd . COMIRNATY [TOZINAMERAN] (S- COVID-19
13947 pupc ¥ |15 Professional | EA Years |Male  |Headache (1d- RecoveredResolved -), n death (wva - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007934873 ;
; More
k 2021-03- [Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
S8 . - - Results in Death) . vl .
13948 pupc |% (15 Professional EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007934867 ; cars
Or Sca More COVID-19 MRNA VACCINE MODERNA (CX-
% (2021-03-|Healthcare L. 024414) [COVID-19 MRNA VACCINE MODERNA
13949 ] Non EEA  |than 85 [Male : :
BU-EC- 2|15 Professional Vears Death (/a - Fatal - Results in Death), SARS-CoV-2 test positive (5d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007934847 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 1 COVID-19 MRNA VACCINE MODERNA (CX-
13950 4 12021-03- | Healthcare Non EEA 65-85 Female Cardiac arrest (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 15 Professional Years - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007934748 applicable - [n/a - 1{DF} - Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-03- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . L
13951 BU-EC- 15 Ere;lvg;:iifa] Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007934444 applicable - [n/a - 1{DF} - Intramuscular])
: e More COVID-19 MRNA VACCINE MODERNA (CX-
A% [2021-03-|Healthcare - . . — . 024414) [COVID-19 MRNA VACCINE MODERNA
A . - - , - - . . .
13952 FU-EC. | ¥ B s Professional Non EEA 21{1:;1IS85 Male  |Hypertension (n/a - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007934340 : applicable - [n/a - 1{DF} - Intramuscular])
13953 il 12021-03- |Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (10d - Fatal - Results in Death), General physical condition abnormal ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | u% 15 Professional Years (10d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007934179,
Elick or scal | Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Seizure like phenomena (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 ) - . - . 024414) [COVID-19 MRNA VACCINE MODERNA
13954 . Non EEA Male  |Other Medically Important Condition), Syncope (n/a - Unknown - Other Medically Important Condition), Unresponsive to . i
EU-EC- : 15 Professional Years timuli (n/a - Unknown - Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007933725 i Yy tmp applicable - [n/a - 1{DF} - Intramuscular])
Eetick or scall | i ; More Epilepsy (1.5d - Fatal - Results in Death, Life Threatening), Escherichia sepsis (1.5d - Fatal - Results in Death, Life
13955 a1 (2021-03- Healthcare EEA than 85 [Male Threatening), Meningitis bacterial (1.5d - Fatal - Results in Death, Life Threatening), Pyrexia (1.5d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - n/a - Not
EU-EG- | &E 15 Professional Vears Death, Life Threatening), Somnolence (1.5d - Fatal - Results in Death, Life Threatening), Vomiting (1.5d - Fatal - applicable - [n/a - 1{DF} - n/a])
10007933096 Results in Death, Life Threatening)
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Purposes
More Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death
13956, 2021-03- Healthgare EEA than 85 [Male  |(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Resuscitation (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 15 Professional . - > immunisation - n/a - [n/a - n/a - n/a)
Years Death, Life Threatening, Caused/Prolonged Hospitalisation)
10007932753
a— ; More
=1 (2021-03- |Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . ol
13957 EU-EC- . 15 Professional EEA 'glan 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - 1/a - [/ - /2 - 1/a])
10007932284 cans
[elick or scad | M COMIRNATY [TOZINAMERAN] (S- COVID-19
; % 2021-03- |Healtheare | h"re Femal b (w/a - Fatal immunisation - n/a - [n/a - n/a - Intramuscular])
W . - - i i
13958 pupc | M 11 Professional than 85 Female | Deat (w/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
10007931861 ; cars - n/a-n/a])
b L Non More Coordination abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Dysarthria (n/a - Fatal
13959 21 (2021-03- Healthcare EEA than 85 [Female |- Results in Death, Caused/Prolonged Hospitalisation, Disabling), Pulmonary embolism (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- i 15 . Caused/Prolonged Hospitalisation, Disabling), Skin ulcer (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, |- n/a - n/a)])
Professional Years -
10007931843 Disabling)
ElickCor scap | -- More
13960 o (2021-03- |Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 15 Professional v, Death), Vomiting (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007931821 ; cans
:
21 2021-03- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - R
13961 BU-EC- 15 Professional EEA Years Female |Death (n/a - Fatal - Results in Death) - n/a-n/al)
10007931817
: : COVID-19 VACCINE ASTRAZENECA (CHADOX1
13962 2d (2021-03- |Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - Other Medically Important Condition), Headache (n/a-  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ; 15 Professional Years Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007931807 : n/a - Intramuscular])
= i 12021-03-|Non Not COMIRNATY [TOZINAMERAN] (S - COVID-19
13963 ’ Healthcare ~ |[EEA .. (Male |Blister infected (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Pain (n/a - Unknown - ) . S .
EU-EC- 15 . Specified immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10007931687,
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13964 2021-03- |Healthcare Non EEA  |than 85 [Male Chronic obstructive pulmonary disease (0d - Fatal - Results in Death), Cough (n/a - Unknown - Other Medically Important [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 15 Professional Vears Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007930757 - Not applicable - [1d - n/a - Intramuscular])
Elick or scall | § s More Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
13965 2021-03- |Healthcare Non EEA  |than 85 |Female Important Condition), Decreased appetite (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG | & 15 Professional Years Other Medically Important Condition), Fatigue (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007930698 Disabling, Other Medically Important Condition) - Not applicable - [n/a - n/a - Intramuscular])
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i
13966 2021-03-|Healthcare Non EEA Not Not 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- = 15 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007930359
Cardiac arrest (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Confisional state (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a |COVID-19 VACCINE ASTRAZENECA (CHADOX1
13967 2021-03- |Healthcare Non EEA 65-85 Male || Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lung consolidation (n/a - Unknown - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 1 |15 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia (3d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007930120 ;] Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis (n/a - Unknown - Caused/Prolonged n/a - Intramuscular])
Hospitalisation, Other Medically Important Condition)
! More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i | 2021-03- | Healthcare S . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - R
13968 EU-EC- 15 Professional Non EEA ;l(lan 85 |Male |Cardiac failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007929881 cars 1/a - Intramuscular])
or scail . More Delirium (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Platelet
13969 ar |2021-03- |Healthcare Non EEA  |than 85 [Male count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | zE x |15 Professional v Traumatic intracranial haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - n/a - n/a])
; ears -
10007929858 Important Condition)
; 12021-03-|Health More TOZINAMERAN [TOZINAMERAN] (S - COVID-19
13970 et €4 |Non EEA |than 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death), Illness (n/a - Unknown - ) . e . )
EU-EC- e [15 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
10007929524 cans
[efick or scal More COVID-19 VACCINE ASTRAZENECA (CHADOX1
& [2021-03- |Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: eased (0d - ed/Re: -), - - o
13971 EU-EC- 14 Professional EEA glan 85 |Male  [Body temperature incr (0d - Recover solved - ), Death (0d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - n/a - [n/a
10007928577 cars - .5mL - Intramuscular])
Elick or sca |; = More COVID-19 VACCINE ASTRAZENECA (CHADOX]
13972 ¥ 12021-03- | Healthcare Non EEA  |than 85 [Male Death (n/a - Fatal - Results in Death), Lower respiratory tract infection (n/a - Not Recovered/Not Resolved - Results in ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- | zE 14 Professional Vears Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007926948 - Not applicable - [n/a - n/a - n/a))
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
t 2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
X : - - Results in Death)
13973 pupe |B 14 Professional | NN EEA [y org  [Female [Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007925273 ; n/a - n/aJ)
gk or scal ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13974 2021-03- Healthcare Non EEA 65-85 Female Chills (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | & 1(14 Professional Years Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007924154 = n/a - n/aJ)
o More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13975 & [2021-03- |Healthcare Non EEA  |than 85 |Female Cardiac arrest (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Syncope (1/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ] e |14 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007923964 ; n/a - n/aJ)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007925273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007924154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007923964&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1457 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 COVID-19 VACCINE ASTRAZENECA (CHADOX1
: =4 (2021-03- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13976 EUEC |3 14 ;Irea%thciarsa] Non EEA Vears Female |Chills (n/a - Unknown - ), Death (n/a - Unknown - ), Swelling (3d - Recovered/Resolved - ) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007922887 ofessio n/a - n/a))
click or scarl . Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13977 2t [2021-03- Healthcare Non EEA 18-64 Male Brain death (n/a - Fatal - Results in Death, Life Threatening), Craniocerebral injury (n/a - Unknown - Results in Death, |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- | & 14 . Years Life Threatening), Lower limb fracture (n/a - Unknown - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
: Professional
10007922833 - n/a - n/a))
ik or scal | et (COVID-19 VACCINE ASTRAZENECA (CHADOX1
&l (2021-03- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
? - R
13978 EU-EC- . 14 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007922014 n/a - n/aJ)
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
=4 |2021-03- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
1397 pupc |8 114 |Professional [FEA  |years |Female |Death (nwa - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S~ COVID-19 immunisation
10007922008| - Not applicable - [1d - n/a - n/a])
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
=% |2021-03- |Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13980 EU-EC. |3 14 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007921975 n/a - n/al)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
3981 pupc |2 14 |Professional [NONEEA Iyeqy  [Female [Pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (8- COVID-19 immunisation
10007921330 - Not applicable - [n/a - n/a - n/a])
Elickor seal | = ; More COVID-19 VACCINE ASTRAZENECA (CHADOXI
a3 (2021-03- [Healthcare . . . ) i NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13982 EUEC. |3 X (14 Professional Non EEA gljar;SS Female |Lower respiratory tract infection (5d - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007921321 ; - Not applicable - [n/a - n/a - n/a])
: A More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13983 et | 2021-03- | Healthcare Non EEA  |than 85 |Female Chest pain (n/a - Not Recovered/Not Resolved - Results in Death), Feeling of body temperature change (n/a - Unknown - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : o |14 Professional v, Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - Results in Death) |(CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
10007920300 ; cars - n/a-n/a])
3 h Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ =i (2021-03- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - R CHADO
13984 EU-EC- 3m Ere(a;\lfgsl;:iz(a)r;al Non EEA Vears Female [Sudden death (2d - Fatal - Results in Death) ( X1 NCOV-19)] (S- n/a - Unknown - [/ -
10007919801 n/a - n/aJ)
gk or scall | f More COVID-19 VACCINE ASTRAZENECA (CHADOX1
sl (2021-03- |Healthcare . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13985 EU-EC- . AL Professional Non EEA gl(leaarll_SSS Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007919179 /a - n/a])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
=i (2021-03- [Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13986 pupc | SE 13 Professional | "O" EEA  |yreor  [Female |Death (1d - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007918839 £ n/a - n/aJ)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007922887&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007922833&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007922014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007922008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007921975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007921330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007921321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007920300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007919801&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007919179&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007918839&_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
N Chills (n/a - Fatal - Results in Death), Drooling (1/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), |COVID-19 VACCINE ASTRAZENECA (CHADOX1
13987 4 12021-03- Honlth EEA 65-85 Mal Feeling abnormal (n/a - Fatal - Results in Death), Gait disturbance (n/a - Fatal - Results in Death), Lip swelling (n/a - Fatal|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 13 Peaf care . Years | "¢ |- Results in Death), Ocdema (n/a - Fatal - Results in Death), Oliguria (n/a - Fatal - Results in Death), Pain (n/a - Fatal - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007914549 rotession: Results in Death), Speech disorder (n/a - Fatal - Results in Death), Swollen tongue (n/a - Fatal - Results in Death) - Not applicable - [n/a - 1 {DF} - n/a])
click or scarl 1 More
13988 2021-03-|Healthcare — 1pp o than 85 |Female [Sudden death (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-ECG-  |& 13 Professional Vears n/a - [n/a - n/a - n/a])
10007913771
Rlickor cal |3 Abdominal pain (9d - Fatal - Results in Death), Mesenteric vein thrombosis (9d - Fatal - Results in Death), Portal vein COVID-19 VACCINE AST ocn ]ENECAR( ZENE X1
13989 2021-03- | Healthcare EEA 18-64 Male  [thrombosis (9d - Fatal - Results in Death), Pyrexia (9d - Fatal - Results in Death), Splenic vein thrombosis (9d - Fatal - NCOV-19) [COVID-19 VA AST CA
EU-EC- |4 313 Professional Years Results in Death ? - (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
10007912356 Results in Death) n/a - [n/a - w/a - Intramuscular])
[lick or scall | ittt COVID-19 MRNA VACCINE MODERNA (CX-
i | 2021-03- | Healthcare 65-85 L . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
13990 EU-EC- 3 12 Professional Non EEA Years Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007909847 ] applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | eyt COVID-19 MRNA VACCINE MODERNA (CX-
] ¥ (2021-03- |Healthcare 65-85 . . s 024414) [COVID-19 MRNA VACCINE MODERNA
13991 FUEC. | 12 Professional Non EEA Vears Male  [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10007909805 Unknown - [n/a - 1 {DF} - Intramuscular])
S i 2021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13992 . EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1 {DF} -
EU-EC- - o |12 Professional Years Int Jlar])
10007909182 nramsear
Elickcor scal i 502103 [Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
13993 : EEA Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- A[12 Professional Years Int Jar])
10007909164 nlramuseuiar
2021-03- |Healthcare More Cardio-respiratory arrest (1d - Fatal - Results in Death), Chest pain (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
13994 . EEA than 85 |Female A immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- G, 12 Professional Y Results in Death) Int dar])
10007909136 cars nlramuscrar
m s i COVID-19 MRNA VACCINE MODERNA (CX-
13995 3|2021-03-|Healthcare |\ oo\ 16585 |\ [Death (1d- Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Years Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007908777 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | = Asthenia (n/a - Unknown - ), Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Discomfort (n/a - Unknown -
13996 e (2021-03- [Healthcare Non EEA 65-85 Female ), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Unknown - ), Feeling cold (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EG- | zE x |12 Professional Years Unknown - ), Hyperhidrosis (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
10007908757 ; Condition), Malaise (n/a - Unknown - ), Respiratory distress (n/a - Unknown - Other Medically Important Condition)
COVID-19 MRNA VACCINE MODERNA (CX-
¥t [2021-03- |Healthcare Not . oo 024414) [COVID-19 MRNA VACCINE MODERNA
13997 pupc |2 12 Professional  [O" EEA g cificd™Male  |COVID-19 (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation -
10007908625 Unknown - [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=10007914549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007913771&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007912356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007909847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007909805&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007909182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007909164&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007909136&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007908777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007908757&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007908625&_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-
¥t [2021-03- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . N
13998 EU-EC- I Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Hypersomnia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007908622 Unknown - [n/a - 1{DF} - Intramuscular])
klick or scar - Cercbral small vessel ischacmic discase (14d - Fatal - Results in Death), Intestinal infarction (14d - Fatal - Results in |0 1D;19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . . PRI . 024414) [COVID-19 MRNA VACCINE MODERNA
13999 . Non EEA Female [Death), Intestinal ischaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Intraventricular haemorrhage (n/a - . L
EU-ECG  |& 12 Professional Years Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007908506/ & P applicable - [n/a - 1{DF} - Intramuscular])
ik or cal |3 } Asthenia (n/a - Unknown - Other Medically Important Condition), Condition aggravated (n/a - Unknown - Other Medically COVID-19 /A VACCINE MODERNA (CX-
A 2021-03- | Healthcare 65-85 - . : . 024414) [COVID-19 MRNA VACCINE MODERNA
14000 I : Non EEA Female |Important Condition), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - Other Medically . L
EUEC |3 12 Professional Years Important Condition), General physical health deterioration (n/a - Unknown - Other Medically Important Condition) (€X-024414)] (S- COVID-19 immunisation - Not
10007908419 3 ? applicable - [n/a - n/a - Intramuscular])
or scaij More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-Healthcare than 85 A . ) 024414) [COVID-19 MRNA VACCINE MODERNA
14001 gy e 2 Professional | Non EEA Veurs Male  |Chills (1d - Unknown - ), Death (1d - Fatal - Results in Death), Wheezing (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007907794 applicable - [n/a - 1{DF} - Intramuscular])
: More Back pain (4d - Unknown - ), Death (n/a - Fatal - Results in Death), Diet refisal (4d - Unknown - ), Fluid intake reduced (4d| CoviD; 19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare ; L . 024414) [COVID-19 MRNA VACCINE MODERNA
14002 : Non EEA  |than 85 |Female |- Unknown - ), General physical health deterioration (4d - Unknown - ), Haematemesis (4d - Unknown - ), Nausea (4d - . L
EU-EC- 12 Professional Years Unknown - ), Vomiting (4d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007907742 > S applicable - [n/a - 1{DF} - Intramuscular])
g orscal | 55 COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
14003 pype (B 12 Professional |O"EEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007907475 2 applicable - [n/a - 1{DF} - Intramuscular])
Non
2021-03- Not . ) ) . o TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14004 EU-EC- i 2 Healthc'are Non EEA Specified Male  |Renal vasculitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
y Professional
10007906769
Elickcor scad | & 5021.03-|Healthcare 65.85 COMIRNATY CONCENTRATE FOR DISPERSION
14005 h : EEA Female |Death (n/a - Fatal - Results in Death) FOR INJECTION [TOZINAMERAN] (S- COVID-19
EU-EC- | uE 12 Professional Years : isation - Not applicable - [n/a - n/a - n/a])
10007906099 mmunisatiol lot applicable - [n/a - n/a - n/a
" Non More
14006 g [2021-03- |ealtheare  |EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- : 12 Professional Vears immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007905619
o | _
14007 2021-03- Healthcare EEA Not Male Chills (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-ECG | & 12 Professional Specified Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007905380
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5021-03-|Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
14008 ; . EEA than 85 |Female |Muscle spasms (0d - Fatal - Results in Death), Vomiting (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 12 Professional v . sati Wa - [/a-n/a- Int ar])
10007905071 ‘ears immunisation - n/a - [n/a - n/a - Intramuscular
click or scarl
14009 e® (2021-03- |Healthcare EEA 65-85 Male Dyspnoea (3d - Fatal - Results in Death), Pyrexia (3d - Fatal - Results in Death), Sudden death (3d - Fatal - Results in  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EG | & T |12 Professional Years Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007904573 ;
gk or scall | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14010 EU-EC- 12 Professional Non EEA 21{1;11_ S85 Female [General physical health deterioration (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007903906 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scal 5021-03- | Healthcare 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14011]  EU-EC- 12 Professional  |Non EEA  |Years  |Female COVID-19 pnel]fnonia (n/a - Fatal - Results in Death), Diarrhoea (11d - Recovered/Resolved - ), Drug ineffective (n/a - immunisation - Not applicable - [1d - 30ug -
Fatal - Results in Death) Intramuscular])
10007903790
Abdominal pain (n/a - Unknown - Other Medically Important Condition), Hepatic infarction (n/a - Fatal - Results in Death
m C Non More Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pancreatic infarction (n/a - Fatal
14012 2021-03- Healthcare EEA than 85 |[Female |- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Splenic COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG | g 1(12 Professional Vears infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007903591 Condition), Truncus coeliacus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
lickcor scal i 2021-03- |Healthcare More Cardiac failure congestive (0d - Fatal - Results in Death), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - Prophylaxis -
14013 : EEA than 85 |Female |Caused/Prolonged Hospitalisation), Ischaemic cerebral infarction (n/a - Not Recovered/Not Resolved - Caused/Prolonged ) phy
EU-EC- 12 Professional PR Not applicable - [1d - .3mL - Intramuscular])
Years Hospitalisation)
10007903251
. More
14014 2021-03-|Healthcare —|p than 85 |Female |Death (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- o |12 Professional Vears - n/a - n/a])
10007902877
e R Asthenia (n/a - Not Recovered/Not Resolved - ), Bradykinesia (n/a - Unknown - ), COVID-19 (n/a - Fatal - Results in
[z b Death, Caused/Prolonged Hospitalisation), Circulatory collapse (n/a - Recovered/Resolved - ), Dizziness (n/a - Unknown - MERAN]
14015 EU-EC- %221_03_ Eﬁ;ﬁfg al EEA ?{Seﬁs Male  [Caused/Prolonged Hospitalisation), Fall (n/a - Recovered/Resolved - ), Haematemesis (n/a - Unknown - Caused/Prolonged mﬁﬁc—fz [n];aO_Z[IEa - n/a- Intr(asrr_lucsgl\;[rl]))lg
P Hospitalisation), Head banging (n/a - Recovered/Resolved - ), Hypotension (30min - Recovered/Resolved - ), Pyrexia (n/a -
10007902506 . .
Recovering/Resolving - )
1 2021-03- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - X - -
14016 BU-EC- 12 Professional EEA Years Male  |Diet refusal (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10007902197
o | | ERAN]
14017 3k (2021-03-|Healthcare EEA 18-64 Male Body temperature increased (1d - Unknown - ), Cardiac tamponade (n/a - Fatal - Results in Death), Malaise (n/a - Unknown mﬁﬁgﬁ g(gzalINlicable - n/zf _1%;;1 ]_}19
EU-EC- | & R (12 Professional Years -), Myocardial infarction (n/a - Fatal - Results in Death), Myocardial rupture (n/a - Fatal - Results in Death) PP
10007901801 : Intramuscular])
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Number Receipt . . |for Sex
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Date Regulatory
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i [2021-03-|Healthcare 18-64 . T COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - X - - )
14018 EU-EC- 12 Professional EEA Vears Male  [Death (0d - Fatal - Results in Death), Syncope (0d - Recovered/Resolved - Caused/Prolonged Hospitalisation) Not applicable - [n/a - n/a - n/al)
10007901760
Acute kidney injury (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important
[ Condition), Bradycardia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important CCINE RAZENE CHADO
Elickcor scal More Condition), Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coma (n/a - Not COVID-19 VA AST CA( Xl
2021-03- | Healthcare RTIIOY: . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14019 . Non EEA  [than 85 |Male  |Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged X .
EU-EC- | xZ 12 Professional Lo . T : (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007901704 Years Hospltahsatlon),. ﬂypoglycaemla (r}/a - Not Recovered/Not Resolved - Caused/Prolonged Hosplta11§at{0n,' Other Medlcall.y - Unknown - [/a - na - Intramuscular])
Important Condition), Hypothermia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Hypothyroidism (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
C
14020 2021-03- Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Diet refusal (6d - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- = 12 Professional Years Death) immunisation - n/a - [n/a - n/a - n/a))
10007901674/ &
Elickorscad Decreased appetite (n/a - Not Recovered/Not Resolved - ), Dehydration (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a AMERAN]
i (2021-03- Non 65-85 - Not Recovered/Not Resolved - ), Mobility decreased (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal G)MIRNATY [TOZIN : (S~_ COVID-19
14021 Healthcare EEA Female | . . ] e immunisation - Not applicable - [10min - 1{DF} -
EU-EC- | & 12 . Years - Results in Death, Life Threatening, Other Medically Important Condition)
Professional Intramuscular])
10007901529
2021-03- |Healthcare 65-85 - . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - -), - - . S .
14022 EUEC. | ¥ i Professional Non EEA Vears Male  [COVID-19 (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10007901477 ;
Elick or scad |; COVID-19 MRNA VACCINE MODERNA (CX-
14023 2021-03- Healthcare Non EEA 65-85 Female Ageusia (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Lethargy (n/a - Unknown - ), Malaise (n/a - Unknown - ),|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | |11 Professional Years Nausea (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007898302/ 3 applicable - [n/a - 1{DF} - Intramuscular])
- : Abdominal wall oedema (n/a - Unknown - ), Acute kidney injury (n/a - Unknown - Other Medically Important Condition), MRN, CCINE
i More Cardiac arrest (1d - Fatal - Results in Death), General physical health deterioration (n/a - Unknown - ), Generalised oedema COVID-19 A VA MODERNA (CX-
=i (2021-03-|Healthcare - . 024414) [COVID-19 MRNA VACCINE MODERNA
14024 . Non EEA  |than 85 Male  |(n/a - Unknown - ), Hypotension (n/a - Unknown - ), Oedema (n/a - Unknown - ), Pleural effusion (n/a - Unknown - ), . L
EU-EC- 5 y |11 Professional v P i (n/a - Unkn Other Medically T Conditi Pulm edema (n/a - Unkn Other Medicall (CX-024414)] (S- COVID-19 immunisation - Not
10007898294 cars neumonia (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Unknown - Other Medically |2 ioie [/ - 1 {DF} - Intramuscular])
b Important Condition), Syncope (n/a - Unknown - Other Medically Important Condition)
Elickor scal | ; E; : COVID-19 MRNA VACCINE MODERNA (CX-
14025 3 =i |2021-03- Healthcare Non EEA 18-64 Male Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 |11 Professional Years Other Medically Important Condition), Ventricular fibrillation (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007898274 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad R More COVID-19 MRNA VACCINE MODERNA (CX-
14026 =i (2021-03-|Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Muscular weakness (n/a - Unknown - ), Unresponsive to (024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | & 3|11 Professional Vears stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007898249 | = 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 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
Elickcor scal I 5021-03- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
14027 BU-EC- 1 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) imtmmisatliﬁ)n - Drug withdrawn - [1d - n/a -
10007897901 ntramuscular])
Elickor scad | 3= : COVID-19 MRNA VACCINE MODERNA (CX-
14028 24 2021-03- Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Craniocerebral injury (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : |11 Professional Years Results in Death, Other Medically Important Condition), Fall (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007897815 applicable - [n/a - 1{DF} - Intramuscular])
or scaij More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
14029 EUEC | B 11 Professional Non EEA gléa;lrSSS Male  |Death (1d- Fatal - Results in Death), Influenza like illness (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007897758 | =i applicable - [n/a - 1{DF} - Intramuscular])
Eelick or scad |; COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
14030 EU-EC- ||y Professional Non EEA Vears Male  [Coagulopathy (n/a - Fatal - Results in Death), Haemorrhagic stroke (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007897736 applicable - [n/a - 1{DF} - Intramuscular])
2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14031 . EEA than 85 |Female |Ischaemic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- : y |11 Professional e Int lar])
10007897564| X5 cans nirariseuar
Atrial fibrillation (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Brain injury (n/a - Not
i Recovered/Not Resolved - Other Medically Important Condition), Cardiac arrest (n/a - Not Recovered/Not Resolved - Other |COVID-19 VACCINE ASTRAZENECA (CHADOX1
14032 21 12021-03- Healthcare Non EEA 65-85 Male Medically Important Condition), Circulatory collapse (n/a - Not Recovered/Not Resolved - Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | & |11 Professional Years Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulse absent (n/a -|(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007897491 Not Recovered/Not Resolved - Other Medically Important Condition), Ventricular fibrillation (n/a - Not Recovered/Not - n/a - Intramuscular])
Resolved - Other Medically Important Condition)
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14033 EU-EC. |3 1) Professional Non EEA 21(1:;55 Male  [Death (1d- Fatal - Results in Death, Other Medically Important Condition), Pulse absent (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007896719 applicable - [n/a - 1{DF} - Intramuscular])
5021-03-|Health 65-85 Cardio-respiratory arrest (n/a - Unknown - ), Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Pulse absent O(X2)4\4/llll?l- 19CDV[DA-‘ l\g?\%l\f\lf\ggg&}z M(()%)I(E-RN A
14034 : -03- Healthcare o EEA 3 Female |(n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Tremor (n/a - Unknown - ), Unresponsive to stimuli (n/a - Unknown - ) ! . D
EU-EC- 11 Professional Years Vomiting (n/a - Unimown 5 > > > (CX-024414)] (S- COVID-19 immunisation -
10007896195 s Unknown - [n/a - 1{DF} - Intramuscular])
2021-03- |Healthcare 18-64 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14035 EU-EC- 1 1 Professional Non EEA Vears Male  [Apparent death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007896176
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Arthralgia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chills (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Dysuria (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Flank pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
- Haematuria (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal -
: Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hemiparesis (1/a - Fatal - Results in Death, Life COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 (2021-03- [Healthcare 18-64 - AR . . . n NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14036 : EEA Male  |Threatening, Caused/Prolonged Hospitalisation), Micturition urgency (n/a - Fatal - Results in Death, Life Threatening, . S
EU-EC- |8 |11 Professional Years NN . . ; (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007896027 x Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged - n/a- [n/a - n/a - Intramuscular])
Hospitalisation), Pain in extremity (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Petechiae (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Scleral hyperaemia (n/a - Fatal - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), 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 I IER II I [E
14037 2021-03- |Healthcare Non EEA 65-85 Male Cough (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Lung infiltration (n/a - msation . NoEgozlﬂble - [n/a _] ng._oownw
EU-EC- | y |11 Professional Years Unknown - ), Pneumonia (n/a - Unknown - Other Medically Important Condition), Wheezing (n/a - Unknown - ) PP
Intramuscular])
10007895786
m Acute respiratory failure (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Drug resistance (n/a -
b : Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Multiple AMERAN]
14038 Lo | ¥ %(1)21_03_ g:cjlfte}sl;fs a1 |EEA g{se_agrs Female |organ dysfinction syndrome (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), mﬁﬁgﬁ ggimlicable 1 n/f ;]/??\g/z)lg
) o Pneumonia (n/a - Fatal - Results in Death), Respiratory disorder (n/a - Fatal - Results in Death), Vitamin D deficiency PP
10007895667 .
: (n/a - Fatal - Results in Death)
: 3 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14039 » : EEA than 85 |Female |Sudden death (Od - Fatal - Results in Death) . o .
EU-EC- | £ |11 Professional Vear immunisation - Not applicable - [n/a - n/a - n/a])
10007895666 ; : cars
Death (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Incoherent (4d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Injection site pain (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
= ™ |2021-03- | Healthcare 18-64 Liver function test abnormal (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
14040 EU-EC- ] 1 Professional Non EEA Vears Female |Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10007895621 3 2 Hospitalisation), Pyrexia (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary retention (4d - Fatal - applicable - [n/a - 1{DF} - Intramuscular])
Results in Death, Caused/Prolonged Hospitalisation), Vomiting (4d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
Elick or scad |; COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-03- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . N
14041 EU-EC- e Professional Non EEA Vears Male  |Haemorrhage (n/a - Fatal - Results in Death), Urinary tract infection (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007895528 i Unknown - [n/a - 1{DF} - Intramuscular])
i More
Al (2021-03- [Healthcare . . . Lo . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - - X - -
14042 EUEC |5 1) Professional EEA ?::ISS Female [Abdominal pain (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - ) - 3mL - Intramuscular])
10007895086
Elick or scal |75 & 2021-03- | Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
14043 : . EEA Female [Sudden cardiac death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- | r5l |11 Professional Years .
10007895085 =% applicable - [n/a - .5mL - 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
14044 2021-03- Healtheare —fpp o than 85 [Male  [Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- y |11 Professional Vears - .3mL - Intramuscular])
10007894973
4(2021-03- |Healthcare 65-85 Body temperature increased (n'/a'- Unknown - ), COVID-19 pneumonia (n/a - Fatal - Resul'ts in Death), Cardiac arrest (n/a - |VAXZEVRIA [COVID-19 VACCINE AST RAZENECA
14045 . EEA Male  |Fatal - Results in Death), Dizziness (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Respiration abnormal (n/a - Unknown - |(CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- | i3 11 Professional Years Rt .
z : Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown - ) applicable - [n/a - .5mL - Intramuscular])
10007894958
' 28 |12021-03- | Health More COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n
14046 T EEA than 85 |Female |Death (1va - Fatal - Results in Death) Twasmasima
EU-EG- |& |11 Professional v - n/a-n/a])
10007894949| 3% cans
Qr scaij '-
1 2021-03- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - -
14047 EUEC- |1 1 Professional EEA Vears Female |Hypothermia (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007894934
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
% (2021-03- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
14048 ) Non EEA Male - -
EU-EC- A Professional Years Pulse absent (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007894901 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
42021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
;i ; - - ) . L
14049 EU-EC- 7 |11 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007894703 b applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | : Aortic aneurysm (1d - Fatal - Results in Death), Arteriosclerosis (1d - Fatal - Results in Death), Asthenia (n/a - Unknown |COVID-19 MRNA VACCINE MODERNA (CX-
14050 412021-03- |Healthcare Non EEA 18-64 Female |- ), Cardiac arrest (1d - Fatal - Results in Death), Hyperhidrosis (n/a - Unknown - ), Myocardial infarction (1d - Fatal - 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- | g |11 Professional Years Results in Death), Pulmonary embolism (1d - Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), (CX-024414)] (S- COVID-19 immunisation - Not
10007894361 | 2z y Syncope (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
14051 4 2021-03- |Healthcare Non EEA  |than 85 Not Death (1d - Fatal - Results in Death), Pneumonia aspiration (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG |4 L 11 Professional Vears Specified|(n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10007894360 ] Unknown - [n/a - 1{DF} - Intramuscular])
Elickcor scad | i Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Peripheral coldness (n/a - Fatal - Results in COVID-19 AVAI RN MODE (CX-
14052 ) 2021-03- Healthcare g gy 10585 e e aen Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 /A VACCINE MODERNA
EU-ECG- |1 7 |11 Professional Years Hospi t;ﬂisation) > ? (CX-024414)] (S- COVID-19 immunisation -
10007894021 7 P Unknown - [n/a - 1{DF} - Intramuscular])
Elick or scad | ;= COVID-19 VACCINE ASTRAZENECA (CHADOX1
£7ad (2021-03- Healthcare 18-64 - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
" - -
14053 EU-EC- 11 Professional Non EEA Vears Female [Neoplasm malignant (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [1d- n/a
10007893940 - 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
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S .
14054 EU-EC- 7 |11 Professional EEA Years Male | Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007893389
oLscl i 9021-03- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
14055 : . EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | { 3 |11 Professional Years Tntramuscular])
10007892898| &3
Rlick or scad | § % 2021-03- [ Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
. - ) ) i . . i . _ - .
14056| EU-EC. B i1 Professional |EEA Vears |Female Cerebrovascular accident (n/a - Fatal - Results in Death) imtmumsatllﬁ)n]) Not applicable - [n/a - .3mL
10007892861 ntramuscular
14057 21 2021-03- Healthcare EEA 65-85 Female Circulatory collapse (n/a - Fatal - Results in Death), Heart rate increased (n/a - Fatal - Results in Death), Hypotension =~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | & |11 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007892489 &=
Qr _scail a
14058 il (2021-03- (Healthcare EEA Eﬁgrrlegs Male COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- y |11 Professional v Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
ears
10007892484
g ¥, 12021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
s -03- ; . - _ ~ s . s . p
14059 EU-EC- : |1 Professional EEA gl(lan 85 |Male  |Respiratory failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1Va - 1{DF} - n/a])
10007892466 ; cans
: Non More
il (2021-03- . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - X - - . S .
14060 EUEC |8 1) Healthgare EEA than 85 [Female |Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10007892455
: 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . .
14061 popc | ; 1) Professional EEA glan 85 |Female |Death (n/a - Fatal - Results in Death) immumisation - 1/a - [/ - /a - n/a])
10007891990 cars
2021-03- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudden - - ) . S
14062 EU-EC- : |11 Professional EEA Years Male death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10007891956|
Klick or scal |; More _
2021-03- |Healthcare Coma (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Hyperpyrexia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
14063 . EEA than 85 [Male . s
EU-EC- 11 Professional Vears Death) immunisation - n/a - [n/a - n/a - n/a])
10007891400
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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
| 4 (2021-03- Healthcare More Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Flatulence (n/a - Fatal - Results in TOZINAMERAN [TOZD\IAMERAN] (S- COVID-19
14064 . Non EEA  |than 85 |Female immunisation - Not applicable - [1d - n/a -
EU-EC- 11 Professional Vears Death) Intramuscular])
10007889689
:
14065 3 |2021-03- | Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Lethargy (n/a - Unknown - Caused/Prolonged Hospitalisation), Mental status changes ﬁﬁgﬁwoggoﬁiﬁﬁfﬁﬁ IE/Sa-_COV[D-19
EU-EC-  |¢ 11 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation) Int dar]) PP
10007889672 niramuseuar
, More Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14066 b (2021-03-|Healthcare Non EFA  |than 85 [Female Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), immunisation - Not applicable - [1d - .3mL -
EU-EC- =11 Professional Years Pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),  |Intramuscular])
10007889472 Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Chest pain (n/a - Fatal - Results in Death), Electrocardiogram ST segment depression (n/a - Fatal - Results in Death),
- i 2021-03-|Healthcare More Escherichia pyelonephritis (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in  |SPIKEVAX [COVID-19 MRNA VACCINE
14067 : : EEA than 85 (Female |Death), Heart rate increased (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pain (n/a - Fatal - |MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
EU-EC- G 11 Professional . . " N —
10007889445 Years Results in Death), Sul?raventncul.ar taghycard1a (n/a - Fatal - w,flﬁmponm T increased (n/a - Fatal - n/a))
Results in Death), Urinary tract infection (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
m = T More C-reactive protein increased (n/a - Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Cough
14068 H i (2021-03-|Healthcare EEA than 85 |Female (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death), Fall (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- 11 Professional v, Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - n/a - Intramuscular])
10007889440 cars Results in Death), Hypertension (n/a - Fatal - Results in Death)
Brain stem haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Brain stem
syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chest X-ray abnormal (n/a -
- : 2021-03-|Healthcare 18-64 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14069 BU-EC- » 1 Professional Non EEA Vears Female |in Death, Life Threatening, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Life immunisation - Not applicable - [1d - n/a -
10007889059| & Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Intramuscular])
Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation)
8 12021-03- Non More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14070 h Healthcare Non EEA  [than 85 |Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) . ol .
EU-EC- 11 : immunisation - Not applicable - [n/a - n/a - n/a])
Professional Years
10007889044
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 12021-03- | Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
MO pupc 11 |Professional |[FEA |Years |Male  |Death(wa-Fatal-Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007888752 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Elickcor scal (¥ i 9021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14072 EU-EC- 1 1 Professional EEA than 85 |Female |Dyspnoea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007888722| S . Years Intramuscular])
- O 02103 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
14073 : . EEA Male  |Death (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | 55 11 Professional Years
10007888638 43 Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888638&_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
Rlick or e 2021-03-|Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14074 EU-EC- ] 1 Professional EEA than 85 [Male |COVID-19 (n/a - Fatal - Results in Death), Cholecystitis (n/a - Not Recovered/Not Resolved - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007888556 Years Intramuscular])
lick or scal : 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14075 h . EEA than 85 [Male  |Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EG- | £% 11 Professional v Int ar])
10007888494 cans nlramuseuiar
o) |
i (2021-03- [Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - , Sudden - - ) P
14076, EU-EC. | i 1 Professional EEA Vears Male  [Aneurysm ruptured (n/a - Fatal - Results in Death). death (n/a - Fatal - Results in Death) immunisation - 1/a - [1va - 1 {DF} - Intramuscular])
10007888459
Qr _scail
COMIRNATY [TOZINAMERAN] (S- COVID-19
14077 2021-03- Healthcare —pp 6585 | pemale |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | & 11 Professional Years Tntramuscular])
10007888371
Blick or seal i ) 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14078 3 ! EEA than 85 |Female |cOVID-19 (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mL -
EU-EC- 11 Professional Years Tntramuscular])
10007888269
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 .. . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
14079 EU-EC-  |& 10 Professional Non EEA Years Male | Vomiting (2d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007886172 applicable - [n/a - n/a - Unknown])
or scail More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . .
140801 e | 10 Professional Non EEA ?:;I:KS Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007886109 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal 1 COVID-19 MRNA VACCINE MODERNA (CX-
51 2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . .
14081 EU-EC- | 10 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007886081 |3 applicable - [n/a - 1 {DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . i
14082 EU-EC- 10 Professional Non EEA Vears Male  [Bladder cancer stage IV (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007885998 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | ; COVID-19 MRNA VACCINE MODERNA (CX-
14083 2021-03- |Healthcare Non EEA 65-85 Female Aortic aneurysm rupture (1d - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Syncope {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10007885978 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=10007888556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888269&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007886172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007886109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007886081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885998&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885978&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 ; . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
14084 EU-EC- 10 Professional Non EEA Vears Female |Discomfort (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007885951 applicable - [n/a - 1{DF} - Unknown])
click or scarl
2021-03- |Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
A - - ) . S )
14085 EU-ECG- | & 10 Professional EEA Years Male  |Asphyxia (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10007885790
Elickcor scal [ 5021-03- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
14086, . EEA Male  |Acute respiratory failure (1d - Fatal - Results in Death), Depressed level of consciousness (1d - Fatal - Results in Death) |immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 10 Professional Years Unknown])
10007885716 %
Efick or sca | 3= i Acute respiratory distress syndrome (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - [COVID-19 MRNA VACCINE MODERNA (CX-
14087 4 2021-03- Healthcare Non EEA 65-85 Male Results in Death), General physical health deterioration (13d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 10 Professional Years Hospitalisation), Hypoxia (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachycardia (13d - Fatal - (CX-024414)] (S- COVID-19 immunisation -
10007885683 Results in Death, Caused/Prolonged Hospitalisation) Unknown - [n/a - 1 {DF} - Intramuscular])
m i Abnormal behaviour (n/a - Unknown - ), Agonal thythm (n/a - Unknown - Other Medically Important Condition), Cardiac COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14088 . Non EEA Female |arrest (n/a - Fatal - Results in Death), Cyanosis (n/a - Unknown - ), Erythema (n/a - Unknown - ), Pain (n/a - Unknown - ), . L
EU-EC 10 Professional Years Peripheral coldness (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Respiration abnormal (n/a - Unknown - ) (CX-024414)] (- COVID-19 immunisation - Not
10007885574 p » 53T » RSP applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
14089 pupe |3 10 Professional |NOMEEA  |yors [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007885560/ . ] applicable - [n/a - 1 {DF} - Intramuscular])
m i3 Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 N n o H 024414) [COVID-19 MRNA VACCINE MODERNA
14090 . Non EEA Female |Caused/Prolonged Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged . L
EUEC |4 10 |Professional Years Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007885502 4 ? applicable - [n/a - 1{DF} - Intramuscular])
b COVID-19 MRNA VACCINE MODERNA (CX-
14091 7l | 2021-03-|Healthcare Non EEA 65-85 Female Dyspnoea (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 10 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007885474 3, applicable - [n/a - n/a - n/a])
[lick or scal |; ’ COVID-19 MRNA VACCINE MODERNA (CX-
- A1 2021-03- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
14092 EU-EC- 10 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Myalgia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007885472 applicable - [n/a - 1{DF} - Intramuscular])
o) | A
2 (2021-03- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; R -
14093 EU-EC- 10 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007885427
: COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-03- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . N
14094 EU-EC- |5 10 Professional Non EEA Vears Male  |Unevaluable event (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007885037/ 3 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=10007885951&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885716&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885683&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885574&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885560&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885502&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885472&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885037&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# Ej [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
wmber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
) More
2021-03-|Healthcare than 85 . | . COMIRNATY [TOZINAMERAN] (S - COVID-19
14095 EU.EC- 10 Professional |EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007884396
; COVID-19 MRNA VACCINE MODERNA (CX-
42021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
M%) pupc | 10 Professional |NOMEEA  |yors [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007884353 applicable - [n/a - 1{DF} - Intramuscular])
oLscl More
2021-03- |Healthcare o . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
14097 EU-EC- | & 10 Professional EEA ?:;Ifs Female |Cardiac failure (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007883824
s |
2021-03- |Healthcare 65-85 o . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) ) S .
14098 EU-EC- | ¢ 10 Professional EEA Years Female | Cardiac failure (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007883796/ &
ek or scal |; : COVID-19 MRNA VACCINE MODERNA (CX-
3 41 (2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
109 pupc |7 10 |Professional |NOMEEA |yeq [Male  |Death (1d-Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007883653 applicable - [n/a - 1{DF} - Intramuscular])
- 2021-03- Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - i N 1 - - . . . .
14100 FUEC | 10 Professional EEA t\?an 85 |Female |Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ) isation - Not applicable - [n/a - 1 {DF} - n/a])
10007883357 cars
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . N
14101 BU-EC- . 10 Ere;lvg;;?:a] Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007881945| =3k applicable - [n/a - 1{DF} - Intramuscular])
m [ A 2021-03- Non More Body temperature decreased (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal COMIRNATY [TOZINAMERAN] (S- COVID-19
14102 BU-EC . : 10 Healthcare EEA than 85 |Male - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Respiratory disorder (n/a - Fatal - . isati Not Jicable - [n/a - 1 {DF} - n/a])
ool A Professional Years Results in Death) Tmmunisation - Rot applicable - {nva - -ma
10007881452
: More
al (2021-03- [Healthcare . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
14103 EU-EC- = 10 Professional EEA glan 85 |Female |Sudden death (n/a - Fatal - Results in Death) | 3mL - Intramscular])
10007881065 ; cars
X Agitation (n/a - Not Recovered/Not Resolved - ), Asthenia (n/a - Not Recovered/Not Resolved - ), Bacterial sepsis (n/a - Fatal
- M. ~ - Results in Death), Body temperature increased (n/a - Recovered/Resolved - ), Decreased appetite (n/a - Not Recovered/Not ME IV
14104 EU-EC- a2 %321 03 Eﬂte};:izrg al EEA ?{Sea%s Male  |Resolved - ), Disorientation (n/a - Not Recovered/Not Resolved - ), Fall (n/a - Not Recovered/Not Resolved - ), Gait F??SII%I\_I [:B; [TOZIN RAN] (S-n/a-n/a - [n/a
10007881019 disturbance (n/a - Unknown - ), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Pneumonia aspiration
(n/a - Fatal - Results in Death), Somnolence (n/a - Not Recovered/Not Resolved - )

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=10007884396&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007884353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007883824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007883796&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007883653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007883357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007881945&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007881452&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007881065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007881019&_xpt=1&_xf=pdf
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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
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Date Regulatory
Purposes
; ! Abdominal distension (n/a - Unknown - ), Abdominal pain upper (n/a - Unknown - ), Cholecystectomy (1d - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
14105 2 (2021-03-|Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Unknown - ), Death (1d - Fatal - Results in Death), General |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | &H 10 Professional Years physical health deterioration (n/a - Unknown - ), Nausea (n/a - Unknown - ), Pancreatitis acute (n/a - Unknown - Life (CX-024414)] (S- COVID-19 immunisation - Not
10007880827 i Threatening) applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : More
1 (2021-03- Healthcare . . oo COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - - X - -
14106, FUEC. |1 10 Professional EEA gljar;:%S Female [COVID-19 pneumonia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation) - 1{DF} - n/a])
10007880678
21 (2021-03- [Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
14107 BU-EC- 10 Professional EEA Vears Female [COVID-19 pneumonia (n/a - Fatal - Results in Death) - 1{DF} - n/a])
10007880676
oLl ¢ More ME
14108 i [2021-03-| Healtheare —1pp than 85 |Female |COVID-19 pneumonia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (- n/a - n/a - [n/a
EU-EC- T 10 Professional Vears - 1{DF} - n/a])
10007880675
Eelick or scad |; COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
14109 EU-EC- . 10 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Headache (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007880196 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - R - - . S
14110 BU-EC. | a 10 Professional EEA Vears Male  |Death (1n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007879917 LT - Not applicable - [1d - .5mL - n/a])
Elickcor scal [ 2021-03- Non 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
14111 EU-EC- 10 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10007878996/ 2 Professional n/a))
¥E 12021-03-|Healtheare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
-EC- : : - - X - -
14112| EU-EC 10 Professional EEA Vears Female [Abdominal pain (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007878883
Qr _scail a
% 12021-03- |Healthcare 65-85 Acute respiratory failure (3d - Fatal - Results in Death), Pyrexia (3d- Fatal - Results in Death), Vomiting (3d- Fatal - |COMIRNATY [TOZINAMERAN] (8- COVID-19
14113 . EEA Male : immunisation - Not applicable - [1d - 1{DF} -
EU-EC- L+ |10 Professional Years Results in Death) Intramuscular])
10007878664 ]
T 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. 1 - - i . . .
4114 poee | 10 Professional | EEA than 85 |Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - 1/a - [n/a - 1 {DF} - n/a])
10007878394 Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i | 2021-03- | Healthcare . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - . o
14115 EU-EC- : 10 Professional EEA ?:;SS Male  [Pyrexia (n/a - Fatal - Results in Death) immunisation - n/a - [1Va - n/a - n/a])
10007878009
2021-03- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) s
14116 EUEC- |7 R 10 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007877723 ]
klick or scal | 7
2021-03-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
14117 BU-EC- . 10 Professional EEA Years Male  |Circulatory collapse (n/a - Fatal - Results in Death) - n/a-n/al)
10007876975
)
i1 |2021-03- | Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - N - - ) .
14118 EU-EC- f: 10 Professional EEA Vears Male  [Death (n/a - Fatal - Results in Death), General physical condition abnormal (n/a - Fatal - Results in Death) imumisation - n/a - [n/a - /a - Intramuscular])
10007876482
Bk or scad | =13 : COVID-19 MRNA VACCINE MODERNA (CX-
: 4 2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
I : - - ) . .
14119 EU-EC- | & 2 (10 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007875653 | =, i applicable - [n/a - 1{DF} - n/a])
i 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14120 ' . EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | &% 10 Professional Vears Intramuscular])
10007875182
Elick or scad |;
14121 2021-03- |Healthcare EEA 65-85 Male Bronchopneumopathy (n/a - Fatal - Results in Death, Other Medically Important Condition), Oxygen saturation decreased mﬁgﬁ;ﬁ ggimﬁgﬁmeE% '1 ?]?F\;[ ]_)'19
EU-ECG | 10 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
Intramuscular])
10007875172
i 4 5021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
14122 . EEA Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mL -
EU-EC- : 10 Professional Years Tntramuscular])
10007874918
i 4 2021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
14123 . : EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |} 10 Professional Years Intramuscular])
10007874843 | =ifa
. 1 F 2021.03- Healhare 05-85 Hypoxia (/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) ComwmmATY [DnTo,zzng SENANI Mg
X - - Results in Death), - - Results in Dea; i isation - i - - -
14124) gy pC 10 Professional |[EEA Years  |Male P ! isation withdrawn - [n/a - .3mL
10007874776 Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007877723&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007876975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007876482&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007874776&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria": " Resultsin Death"

Page 1472 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 Qualification for Group Sex Route])
Date Regulatory
Purposes
H COMIRNATY [TOZIN?MSRAN]/ (S- COVID-19
412021-03-|Healtheare 65-85 o immunisation - Not applicable - [n/a - .3mL -
14125 . EEA Female |Pemphigoid (20d - Fatal - Results in Death) Intramuscular]), [VENLAFAXINE, VENLAFAXINE
EU-EC- | 10 Professional Years ;
10007874325 . HYDROCHLORIDE] (S - Depression - Dose not
changed - [n/a - 37.5mg - Oral])
or scaij : COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-03- Healthcare 18-64 . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
14126 gy e 10 Professional | CA Years |Female [Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007874288 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Rlick or scal [ g 5021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14127 : . EEA than 85 (Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG- | & o (10 Professional v Int dar])
10007874237| 33 cars niramuscurar
ek or scal |; i More Asthenia (n/a - Unknown - ), Chills (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), [COVID-19 MRNA VACCINE MODERNA (CX-
14128 a1 2021-03- Healthcare Non EEA  |than 85 |Female Myalgia (n/a - Unknown - ), Nausea (n/a - Unknown - ), Pneumonia (1d - Fatal - Results in Death), Pyrexia (n/a - Unknown |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 2% |09 Professional Vears -), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition), Vaccination site pain (n/a - Unknown - |(CX-024414)] (S- COVID-19 immunisation - Not
10007871028| § i ), Vomiting (n/a - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular])
Etick or scad |; More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14129 copc | 09 Professional Non EEA ?:;ISS Male  |Cardiac arrest (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007870906 : applicable - [n/a - 1{DF} - Intramuscular])
: Cough (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
14130 g [2021-03- Healtheare | ppy 16585y Hospitalisation), Fatigue (n/a - Unknown - ), Malaise (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | £ 09 Professional Years Ca rolon > d Hospitalisation) > ? (CX-024414)] (S- COVID-19 immunisation -
10007870400 usedProlonged Hosp Unknown - [n/a - 1 {DF} - Intramuscular])
m 2021-03- Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -
14131 EU-EC- 09 Healthcare EEA than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10007870332/ B Professional Years specified)])
i COVID-19 MRNA VACCINE MODERNA (CX-
14132 2021-03- Healthcare Non EEA 65-85 Female Cardiac arrest (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death, Life Threatening), Endotracheal |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i (09 Professional Years intubation (2d - Unknown - ), Myoclonus (2d - Unknown - ), Resuscitation (2d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007870307 Unknown - [n/a - n/a - Intramuscular])
- _- Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
14133 2021-03- |Healthcare Non EEA 65-85 Female Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L+ |09 Professional Years Hospitalisation), Presyncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachypnoea (n/a - Fatal -  |(CX-024414)] (S- COVID-19 immunisation - Not
10007870301 : Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
14134 =1 (2021-03-|Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Medical device site|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 09 Professional Years haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007870293 | 24 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=10007870906&_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-
211 2021-03- | Healthcare 65-85 . A . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
14135 EUEC |3 09 Professional Non EEA Vears Female |Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007870274 Unknown - [n/a - 1 {DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14136 EU-EC- 09 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007870173 applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | ;=2 More Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Decreased appetite ~ |[COVID-19 MRNA VACCINE MODERNA (CX-
14137 2021-03- Healthcare Non EEA  |than 85 |Female (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | &R 09 Professional Vears (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation), Pain (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
10007870153 i Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
or scaij . . . .. . COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 Cardl?c_ arrest (n/a - Fatal - Results in Death), Pplseless electrical activity (n/a- Un_known - (_)thc?r Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
14138 g gC B |09 Professional | Non EEA  |yar  |Female Oon@tlon), Syncope (n/a —.I'Jnknown - Other Medically Important Condition), Ventricular fibrillation (n/a - Unknown - Other (CX-024414)] (S- COVID-19 immunisation - Not
10007870117 Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
m [ More Asthenia (9d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (9d - Fatal - Results in (COVID-19 MRNA, VACCINE MODERNA (CX-
14139 2021-03- |Healthcare Non EEA  |than 85 |Female |Death), Dyspnoea exertional (9d - Fatal - Results in Death), Fatigue (9d - Fatal - Results in Death), Lethargy (9d - Fatal 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 09 Professional Vears ~Res l’ ts in Death > ? (CX-024414)] (S- COVID-19 immunisation - Not
10007870113/ =3 Results in Death) applicable - [n/a - 1 {DF} - Intramuscular])
or scaij : More COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-03- Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14140 EU-EC- 09 Professional Non EEA %?:;SSS Female |Weight decreased (3d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007870081 applicable - [n/a - 1{DF} - Intramuscular])
Rlickcor scal ' 2021-03-|Healthcare 65-85  INot Asthenia (n/a - Fatal - Results in Death), Blood pressure decreased (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
14141 : : EEA .. _|Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Lividity (n/a - Fatal - Results in Death), Seizure (n/a -
EU-EC- L |09 Professional Years  [Specified Fatal - Resalts in Death - n/a - n/aJ)
10007869528 ; atal - Results in Death)
: COVID-19 MRNA VACCINE MODERNA (CX-
i | 2021-03- | Healthcare 65-85 . oo 024414) [COVID-19 MRNA VACCINE MODERNA
141420 pupe | 09 Professional | oM EEA  |yrors  [Male  |Dyspnoca (16d- Fatal - Results in Death, CausedProlonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation -
10007869458| i Unknown - [n/a - 1{DF} - Unknown])
Elickorscal | ; ™ More COVID-19 MRNA VACCINE MODERNA (CX-
. i (2021-03- (Healthcare . . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - X - - . .
14143 EUEC- |4 B |0 Professional Non EEA $$55 Female |Death (1d- Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007869424 applicable - [n/a - 1{DF} - Intramuscular])
SPIKEVAX [COVID-19 MRNA VACCINE
2021-03- |Healthcare 18-64 . . MODERNA (CX-024414)] (S- COVID-19
; - - ) . o ;
W4 pupc |4 09 Professional Non EEA Years Male  |Cardiac arrest (1d - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10007869111/ Intramuscular])
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Primary
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. COVID-19 MRNA VACCINE MODERNA (CX-
Elickorscal | i More 024414) [COVID-19 MRNA VACCINE MODERNA
14145 L0 (2021-03- |Healthcare Non EEA  |than 85 |Male Immune thrombocytopenia (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |(CX-024414)] (S- COVID-19 immunisation - Not
EU-ECG  |& .13 (09 Professional Y. Condition) applicable - [n/a - 1{DF} - Intramuscular]),
10007868983 ; cars [GLYCERYL TRINITRATE] (I - Product used for
unknown indication - n/a - [n/a - .4mg - n/a])
COVID-19 MRNA VACCINE MODERNA (CX-
14146 Healthcare Non EEA  [65-85  [Female |Agonal thythm (n/a - Unknown - Life Threatening), Cardiac arrest (n/a - Fatal - Results in Death), Fall (n/a - Unknown - ), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Professional Years Heart rate irregular (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Life Threatening) (CX-024414)] (S- COVID-19 immunisation - Not
10007868759 applicable - [n/a - 1{DF} - Intramuscular])
o COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; 7 - R . D

14147 pupe | 09 Professional | "OM EEA  |yor  [Female [Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007868503 : applicable - [n/a - 1{DF} - Intramuscular])
ElicK or scal | = L COVID-19 MRNA VACCINE MODERNA (CX-

! i |2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; Sudden - - ) . .

14148 pype |3 09 Professional | "OM EEA Iy [Male death (1d- Fatal - Results in Death (CX-024414)] (S~ COVID-19 immunisation - Not
10007868425 applicable - [n/a - 1{DF} - Intramuscular])
Eick or scal | § More COVID-19 MRNA VACCINE MODERNA (CX-

% (2021-03- Healthcare . 024414) [COMID-19 MRNA VACCINE MODERNA
: - - . L

M9 pupc | 09 |Profesional |No"EFA - |than 85 Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not

10007868246/ ik applicable - [n/a - 1{DF} - Intramuscular])

: More

i (2021-03-|Healthcare . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - .
14150 EU-EC- 09 Professional EEA t;mn 85 |Female |Death (0d- Fatal - Results in Death) applicable - [n/a - 3mL - n/a])
10007868243 cans
Bk or scal | B More COVID-19 MRNA VACCINE MODERNA (CX-
-; i |2021-03-|Healthcare . oo 024414) [COVID-19 MRNA VACCINE MODERNA

451 pope |3 09 |Professional N0 EFA - [than 85 [Vle - [Dyspnoea (2d- Fatal - Results in Death, CasedProlonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007868238 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-

14152 2021-03- |Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (1d - 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EG- |/ 09 Professional Years Recovered/Resolved - ), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007868191 applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | i : COVID-19 VACCINE ASTRAZENECA (CHADOX1

] i (2021-03-|Healthcare 65-85 . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S

14153 BU-EC- B | 0o Professional Non EEA Vears Female |Obstructive pancreatitis (2d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007868041 - Not applicable - [1d - n/a - Intramuscular])

: COVID-19 MRNA VACCINE MODERNA (CX-

14154 citi (2021-03- |Healthcare Non EEA 65-85 Female Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination site pain (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- : 09 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007868009 : 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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Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anaemia (n/a - Fatal -
Elick or scal i L Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure congestive (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
14155 i (2021-03- |Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o 09 Professional Years Hospitalisation), Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10007868003 : Results in Death, Caused/Prolonged Hospitalisation), Pulseless electrical activity (n/a - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation)
ik or scad |; More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L

14156 by pc ) Professional | on EEA g‘é’;ffs Male | Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not

10007867942 ; applicable - [n/a - 1{DF} - Intramuscular])
[ Body temperature increased (n/a - Not Recovered/Not Resolved - ), Cardio-respiratory arrest (n/a - Fatal - Results in
= ey ~ Death), Cough (n/a - Not Recovered/Not Resolved - ), Decreased appetite (n/a - Unknown - ), Fatigue (n/a - Not ME VN
14157 EU-EC- 3321 03 Eﬁ;ﬁfg Al EEA gse;: Female [Recovered/Not Resolved - ), General physical health deterioration (n/a - Not Recovered/Not Resolved - ), Headache (n/a - _GID?IA)II%I\_I Al;};}; [TOZIN. 1(S-n/a-nja-[n/a
10007867709| ! Unknown - ), Oxygen saturation decreased (n/a - Not Recovered/Not Resolved - ), Pneumonia (n/a - Not Recovered/Not
Resolved - ), Productive cough (n/a - Not Recovered/Not Resolved - )
= COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - .
IS8 pupe 00 |Professonal |°A  |yeas [Male |Death(wa-Fatal-Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 prophylaxis -
10007867380 n/a - [n/a - .5mL - Intramuscular])
Elickorscad | . COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-03- |Healthcare 65-85 . .. . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L

14159 EU-EC- e |0 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Incorrect route of product administration (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not

10007867254 applicable - [n/a - 1{DF} - Intradermal])
Aspiration pleural cavity (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (5d - Fatal -
: More Results in Death, Caused/Prolonged Hospitalisation), Hypotension (5d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-

14160 2 2021-03- | Healthcare Non EEA  |than 85 |Female Hospitalisation), Oxygen saturation decreased (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pleural 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- % 4 (09 Professional Vears effusion (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (5d - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10007867235 Caused/Prolonged Hospitalisation), Septic shock (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Staring |applicable - [n/a - 1{DF} - Intramuscular])
(5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .

14161 pype | 09 Professional |NCREEA |yors [Male  [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007867170 applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | ;=5 : More COVID-19 MRNA VACCINE MODERNA (CX-

14162 31 (2021-03-|Healthcare Non EEA  |than 85 |Female Confusional state (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - ), Subdural haemorrhage (1d - Fatal - Results |024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- | & 09 Professional Years in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007867046 applicable - [n/a - 1{DF} - Intramuscular])
Eick or scall | § : COVID-19 MRNA VACCINE MODERNA (CX-

1 (2021-03- [Healthcare 65-85 . . - 024414) [COVID-19 MRNA VACCINE MODERNA
: - -), - - , - - . L

14163 EU-EC- 09 Professional Non EEA Vears Male  |Chills (n/a - Unknown - ), Death (3d - Fatal - Results in Death), Malaise (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007867019 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl Asthenia (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Feeding disorder (n/a - Unknown - ), General physical health COVID-19 MRNA VACCINE MODERNA (CX-

14164 2021-03- |Healthcare Non EEA 65-85 Female deterioration (13d - Fatal - Results in Death), Hypersomnia (n/a - Unknown - ), Moaning (n/a - Unknown - ), Pain (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- 09 Professional Years Unknown - ), Speech disorder (n/a - Unknown - ), Unresponsive to stimuli (n/a - Unknown - Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
10007866743 Condition), Wound secretion (n/a - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular])
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COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
14165 pype |3 09 Professional |OMEEA  |yors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007866700 : applicable - [n/a - 1{DF} - Intramuscular])
Klickor scal fore COVID-19 MRNA VACCINE MODERNA (CX-
1H, (2021-03-|Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14166 EU-EC- 09 Professional | oM EEA  [yrors  [Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007866666 applicable - [n/a - 1{DF} - Intramuscular])
- : Body temperature increased (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cough (n/a -
i Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Pulseless COVID-19 MRNA VACCINE MODERNA (CX-
24 (2021-03- |Healthcare 18-64 - - . - N - 024414) [COVID-19 MRNA VACCINE MODERNA
14167 . Non EEA Male |electrical activity (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - . g
EU-EC- | & 09 Professional Years . U - imuli (0/a - Fatal . Ventricular fibrillation (n/a - Fatal (CX-024414)] (S- COVID-19 immunisation - Not
10007866653 g Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results applicable - [n/a - 1{DF} - Intramuscular])
in Death)
Elickor scal | ; 1 COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . .
14168 pupe | & 09 Professional |NOREEA v [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S~ COVID-19 immunisation - Not
10007866634 applicable - [n/a - 1{DF} - Intramuscular])
Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Fatigue COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . PRTIP 024414) [COVID-19 MRNA VACCINE MODERNA
14169 . Non EEA Male  |(n/a- Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Subdural . i
EU-EC- 09 Professional Years haematoma (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007866329 4 Y mp applicable - [n/a - 1{DF} - Intramuscular])
B Vore
b 2021-03- |Healthcare . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl
14170 EU-EC- 1 09 Professional EEA t;mn 85 |[Male  |Death (n/a - Fatal - Results in Death) mmumisation - 0/a - [/ - 1/a - 1/a])
10007866134 cans
lickcor scal [ 5021-03-|Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
14171 : EEA Female |Gastrointestinal haemorrhage (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- | & 09 Professional Years rrnisation - /a - [n/s - 1/a - 0/a])
10007865939
Bradycardia (n/a - Recovered/Resolved - Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in
Death), Cardiomyopathy (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not
: Resolved - Other Medically Important Condition), Ejection fraction decreased (n/a - Unknown - Other Medically Important
14172 1 (2021-03-|Healthcare Non EEA 65-85 Male Condition), Hiatus hernia (n/a - Unknown - ), Loss of consciousness (n/a - Not Recovered/Not Resolved - Other Medically %ﬁgﬁRﬁOEgoﬁgﬁgwng: COVID-19
EU-EC- 09 Professional Years Important Condition), Metabolic acidosis (n/a - Not Recovered/Not Resolved - ), Nodal rhythm (n/a - Recovered/Resolved - ), Intramuscular]) PP
10007865871 Pneumonia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Suspected COVID-19 (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Ventricular fibrillation (n/a - Not Recovered/Not Resolved -
Other Medically Important Condition)
Arrhythmia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ascites (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Fatal - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening,
14173 2021-03- Healthcare EEA 18-64 Female Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 09 Professional Years Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Oedema immunisation - n/a - [n/a - n/a - n/a))
10007865345 peripheral (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pleural effusion (n/a - Fatal
- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Tachycardia induced cardiomyopathy (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
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14174 : = 2021-03- Healthcare EEA 18-64 Male Pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Unresponsive to stimuli (4d - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | I3 09 Professional Years Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007865223 j
1 2021-03- | Healthcare More Death (n/a - Fatal - Results in Death), Dyspepsia (n/a - Not Recovered/Not Resolved - Results in Death), Feeling hot (n/a COMIRNATY [TOZINAMERAN] (S- COVID-19
14175 EU-EC- 09 Professional EEA than 85 |Male |- Not Recovered/Not Resolved - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - Results in Death) immunisation - Not applicable - [n/a - n/a -
Years Intramuscular])
10007864731
Elickorscad | ) : Cerebrovascular accident (4d - Fatal - Results in Death, Other Medically Important Condition), Hyperhidrosis (1d -
14176 ] n .4 (2021-03- |Healthcare EEA mg;eg 5 |Fomale Unknown - Results in Death, Other Medically Important Condition), Hypertension (1d - Unknown - Results in Death mﬂﬁgﬁ ggﬁmﬁ?ﬁmf _1?]))1};[ ?19
EU-EC- | & 09 Professional Other Medically Important Condition), Tachycardia (3d - Unknown - Results in Death, Other Medically Important PP
r Years .. Intramuscular])
10007864662 Condition)
INLYTA [AXITINIB] (S- Renal cancer - Dose not
changed - [n/a - 3mg - Oral]), KEYTRUDA
[PEMBROLIZUMAB] (S - Renal cancer - Dose not
changed - [n/a - n/a - Intravenous drip]), SPIKEVAX
[COVID-19 MRNA VACCINE MODERNA (CX-
Elick or scal | ; 4 024414)] (S- COVID-19 immunisation - Not
i |2021-03- |Healthcare 65-85 . . . . . applicable - [n/a - 1{DF} - Intramuscular]),
: - - - X - -
14177 EU-EC- 09 Professional EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death) [ATORVASTATIN, ATORVASTATIN CALCTUM] (S
10007864521 ; - Dyslipidaemia - Dose not changed - [n/a - 40mg -
Oral]), [COLECALCIFEROL] (S- Vitamin
supplementation - Dose not changed - [n/a - 1{DF} -
Oral]), [LERCANIDIPINE HYDROCHLORIDE] (S-
Product used for unknown indication - Dose not
changed - [n/a - 20mg - Oral])
Blick or seal [ Wi 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14178 EU-EC- : : 09 Professional EEA than 85 |Female |Hyperthermia (n/a - Recovered/Resolved - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007864492 Years Intramuscular])
elick or sear 5021.03-|Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
14179 : EEA Female |Ischaemic stroke (12d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mg -
EU-EG & 1. (09 Professional Years Int Jlar])
10007863925 : ntramuscular]
E— i 5021.03.Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
14180 EU-EC- . 09 Healthcare EEA than 85 |Female |Malaise (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mg -
10007863891 Professional Years Intramuscular])
lick or sea M COMIRNATY [TOZINAMERAN] (S- COVID-19
Y ore . — . . . -
I h - - - - i N - - . . . .
14181 pUEC 2 2021-03 Healthqare EEA than 85 |Female .General physical health deterioration (n/a - Fatal - Results in Death), Hypotension (n/a - Recovering/Resolving - Results immunisation - Not applicable - [n/a - 1{DF} -
09 Professional in Death)
10007863518 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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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Elick or soar B |00 1.03- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14182 : . EEA than 85 [Female |Loss of consciousness (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- : 09 Professional v Int Jlar])
10007863266 ; cars plrarmuscerar
lick or scal i 2021-03- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
: ) ) . . i . _ 3 )
14183 EUEC- |4 A 09 Professional EEA Vears Male  [Haemorrhage (2d - Fatal - Results in Death) imtmmlsatllﬁ)n])Not applicable - [n/a - 30ug
10007862787| & ik ntramuscular
INLYTA [AXITINIB] (S- Renal cancer - Not
applicable - [n/a - 3mg - Oral]), KEYTRUDA
Elickorscad |; o [PEMBROLIZUMAB] (S- Renal cancer - Not
X 41 2021-03-|Healthcare 65-85 . applicable - [n/a - 200mg - Intravenous drip]),
: - -
14184 pupe | =309 Professional |C Years |Vele  |Sudden death (1d- Fatal - Results in Death) SPIKEVAX [COVID-19 MRNA VACCINE
10007862664 B3, ; MODERNA (CX-024414)] (S- COVID-19
immunisation - Not applicable - [n/a - n/a -
Intramuscular])
Blickcor scal e A COMIRNATY [TOZINAMERAN] (S- COVID-19
14185 R | 2021-03- [Healtheare —fppy 16585y e (1d- Fatal - Results in Death) immunisation - Drug ithdrawn - [1/a - 30ug -
EU-EC- | & 09 Professional Years Tntramuscular])
10007862227| 23, 3
& 5021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14186 : . EEA than 85 [Male  |Oxygen saturation decreased (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 30ug -
EU-EC- : 09 Professional Y. Int dar])
10007862225 3 cars nlramuserar
m W : % |2021-03-|Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14187 . . EEA than 85 Female |Death (1d- Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 30ug -
EU-EC- : 3% 09 Professional Vear Intramuscular])
10007862220 cars s
: 9021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14188 L : EEA than 85 |Female |Cardiac failure (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 30ug -
EU-EC- 3 09 Professional Vears Intramuscular])
10007862217 23
ElickCor scaf |; :
& 2l (2021-03- (Healthcare More Acute respiratory failure (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - COMIRNATY [TOZTNAMERAN] (8- COVID-19
14189 . EEA than 85 |Female ] immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 09 Professional v Fatal - Results in Death) Int ul
10007862001 : ars ntramuscular])
: Lower respiratory tract congestion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung abscess (n/a - ME
14190 2d (2021-03- g(e):lthcare EEA 65-85 Male Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung disorder (n/a - Fatal - Results in Death, mﬁﬁgg [Illrngamlicable I n/] S _1%);;[ ]_)19
EU-EC- | & 13 (09 Professional Years Caused/Prolonged Hospitalisation), Pleural effusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tntramuscular]) PP
10007861802 : Pyrexia (5d - Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation)
ElickCorscal | 3= ; COVID-19 VACCINE ASTRAZENECA (CHADOXI
:d 2021-03- Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - - ) o
MBI pupe g 2100 [professional | PA|years [Mle  |Cardio-respiratory arrest (0d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- Tmmunisation - Not
10007861689 =, : applicable - [n/a - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: 5021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14192 . . EEA than 85 [Male ~ |[COVID-19 (24d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EG- | & 09 Professional v Int Jlar])
10007861676 22 s nramsear
lick or sca i 9021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14193 : : EEA than 85 [Male |COVID-19 (21d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- o L3 09 Professional Vears Intramuscular])
10007861668| =¥. ]
Rlick or scal [ COMIRNATY [TOZINAMERAN] (S- COVID-19
14194 2021-03-|Healthcare —pp 0585 pemale |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 09 Professional Years Int dar])
10007861582 nlramuseuiar
Elickcor scal [ 2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14195 . EEA than 85 [Male  |Cardiac failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- o 09 Professional Vears Tntramuscular])
10007861540/ i
Elickcor scal i 5021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14196 . EEA than 85 |Female |(COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | 54 09 Professional Y Int Jar])
10007861224| 3% cans nlramuseuiar
: More Fatigue (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise!
14197 21 2021-03- Healthcare Non EEA  |than 85 Male (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 09 Professional v, aspiration (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |immunisation - Not applicable - [1d - n/a - n/a])
ears L
10007860270 ] Condition)
gk or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
14198 i (2021-03- Healthcare Non EEA 18-64 Female Arthralgia (n/a - Unknown - ), Back pain (n/a - Unknown - ), Coronavirus test positive (n/a - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | 09 Professional Years Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - ), Pyrexia (5d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007859873 applicable - [n/a - 1{DF} - Intramuscular])
: .
2021-03- |Healthcare EEA than 85 |Fermale COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S - COVID-19
14199 gu.pc A5 |09 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007859715 .
14200 2021-03- II\{];):Ithcare Non EEA 65-85 Male Dysphagia (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 09 . Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10007859517
:
:i (2021-03-|Healthcare More Acute respiratory failure (1d - Fatal - Results in Death), Productive cough (1d - Fatal - Results in Death), Pyrexia (1d - COMIRNATY [TOZIN. . ] (8- COVID-19
14201 . EEA than 85 |Female ] immunisation - Not applicable - [n/a - .3mL -
EU-ECG-  |& 09 Professional Fatal - Results in Death)
10007858733 4 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=10007859517&_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 VACCINE ASTRAZENECA (CHADOX1
. 411 2021-03- | Healthcare 18-64 L . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14202 EU-EC- : 08 Professional Non EEA Vears Male  [Immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10007857499 - n/a - Intramuscular])
L COVID-19 MRNA VACCINE MODERNA (CX-
14203 41 (2021-03- Healthcare Non EEA 65-85 Male Cognitive disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Unresponsive to  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |4 08 Professional Years stimuli (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007857430 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | § COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-03- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . A
14204 oy pc S |08 Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007857398| & ‘o applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
] 2021-03- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14205 EUEC |7 08 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007857364 i applicable - [n/a - n/a - Intramuscular])
" Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Fatal - Results in Death,
= Caused/Prolonged Hospitalisation), Blood pressure decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac COVID-19 MRNA VACCINE MODERNA (CX-
14206 2021-03- | Healthcare Non EEA 65-85 Male failure congestive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiomyopathy (n/a - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | &% L+ |08 Professional Years in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10007857353 ; Hospitalisation), Oedema peripheral (n/a - Unknown - Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - |applicable - [n/a - 1{DF} - Intramuscular])
Unknown - Caused/Prolonged Hospitalisation), Urinary incontinence (n/a - Unknown - Caused/Prolonged Hospitalisation)
[ : Blue toe syndrome (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
- — _\f 2021-03- Non Not Medically Important Condition), Feeling cold (n/a - Unknown - ), Heart rate increased (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14207 EU-EC- : : 08 Healthcare Non EEA Specified Male  [Hospitalisation), Myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
10007857293 : . ' Professional Condition), Peripheral swelling (n/a - Unknown - ), Pneumothorax (n/a - Unknown - Caused/Prolonged Hospitalisation), PP
Pyrexia (5d - Recovered/Resolved - ), Skin discolouration (n/a - Unknown - ), Tremor (n/a - Unknown - )
Elick or scall | 3= : More COVID-19 MRNA VACCINE MODERNA (CX-
2k =1 2021-03- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
14208 EU-EC- 1 E® 08 Professional Non EEA ;]{1:;55 Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007857264 T applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
24 2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1929 pupc |4 08 |Professional |0 EFA - [than 85 fFemale Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10007857240 applicable - [n/a - 1{DF} - Intramuscular])
Eickorscad || COVID-19 MRNA VACCINE MODERNA (CX-
. 2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
2100 pupe g 08 [Professional |NOMEEA Iy Male  Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007857198 applicable - [n/a - 1{DF} - Intramuscular])
More Arrhythmia (2d - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (2d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA, (CX-
2021-03- | Healthcare - - - . - 024414) [COVID-19 MRNA VACCINE MODERNA
14211 . Non EEA  |than 85 [Female |Death, Other Medically Important Condition), Fall (2d - Fatal - Results in Death), Hip fracture (2d - Fatal - Results in . L
EU-EC- | & 08 Professional Vears Death, Other Medically fmportant Condition) - (CX-024414)] (S- COVID-19 immunisation - Not
10007856908 2eath, y Imp: 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=10007857353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857293&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857264&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857240&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856908&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare Not L . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14212 EUEC |73 B | o Professional Non EEA Specified Female |Immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10007856762 . y - n/a - Intramuscular])
click or scarl ;. COVID-19 MRNA VACCINE MODERNA (CX-
14213 4 2021-03- Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Hyperventilation (n/a - Unknown - ), Muscle rigidity (n/a - Unknown - ), Vomiting  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007856680 Unknown - [n/a - 1{DF} - Intramuscular])
Elickor scad More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14214 EU-FC- ] 08 Professional Non EEA %:'1;11- S85 Female |Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007856572 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal | COVID-19 MRNA VACCINE MODERNA (CX-
! 2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: : - - . L
1215 pupe | EdEals o Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007856556 h applicable - [n/a - 1{DF} - Intramuscular])
Etick or scad |; More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12180 pupc |5 08 |Professional | FFA - |than 85 [Male Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10007856535 applicable - [n/a - 1{DF} - Unknown])
Bone fragmentation (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Road traffic accident (n/a -|COVID-19 MRNA VACCINE MODERNA (CX-
14217 2021-03-|Healthcare Non EEA 18-64 Female Fatal - Results in Death), Spinal compression fracture (n/a - Fatal - Results in Death), Spinal stenosis (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years Results in Death), Subdural haematoma (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in |(CX-024414)] (S- COVID-19 immunisation - Not
10007856527 ] Death) applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | = More COVID-19 MRNA VACCINE MODERNA (CX-
1(2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
14218 pupc 08 |Professional |o"FFA - |than 85 Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007856235 applicable - [n/a - 1{DF} - Intramuscular])
b More COVID-19 MRNA VACCINE MODERNA (CX-
21 2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14219 EUEC |3 A |0 Professional Non EEA 21{1;11-585 Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007856056/ =¥ i applicable - [n/a - 1{DF} - Intramuscular])
; More COVID-19 MRNA VACCINE MODERNA (CX-
71 12021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14220|  pygpc 08 Professional Non EEA 21{1:;1“85 Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation -
10007856013 Unknown - [n/a - 1{DF} - Intramuscular])
Eick or scall | § : More COVID-19 MRNA VACCINE MODERNA (CX-
14221 31 (2021-03-|Healthcare Non EEA  |than 85 |Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - ), Head injury (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ey |08 Professional Vears Unknown - ), Injection site ulcer (n/a - Unknown - ), Malaise (n/a - Unknown - ), Neck pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007855849 1 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=10007856762&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856535&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856527&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856013&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855849&_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
A2021-03- Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - ) . A .
14222 EU-EC. |5 08 Eea%thc-area] EEA Specified Female |Pulmonary oedema (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/al)
10007855458| 4k rofession
lick or scal : Non More ME
14223 g 202103 |pecltheare  |EEA than 85 |Male  |Respiratory distress (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- iy |08 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10007855456 h
Rlick orscal : More TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14224 . (2021-03- |Healthcare Non EEA  |than 85 Male COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Coma (n/a - Unknown - Other Medically immunisation - Not applicable - [1d- /a -
EU-EC- 08 Professional Important Condition), Vascular dementia (n/a - Unknown - Other Medically Important Condition) PP
3 ! Years Intramuscular])
10007855453
or scaij i COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-03- | Healthcare 18-64 . s . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ), - - ) . P
14225 poupc | 08 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007855299 applicable - [n/a - 1{DF} - Intramuscular])
Eickorscal |14 : COVID-19 MRNA VACCINE MODERNA (CX-
iy 24 2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . P
126 pupc |G 08 |Professional |NOMEEA |yeys  [Female |Death (n/a- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007855292 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
427 pupc | 08 |Professional |0 EFA - [than 85 Vale - Death (1d- Fatal - Results In Death (CX-024414)] (- COVID-19 immunisation - Not
10007855182 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad |; : COVID-19 MRNA VACCINE MODERNA (CX-
- 21 | 2021-03- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . P
14228 pupc | 08 |Professional |NOMEEA |y Male |Cardiacarrest (wa- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007855081 & applicable - [n/a - 1{DF} - Intramuscular])
B More
14229 412021-03- |Healthcare Non EEA  |than 85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | & 08 Professional v, Hospitalisation), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a)])
10007854735 cans
3 Wi More Cough (1d- Fatal - Results in Death), Increased bronchial secretion (1d - Fatal - Results in Death), Productive cough (1d- COVID-19 A VA MODERNA (CX-
2021-03-|Healthcare - - X N . 024414) [COVID-19 MRNA VACCINE MODERNA
14230 . Non EEA  [than 85 |Male  |Fatal - Results in Death), Rhinorrhoea (1d - Fatal - Results in Death), Secretion discharge (1d - Fatal - Results in . L
EU-EC- 08 Professional Vears Death), Swelling face (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007854709 - > S Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal = 1 More COVID-19 MRNA VACCINE MODERNA (CX-
14231 x4 (2021-03- |Healthcare Non EEA  |than 85 |Male Death (n/a - Fatal - Results in Death), Disorientation (n/a - Unknown - ), Fall (n/a - Unknown - ), Pruritus (n/a - Unknown -{024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 08 Professional Vears ), Swelling (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007854640 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-03- [Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ), - - : P
14232 EU-EC- | e Professional Non EEA %1:;585 Male  |Death (1d - Fatal - Results in Death), Immobile (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007854460 y 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=10007855458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855456&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855453&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855292&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854735&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854709&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854460&_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
: W COVID-19 MRNA VACCINE MODERNA (CX-
14233 4 12021-03- | Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Unknown - Life Threatening), Death (1d - Fatal - Results in Death), Syncope (n/a - Unknown - Other (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 08 Professional Years Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10007854316| Ziga Unknown - [n/a - 1{DF} - Intramuscular])
:
14234 21 (2021-03-|Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - ), Injection site pain (n/a - Unknown - ), Nausea (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : 08 Professional Years Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007853884
. ¥ 12021-03- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
¥ el . - - i N i - -), - - . C . . B
14235 BU-EC- . 08 Professional EEA 21(12111 85 [Male  |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Muscular weakness (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
. ears
10007853867
or scail Cardiopulmonary failure (n/a - Fatal - Results in Death), Conjunctival oedema (n/a - Fatal - Results in Death), Lip
14236 2021-03- |Healthcare EEA 65-85 Male swelling (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Mouth swelling (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 08 Professional Years Death), Peripheral swelling (n/a - Fatal - Results in Death), Swelling face (n/a - Fatal - Results in Death), Swollen tongue |immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10007853323 i (n/a - Fatal - Results in Death)
Qr _scail 1 ) NOn
XH 2021-03- 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- =) - - bl - - 3 3 3 3
14237 pygc 08 Hea]thqare EEA Vears Female |Dyspnoea (0d - Recovering/Resolving - ), Dyspnoea (n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ) immunisation - Not applicable - [r/a - 1 {DF} - n/a])
Professional
10007853168
ElickCor scad |;
14238 2021-03- |Healthcare EEA 65-85 Female Body temperature increased (n/a - Recovering/Resolving - ), Chills (1d - Recovered/Resolved - ), Fatigue (1d - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | &% 1 (08 Professional Years Recovered/Resolved - ), Hepatitis C (n/a - Fatal - Results in Death), Jaundice (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007853159
2021-03- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
14239 EU-EC | g% n 08 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007853156 ]
- on
14240 2021-03- Healthcare EEA 65-85 Male Arthralgia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 08 . Years Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
L Professional
10007853137
14241 2021-03- |Healthcare EEA Not Male Body temperature increased (n/a - Unknown - ), Cardiac disorder (n/a - Fatal - Results in Death), Decreased appetite (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- g 08 Professional Specified Unknown - ), Fatigue (n/a - Unknown - ), Malaise (n/a - Unknown - ), Nausea (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007853115
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - . S
4 pupc | fEEEER g |Hedthare ERA Specified Fomale. |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVD-19 immunisation
10007853107| ks : - Not applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854316&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853168&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853159&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853137&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853115&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007853107&_xpt=1&_xf=pdf
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Date Regulatory
Purposes
i :
al (2021-03- Healthcare 65-85 . . . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
14243 EUEC. | & B0 Professional EEA Vears Male  |Ischaemic cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10007853096 :
: Non More
14244 R [2021-03- | altheare  |EEA than 85 (Male  |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EG- | ran 08 Professional v, immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007853082 2 olessiond cans
Elick or scad | ;=2 Asthenia (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (1d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
14245 3 2021-03- Healthcare Non EEA 65-85 Female Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Nausea (1d - Fatal - Results in Death, Life 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC | k& 4 (08 Professional Years Threatening, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (1d - Fatal - Results in Death, Life Threatening, |(CX-024414)] (S- COVID-19 immunisation - Not
10007852907 | s a: Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
i More
1 (2021-03- Healthcare . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl .
14246 g |7 08 Professional EEA 'glan 85 |Female |Cardiovascular disorder (Od - Fatal - Results in Death) mumisation - Not applicable - [/a - 1/a - n/a)
10007852817 cans
Elick or scaf |; : More
14247 221 2021-03-|Healthcare EEA than 85 [Male Cardiovascular disorder (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death), Oxygen saturation COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- H3 08 Professional v, decreased (1d - Fatal - Results in Death), Respiratory disorder (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
b ! ears
10007852816,
- :
21 (2021-03- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
14248 EU-EC- : 08 Professional EEA Years Female  (Sudden death (Od - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10007852815
Elickcor scal [ More COVID-19 (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Unknown - COVID-19 A VA MODE (CX-
2021-03- | Healthcare . . o 3 o R 024414) [COVID-19 MRNA VACCINE MODERNA
14249 . Non EEA  [than 85 |Female |Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (1d - Fatal - Results in . L
EU-EC- | £=8 08 Professional Vears Death), Seizure (n/a - Unknown - Caused Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007851949| 3, Death), P applicable - [n/a - 1{DF} - n/a])
i More COVID-19 MRNA VACCINE MODERNA (CX-
14250 a1 2021-03- Healthcare Non EEA  |than 85 |Female Aortic aneurysm rupture (1d - 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
10007851423 ; applicable - [n/a - 1{DF} - Intramuscular])
14251 ¥ 2021-03- | ealthcare |EEA than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 08 Professional Vears n/a - [n/a - n/a - Intramuscular])
10007850739
lickcor scal [ 5021-03- Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -|
14252 EU-EC- 08 Healthcare EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Influenza like illness (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - Intravenous (not otherwise
10007850737 : Professional Years specified)])
Non
2021-03- Not . COMIRNATY [TOZINAMERAN] (S - Immunisation -
) - R
14253 EUEC |} 08 Healthgare EEA Specified Female |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007850721 ; Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007851949&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007851423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850739&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850737&_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
T 2021-03- Cardiac failure (n/a - Fatal - Results in Death), Electrolyte depletion (n/a - Not Recovered/Not Resolved - ), Vomiting (n/a - |COMIRNATY [TOZINAMERAN] (S - Immunisation -
14254 Healthcare EEA than 85 |Female
EU-EC- ) L3 |08 Professional v, Not Recovered/Not Resolved - ) n/a - [n/a - n/a - Intramuscular])
10007850528 ; rofession s
b [2021-03-|Healthcare . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - ), - -
14255 ppC : R 08 Professional EEA glan 85 |Male  [Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) Wa - [a - n/a - Intramuscular])
10007850420 'a; cars
2021-03- Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -
14256 BU-EC- ; B | o Healthcare EEA than 85 [Male  |Cercbral haemorrhage (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10007850328 ) Professional Years specified)])
Hikorsal ¥ 2021-03- [N 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation
14257 ;! “°"|Healthcare ~ |EEA 3 Male  |Death (n/a - Fatal - Results in Death) . .
EU-EG- | g .+, |08 Professional Years n/a - [n/a - n/a - Intramuscular])
10007850264 ; rotessiona
liccor scal b3 : Non COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), s
14258 g [2021-03- |peltheare  |EEA 6585 |pomale |[Dementia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC | £3 5 |08 Professional Years Resolved - Caused/Prolonged Hospitalisation) n/a- [n/a - n/a - Intramuscular])
10007850261 i
: Non
=1 12021-03- Not Not . COMIRNATY [TOZINAMERAN] (S - Immunisation -
. . - -), - -
14259 EUEC |3 08 E:jfl‘gslsciirga] EEA Specified Specified COVID-19 (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10007850259| =
m i '_ 2021-03- Non 18-64 COMIRNATY [TOZINAMERAN] (S - Immunisation -|
14260 EU-EC- 0% . 08 Healthcare EEA Vears Female |Acute myocardial infarction (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10007850257 4% . Professional specified)])
2021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
14261 EU-EC- i 08 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death), Nausea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intravenous (not otherwise
10007850256] 2 ) Professional specified)])
: 8% |12021-03-[Non 18-64 COMIRNATY [TOZINAMERAN] (S - Immunisation
. -03- - i i . - N
14262 EU-EC- |1 08 Eea}thgaxe | EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007850255 25 rolessiona
: Non
=1 2021-03- 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- - , - ), - -
14263 EU-EC- 08 }})Iﬁ;};;irga_] EEA Years Female [Acute respiratory failure (3d - Fatal - Results in Death), COVID-19 (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) na - [n/a - n/a - Siboutancous])
10007850254
Klick or scal V5 ; 5021-03- Non More Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Pleural effusion (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S- Immunisation -
14264 : Healthcare EEA than 85 |Female |Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Not Recovered/Not Resolved - Caused/Prolonged
EU-EC- 3 i 08 . T n/a - [n/a - n/a - Intramuscular])
[ i Professional Years Hospitalisation)
10007850248 [
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850255&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850254&_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
 1021-03- Non More C-reactive protein mcregse@ (I?/a - Unknown - Caused/Prolonged.Hospltahsanon), Chronic kidney disease (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S- Immunisation -
14265 Healthcare EEA than 85 [Female |Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Fall (n/a - Unknown - Caused/Prolonged
EU-EC- | § 3 (08 Professional v, Hospitalisation), Pyrexia (n/a - Unkn ) n/a - [n/a - n/a - Subcutaneous])
10007850245 rofession ears ospitalisation), Pyrexia (n/a - own -
lick or scal : Non More
14266 f [2021-03- yeitheare  |EEA than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 3 08 Professional Vears n/a - [n/a - n/a - Intramuscular])
10007850244/ 2
Mol o2 i |2021-03- " 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
14267 : Healthcare EEA Male  [COVID-19 (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death)
EU-EC- 08 Professional Years n/a - [n/a - n/a - Intramuscular])
10007850243 olessiona
or scaj -
2021-03-[Non More COMIRNATY [TOZINAMERAN] (S- Immunisation -
14268 : Healthcare EEA than 85 |Female |Apathy (n/a- Unknown - ), Death (n/a - Fatal - Results in Death)
EU-ECG- | & 08 Professional Vear n/a - [n/a - n/a - n/a])
10007850235 olessio cars
Rlickcor scad | 5021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
14269 Healthcare EEA Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
EU-FC 08 Professional Years ecified)])
10007850231 P
: Non More
=112021-03- Altered state of consciousness (n/a - Unknown - ), Cerebral infarction (11d - Fatal - Results in Death), Hemiparesis (n/a- |COMIRNATY [TOZINAMERAN] (S - Immunisation -
14270 Healthcare EEA than 85 [Male
EU-EC- | &5 08 Professional v, Unknown - ) n/a - [n/a - n/a - Subcutaneous])
10007850229 ; rofession cars
Rlickcor scad | '_ 2021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
14271 EU-EC- : L 08 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10007850228 24 2} Professional specified)])
i 5021-03- Non 65-85 Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Dehydration (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
14272 EU-EC- ] : 08 Healthcare EEA Vears Female [Resolved - ), Diarrhoea (n/a - Not Recovered/Not Resolved - ), Gastrointestinal pain (n/a - Unknown - ), Nausea (n/a - n/a - [n/a - n/a - Intravenous (not otherwise
10007850227 ) Professional Unknown - ), Oliguria (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Unknown - ) specified)])
e 3 2021.03.Non More COMIRNATY [TOZINAMERAN] (S- Immunisation -
14273 ¥ Healthcare EEA than 85 [Female |Asthenia (n/a - Unknown - ), Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Lethargy (n/a - Unknown - )
EU-EC- | & L3 108 Professional Vear n/a - [n/a - n/a - Intramuscular])
10007850226 ; olessio e
m [ 4 Non Arrhythmia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), o
14274 g (2021-03- |y heare [EEA Not  |pale |Dysphonia (n/a - Not RecoveredNot Resolved - Caused/Prolonged Hospitalisation), Feeling cold (n/a - Not RecoveredNot ~ [COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EG- | & 08 Professional Specified Resolved - Caused/Prolonged Hospitalisation), Tachycardia (n/a - Not Recovered/Not Resolved - ) n/a- [n/a - n/a - n/a])
10007850224
LS ) 12021-03- E‘e’; e |EEA ?&68 s |Female|Chest pain (n/a - Not RecoveredNot Resolved - ), Death (n/a - Fatal - Results in Death), Gut inabilty (n/a - Not ﬁ%ﬁﬁ:?ﬁﬁq ‘IOUS‘IE(IEO% JO] t(hse'wlw‘?;“‘m‘sa“"“ -
EU-EC- &1 (08 Professional v, Recovered/Not Resolved - ), Quadriparesis (n/a - Not Recovered/Not Resolved - ) ifi
10007850222 .} rofession: ‘ears specified)])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i 2021-03- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
14276 EU-EC- . 08 Healthcare EEA Vears Female |Bedridden (n/a - Unknown - ), Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10007850221 £ Professional specified)])
: 5021-03- Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -|
14277 EU-EC- ] : 08 Healthcare EEA than 85 Female |Death (n/a - Fatal - Results in Death), Respiratory distress (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - Intravenous (not otherwise
10007850219 Professional Years specified)])
Rlick or scal [E' : Non More o L
14278 el |2021-03- Healthcare EEA than 85 |Female COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EG- | § 08 : Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
Professional Years
10007850217/ =i
s Non
=1 12021-03- 65-85 . . Lo COMIRNATY [TOZINAMERAN] (S - Immunisation -
- - , - -
14279 FUEC | 2& 08 ll;leatl‘thc'are | EEA Vears Male  [Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Unknown - ) v/a - [1va - 1 - Tntranuscular])
10007850212 rolessiona
. % 2021-03- N0 More COMIRNATY [TOZINAMERAN] (S~ Immunisati
14280 ; " |Healthcare EEA than 85 |Female |Death (n/a - Fatal - Results in Death) - [mmumsation -
EU-EC- | i3 08 Professional Vears n/a - [n/a - n/a - Intramuscular])
10007850211 | 24
: Non More
14281 g 202103 ealthcare  [EEA |than 85 |Female |Atial fibrillation (1d - Fatal - Results in Death), Haemoglobin decreased (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (- Immunisation -
EU-EC- | & 08 Professional Vears n/a - [n/a - n/a - Intramuscular])
10007850202 :
KlickCor scad |; : Non More
14282 =1 (2021-03- Healthcare EEA than 85 [Male Arrhythmia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Disturbance in COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- : 08 . attention (n/a - Unknown - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
it ) Professional Years
10007850200
fick or s Non COMIRNATY [TOZINAMERAN] (S - Immunisati
2021-03-| Healthcare Not  |Not . - Immunisation -
14283 g gC 2R g Professional EEA Specified Specified Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10007850196
m i3 2021-03- Non More COMIRNATY [TOZINAMERAN] (S - Immunisation -|
14284 EU-EC- . 08 Healthcare EEA than 85 [Female |Dyspnoea (n/a- Unknown - ), Nasopharyngitis (n/a - Unknown - ), Pneumonia (8d - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10007850192 2 Professional Years specified)])
2021-03- Non 18-64 COMIRNATY [TOZINAMERAN] (S - Immunisation -
14285 EU-EC- 1 08 Healthcare EEA Vears Male  |Respiratory failure (18d - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10007850191 ; Professional specified)])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850200&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850196&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850192&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850191&_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
2021-03- 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
14286, EUEC. | & 08 Eea}thc_areal EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Unknown - ) na - [n/a - n/a - Intramuscular])
10007850188 rofession
lick or scal Non More
2021-03- . . ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- ), - -
14287 EUEC- |7 : 08 Healthgare EEA than 85 |Female |Asymptomatic COVID-19 (n/a - Unknown - ), Respiratory distress (5d - Fatal - Results in Death) a - [n/a - /a - Intramuscular])
Professional Years
10007850187 :
& 2021-03-Non 18-64 COMIRNATY [TOZINAMERAN] (S- Immunisation
- - - . . _ _ . X = o - - i ) i
14288 EUEC |3 08 Eealpthqare | EEA Vears Male  |Anaphylactic reaction (0d - Fatal - Results in Death), Respiratory distress (0d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007850179 rolessiona
ek or scal |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
: 2021-03-|Healthcare 18-64 L . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14289 EUEC. | 08 Professional Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10007850162 & ; applicable - [n/a - n/a - Intramuscular])
Klick or scal | 3= Non
14290 2021-03- Healthcare EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Hepatic failure (n/a - Fatal - Results in Death), Multiple COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- | 5% 08 : Years organ dysfunction syndrome (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
Professional
10007850085
: 1021-03- Non 65-85 Cerebral haemonhage (n/a - Fatal Results.m Death Cer;brovgscular accident (n/a Fat.al Results in Death Cramal COMIRNATY [TOZINAMERAN] (S- Immunisation -
14291 Healthcare EEA Female |nerve decompression (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death), Loss of consciousness
EU-EC- | & 08 : Years n/a - [n/a - n/a - Intramuscular])
Professional (n/a - Not Recovered/Not Resolved - )
10007850083
Rlickcor scal [ '_ 2021-03-|Healthcare More Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S- COVID-19
14292 [ : . EEA than 85 |Female |Resolved- ), Oedema peripheral (n/a - Not Recovered/Not Resolved - ), Pyrexia (3d - Recovered/Resolved - ), Vomiting (2d - |. ol
EU-EC- 5 08 Professional immunisation - n/a - [n/a - 1{DF} - Intramuscular])
5 Years Unknown - )
10007849887/ =L :
i More
2 2021-03- Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; N R
14293 EU-EC. |3 Ak | Professional EEA t\l{lan 85 |Female |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007849421 | AArr el cans
P 2021-03-|Healthcare 65-85  [Not . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
. . - - —)
14294 EU-EC- : 13 |08 Professional EEA Years  [Specified Death (n/a - Fatal - Results in Death - n/a - Intramuscular])
10007849163 ]
Clickorscad |5
2021-03- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
14295 FUEC |1 08 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death, Life Threatening) ; isation - /a - [n/a - n/a - n/a])
10007848934
2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
14296 EU-EC- 08 Professional EEA Years Mele  |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a))
10007848907 :

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=10007850188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850187&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850179&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850162&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007850083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007849887&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007849421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007849163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007848934&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007848907&_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 : Acute abdomen (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intestinal ischaemia
14297 i | 2021-03- | Healthcare EEA 65-85 Male (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 08 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Life |immunisation - n/a - [n/a - n/a - Intramuscular])
10007848073 Threatening, Caused/Prolonged Hospitalisation)
click or scarl : More
14298 % [2021-03-Healthcare —|pp than 85 [Male  [Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG-  |{ iy |08 Professional Vears immunisation - n/a - [n/a - n/a - n/a])
10007848072 h
: ¥4 12021-03- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% . - - i . . .
14299 EU-EC- 08 Professional EEA glan 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007847808 : cans
> : Anaphylactic reaction (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal -
— A 2021-03- | Healthcare More Results in Death, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death), Pumonary |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14300 EU-EC- : : 08 Professional Non EEA  [than 85 |Female |congestion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachycardia (n/a - Fatal - Results in Death, [immunisation - Not applicable - [n/a - .3mL -
10007847612 Years Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Caused/Prolonged Intramuscular])
b Hospitalisation)
Elickcor scal : 5021-03- Non Not Asymptomatic COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14301 : Healthcare Non EEA .. (Male |Fatal - Results in Death, Other Medically Important Condition), Systemic inflammatory response syndrome (n/a - Fatal - | L .
EU-ECG- |& 08 . Specified n - e immunisation - Not applicable - [1/a - n/a - n/a])
Professional Results in Death, Other Medically Important Condition)
10007846442
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14302 EU-EC- 07 Professional Non EEA Vears Male  [Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007842943 - Not applicable - [1d - n/a - n/a])
Elickor seal | : Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
pe =1 12021-03- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - -
14303 pupc & 07 E:jggsciir;al Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007840224 n/a - n/al)
= More COVID-19 VACCINE ASTRAZENECA (CHADOX1
143 2021-03- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - R
14304 EUEC. |3 07 Professional Non EEA glan 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007840139 cars n/a - n/a))
; 'r*. ’ More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i | 2021-03- | Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14305 EU-EC- 07 Professional Non EEA ?:;ISSS Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [ 1d
10007838811 - n/a - n/al)
Elickor scall | ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14306, EU-EC- : ER 06 Professional Non EEA gl(leaarll_SSS Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007833706 : - Not applicable - [1d - n/a - n/a])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 (2021-03- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - R
14307 pupe |3 06 Professional | oM EEA  |yrors  [Female |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007833623 ;] 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=10007848073&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007848072&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007847808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007847612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007846442&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007842943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007840224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007840139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007838811&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007833706&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007833623&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1490 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
= " More COVID-19 VACCINE ASTRAZENECA (CHADOX1
31 |2021-03- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
1308 pupc |3 06 |Profesional |NonEFA - |than 85 [Male Death (1d-Fatal - Results in Death (CHADOX1 NCOV-19)] (- COVID-19 immunisation
10007832037 7 - Not applicable - [1d - 1{DF} - Intramuscular])
. Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
3112021-03- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14309 coupc |3 06 Eeallvthqare | Non EEA |/ o [Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10007832034 rolessiona - n/a- n/a])
Elickor scad | =4 ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 2021-03- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . o
14310 BU-EC. | d 06 Professional Non EEA 21(12111 85 |Female |Death (1d- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007831208 cars - Not applicable - [1d - 1 {DF} - Intramuscular])
or scail More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
831 pype |3 06 Professional | on EEA g‘j;fs Male | Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007831157 | i3#iceg - Not applicable - [1d - n/a - n/a])
Elick or scal | ; i COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . o
14312 EU-EC- 06 Professional Non EEA Years Male [Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007831132 - Not applicable - [1d - n/a - n/a])
i COVID-19 VACCINE ASTRAZENECA (CHADOX]
2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
? - R
14313 pygc 06 Professional | oM EEA  |yors  [Male  [Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007831131 n/a - n/a])
Elickor scal | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - :
M pupe | 06 |Professional | "M EEA Iqecifieqfemale |Death (wa - Fatal - Results in Death) (CHADOXI NCOV-19)] (S~ 1/a - Not applicable - [/a
10007831130, - n/a - n/al)
; :" COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
14315 BU-EC- . 06 Professional Non EEA Years Male  |Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death), Death (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
10007831124 - n/a - n/a])
= COVID-19 VACCINE ASTRAZENECA (CHADOX1
14316 ! 2021-03- |Healthcare Non EEA 65-85 Female Arteriosclerosis (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 06 Professional Years Unknown - Results in Death), Myocardial ischaemia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10007831122| &k - n/a - n/a])
Elickorscad | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85  [Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14317 EU-EC- . 06 Professional Non EEA Years | Specified Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007830636 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=10007832037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007832034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007831208&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007831157&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007831132&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007831131&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007831130&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007831124&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007831122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007830636&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14318 pupc %06 Professional NN EEA - [yarg  [Male  [Death (1d- Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007827141 n/a - n/aJ)
Elickor scal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 |2021-03- | Healthcare 18-64 . . . . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14319 EU-FC- . |06 Professional Non EEA Vears Male  [Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007827040; - Not applicable - [n/a - n/a - n/a])
Bk or scad | B2 ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
31 12021-03- | Healthcare Not . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14320 EU-EC. | 06 Professional Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
10007827032 - n/a - n/aJ)
Etick or scad |; #." More COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2021-03- |Healthcare L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . o
14321 EUEC |1 06 Professional Non EEA ?:;ISS Male  |Myocardial ischaemia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007826812 - Not applicable - [1d - n/a - n/a])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare Not . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14322 EU-EC. |: 06 Professional Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10007826807 - Not applicable - [n/a - n/a - n/a])
Elickor sca |; More COVID-19 VACCINE ASTRAZENECA (CHADOXI
: 2021-03- |Healthcare L . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - :
14323 EUEC | 06 Professional Non EEA %?:;:5 Female |Myocardial infarction (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [ 1d
10007826800 - n/a - n/a)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
14324 2021-03- Healthcare Non EEA  |than 85 |Female Deep vein thrombosis (n/a - Unknown - Results in Death), Lethargy (n/a - Unknown - Results in Death), Pulmonary NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 06 Professional Y. embolism (n/a - Unknown - Results in Death), Pulmonary infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007826795 | XLE cars - Not applicable - [n/a - /a - n/a])
Bk or scad | B s COVID-19 VACCINE ASTRAZENECA (CHADOX1
A1 2021-03- | Healthcare 65-85 . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14325 EU-EC- 06 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007825424 *a n/a - n/aJ)
Elickor scad | gt More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14326 EU-EC- : 06 Professional Non EEA ?::ISS Female |Death (0d - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825267 n/a - n/a])
Elickor scall More COVID-19 VACCINE ASTRAZENECA (CHADOX1
Healthcare than 85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
14327|  gugc Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death) (CHADOXT NCOV-19)] (S - n/a - Not applicable - [1d
10007825257 - 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

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=10007827141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007827040&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007827032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007826812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007826807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007826800&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007826795&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825257&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1492 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
= % COVID-19 VACCINE ASTRAZENECA (CHADOX]
4 2021-03-|Healthcare 18-64 . i i, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14328 EU-EC- : : 06 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825255 AEEeEge 1a - n/a))
E' More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) -
143290 pupc |8 06 Professional  ["O" EEA 2}(1:;;%5 Female | Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007825254 3% - n/a - n/a])
ik orscal | i ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
;) 4 2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14330 BU-EC- . 06 Professional Non EEA 21(12111 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007825253 cars 1/a - n/a])
or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare Not  [Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
4B pupe |7 06 [Professional |NOMEEA g ccified Specified AR (2 - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/4
10007825252 - n/a - n/a])
Elick orscal | ;¢ : COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
! - - ) >
14332 EU-EC- 06 Professional Non EEA Years Male | Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Dose not
10007825250 changed - [n/a - 500uL - n/al)
=l More COVID-19 VACCINE ASTRAZENECA (CHADOX]
2021-03- [Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
! - - ) :
14333 pupc |g 06 |Profesional |\o"EFA |than 85 [Male - Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10007825241 - n/a - n/a])
Elickorscad | ;7 : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
W34 pupe |3 06 [Professional |\ FFA - |than 83 Female [Death (1d- Fatal - Results In Death) (CHADOXI NCOV-19)] (S- a - Not applicable - [1d
10007825238 - n/a- n/a])
W More COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-03-|Healthcare . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14335 BU-EC- . 06 Professional Non EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death, Life Threatening, Disabling) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007825057 cars n/a - n/a))
or scal % COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 |2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14336 pupc |g 06 |Professional |NOMEEA vy  (Female |Death (n/a- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007825043 n/a - n/a])
Efick or scall | £ st COVID-19 VACCINE ASTRAZENECA (CHADOX1
BEsLEab |2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14337 EU-EC- 06 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825029 n/a - n/a])

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825255&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825253&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825250&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825238&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825057&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825029&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria":

" Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
A1 2021-03- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
" - R
14338 EU-EC. |3 06 Professional Non EEA gl{laari 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825014 cars n/a - n/a))
click or scarl k: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
1l (2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
14339 EU-EC- 06 Professional Non EEA ?:;ISS Female |Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825011 | =¥ n/a - n/aJ)
Eickorscal | =2 ; (COVID-19 VACCINE ASTRAZENECA (CHADOX1
Al (2021-03- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
? - R
14340 EU-EC. |3 06 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825008 n/a - n/aJ)
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
31 |2021-03- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
% - R
14341 pype |2 06 Professional |NCR EEA |yeors  [Male  [Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007825006| =ik n/a - n/aJ)
Elick or sca | i L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
: a1 2021-03- Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - -
143420 copc |3 06 Professional | Ton EEA ;]{1an 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825004 cars /a - n/a))
1 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
Al (2021-03- [Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: 7 - R
14343 EU-EC- . oo Professional Non EEA gl(la; 85 |[Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007825003 | A3 4 cars n/a - n/a])
Elickorscad | ;73 ; More COVID-19 VACCINE ASTRAZENECA (CHADOXI
1l (2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - Unkn
14344 ppc [ 06 Professional Non EEA $$55 Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10007825002 & n/a - n/aJ)
; 'F.. W More COVID-19 VACCINE ASTRAZENECA (CHADOX1
= Al (2021-03- [Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; 7 - R
14345 FUEC. | d o Professional Non EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007825001 | 3, : cars n/a - n/a))
; ; h COVID-19 VACCINE ASTRAZENECA (CHADOX1
12021-03- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14346 oypc ; 06 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007824993 =i n/a - n/aJ)
gk or scall | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
W47 pupe | 06 |Professional |NO"EEA vy  [Female Death (n/a- Fatal - Results in Death) (CHADOX NCOV-19)] (S- /a - Unknown - [n/a -
10007823979 n/a - n/a])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
9021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14348 BU-EC- . 06 Professional Non EEA Years Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007823135 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

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=10007825014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825011&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825004&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825003&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825001&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007824993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007823979&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007823135&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1494 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
: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
112021-03- | Healthcare . Lo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14349 BU-EC- . 06 Professional Non EEA t\}(]a; 85 |Male  |Death (n/a - Fatal - Results in Death, Disabling) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007820612| =3¢k cars /a - n/a))
click or scarl .. Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-03- 65-85 . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . o
14350 EU-EC. | ] 3|06 g()cag;sciirgal Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007819700/ 2 EaL] - Not applicable - [1d - n/a - n/a])
gk or scal -F'-. ATty Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
L 2021-03- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14351 BU-EC- ] EE 06 Il;lre(z)lg;;:iil;?al Non EEA Vears Male  [Death (1d - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10007819626| FTices - Not applicable - [n/a - 1 {DF} - n/a])
Elick or sca i i More Death (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Not Recovered/Not Resolved - Results in COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 (2021-03-|Healthcare . N . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14352 . . Non EEA  [than 85 [Male  |Death), Malaise (n/a - Not Recovered/Not Resolved - Results in Death), Oxygen saturation decreased (n/a - Unknown - .
EU-EC- | & 7, |06 Professional . . Lo . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
Years Results in Death), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Results in Death)
10007819613 - n/a - n/aJ)
Elick or scal | =3 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; ; R R
14353 EUEC |} |06 Professional Non EEA ?:;ISS Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007819583 | 3= n/a - n/al)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
ciuti (2021-03- Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14354 pupe |3 2106 Professional |\OMEEA  |yors  [Male  [Death (1d- Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007819565/ =23 ] n/a - n/aJ)
Bk or scal | = More COVID-19 VACCINE ASTRAZENECA (CHADOXI1
] ticu (2021-03- |Healthcare . ] . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
14355 EUEC- |7 |06 Professional Non EEA %?:;:5 Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007819560 n/a - n/aJ)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o . - - .
14356 EU-FC- |06 Professional Non EEA t\l{lan 85 |Male  |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Hl-defined disorder -
10007818903 : cars Unknown - [n/a - n/a - n/al)
Bk or scad | B ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
- 5 12021-03- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: 7 R R
14357 EU-EC- |3 06 Professional Non EEA 21{1:;1“85 Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007818799 = n/a - n/aJ)
m [ Non More Dizziness (n/a - Fatal - Results in Death), Lower respiratory tract infection (n/a - Unknown - Results in Death), COVID-19 VA AST CA( Xl
2021-03- N ! X . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14358 ] ; Healthcare Non EEA  [than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Sepsis (n/a - Unknown - CHADO Unl
EUEC £ |06 Professional Years Results in Death) ( XINCOV-19)] (S- w/a - own - [/a -
10007818566 n/a - n/al)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; 7 - R
14359 EU-EC- |4 06 Professional Non EEA gla; 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007818143 - cars n/a - n/a))

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007820612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819700&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819583&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819565&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819560&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007818903&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007818799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007818566&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007818143&_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
2021-03-|Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: 4 . - R
14360 pupe |4 206 Professional | \o" FEA gl{‘ai 85 lopecified Peath (wa - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007817535 s n/a - n/al)
click or scarl More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; 7 - -
14361 EUEC | £ |06 Professional Non EEA ?:;ISS Female |Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10007817146| =¥, n/a - n/aJ)
Bk or scad | B2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
y 2021-03- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- . - - , - -
14362 EUEC |3 06 Professional Non EEA Vears Male  [Chest pain (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007816582 /a - n/a])
or scaij Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- 65-85 i . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; R -
14363 pupc | : |06 E}ﬁgsfif;a] Non EEA Vears Female |Aspiration (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007816563 2 n/a - n/aJ)
Elick or scad |; 1,' COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
14364 EU-EC- 3106 Professional Non EEA Years Female | Death (0d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007815991 - Not applicable - [n/a - .5mL - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
' R -
14365 pupe |8 2106 Professional | oM EEA  |yreors  [Female |Sudden death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007815888| & n/a - n/aJ)
Elick orscad | % COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- |Healthcare More NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14366| EU-EC- 55 06 Professional |Non EEA  |than 85 |Male  |Death (n/a - Fatal - Results in Death), Dehydration (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007815766 r Years 1/a - n/a])
or scaij More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; 7 R R , - R
14367 EU-EC- : 3|06 Professional Non EEA %1:;:5 Female |Death (n/a - Fatal - Results in Death), Hypoxia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007815738 : n/a - n/aJ)
Elick or scal | % COVID-19 VACCINE ASTRAZENECA (CHADOX1
- siell (2021-03- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14368 EU-EC- |06 Professional Non EEA Vears Female |Acute cardiac event (1d - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007815530 - Not applicable - [1d - .5SmL - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
. (2021-03- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; 4 - R
14369 pupe | 06 Professional | oM EEA  |yrors  [Female |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007815474( 2 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=10007816582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007816563&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815991&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815766&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815738&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815530&_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 VACCINE ASTRAZENECA (CHADOX]
A |2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
370 pupe |3 2106 Professional | oM EEA |yors  [Male  |[Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007815089 n/a - n/a])
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
412021-03- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; B ) Unkn
4371 pupe | |06 E:jg;sciirga] Non EEA |, [Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10007814746 335 n/a - n/a])
Elickorscad | ; (COVID-19 VACCINE ASTRAZENECA (CHADOX1
42021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o . - - .
872 pupe |3 106 Professional |O" EEA  |yeors  [Male  |Death (1d- Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [1d
10007814539 vy - n/a - Intramuscular])
or scal i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i |2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
4373 cupc |7 |06 Professional Non EEA ?:;ISSS Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007814477 : 1/a - n/a])
Elick or scal | ;4 : COVID-19 VACCINE ASTRAZENECA (CHADOX1
21|2021-03-|Healthcare Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- . . - - . . .
14374 pupe |3 06 Professional |0 FEA | qeifieqMale | Urosepsis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007814229 - Not applicable - [1d - n/a - n/a])
= More COVID-19 VACCINE ASTRAZENECA (CHADOX]
2021-03-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14375 EUEC. |3 206 Professional Non EEA %1:;:5 Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007813575 1/a - n/a])
Elickor scad | M COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 Death (na - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14376| EU-EC- SIEY (06 Professional [Non EEA  |years  [Female a- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007813510, n/a - n/a])
Elick orscad | =2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: 3 B} Unkn
14377 EU-EC- |06 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [/a -
10007813493 n/a - n/a])
s More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 2021-03-|Healthcare . i » NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14378 EUEC | |06 Professional Non EEA ;l(lan 85 |Female |Death (9h - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007813455 cars - Not applicable - [1d- .5mL - n/a])
Bk or scad | B COVID-19 VACCINE ASTRAZENECA (CHADOX1
: 2021-03-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
W7 puRe | 2106 Professional | "o EEA  |yors  [Male  |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007813261 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=10007815089&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007814746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007814539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007814477&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007814229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813510&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813493&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813455&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813261&_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
21 2021-03- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
" - R
14380 EUEC- |53 06 Professional Non EEA gl{laari 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007813260 cars 1/a - n/a])
click or scarl More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
14381 EUEC |8 |06 Professional Non EEA ?:;I:ES Male  |Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10007813181| 53 n/a - n/aJ)
Elickor scad | : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; ; - R
14382 EU-EC. | : 06 Professional Non EEA gl(lan 85 |Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007813106 cars n/a - n/a])
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
/ - R
14383 puEc 106 Professional |NOR EEA  |yors  [Female [Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007812922 @i n/a - n/aJ)
Elick or scal | = ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 2021-03- Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; ; R R
1384 pupc | AAEERdE o6 Professional | oM EEA - [yars  [Male  Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007812865 n/a - n/al)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 12021-03- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - R
14385 pupc |7 2106 Professional | oM EEA  |yrors  [Male  [Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007812811/ n/a - n/aJ)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
Healthcare More NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14386 EU-EC- Professional |Non EEA  |than 85 |Female |Death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007812792 Years n/a - n/aJ)
or scail : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i1 2021-03- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; / - R
14387 cupc |7 3|06 Professional Non EEA ?:;ISSS Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007812766 o n/a - n/aJ)
ik orscal | ity (COVID-19 VACCINE ASTRAZENECA (CHADOX1
sie (2021-03- |Healthcare 65-85 . . . L NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14388 EUEC. |3 |06 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10007812687 - Not applicable - [1d - .5SmL - Intramuscular])
: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
41 (2021-03- [Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; 7 R -
14389 EU-EC- 5 |06 Professional Non EEA g?a; 85 |Male  |Death (1d- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007812679 cars 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=10007813181&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812865&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812811&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812792&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812766&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812687&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812679&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
14390 2021-03- Healthcare Non EEA 18-64 Female Abdominal distension (3d - Unknown - ), Cardio-respiratory arrest (3d - Unknown - Life Threatening), Death (3d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7, |05 Professional Years Results in Death), Decreased appetite (3d - Unknown - ), Fatigue (3d - Unknown - ), Feeling abnormal (3d - Unknown - )  |(CX-024414)] (S- COVID-19 immunisation - Not
10007810173 applicable - [n/a - 2{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-03- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - X - - . L
14391 EU-EC- . ™ |05 Professional Non EEA Vears Male  |Cardiac arrest (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007810060 i applicable - [n/a - 1{DF} - Subcutaneous])
Elick or scal S : COVID-19 MRNA VACCINE MODERNA (CX-
7 al (2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
W32 pupe | AR l0s |profesional [NMEFA yeqrs Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007810048 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal |; i Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (2d - Fatal - Results in Death, |COVID-19 MRNA VACCINE MODERNA (CX-
14393 al (2021-03-|Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Pneumonia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | £H 7, |05 Professional Years failure (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (2d - Fatal - Results in  |(CX-024414)] (S- COVID-19 immunisation - Not
10007810001 : Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
[ Acidosis (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Cardiac arrest (n/a - Fatal MRN CCINE a3
Bk or scal W 2021-03- |Health 18-64 - Results in Death, Life Threatening, Other Medically Important Condition), Encephalopathy (n/a - Fatal - Results in 82204\‘/‘[3 lgCDVID/?l\;I?\/IRN A \X%%{ENQ&C))](ERN A
14394 “Oon| DeaTheare - INon EEA g Female |Death, Life Threatening, Other Medically Important Condition), Sudden death (1d - Fatal - Results in Death, Other ) : -
EU-EC- | L+ |05 Professional Years Mod ,ll Important Conditi Yy ’ (CX-024414)] (S- COVID-19 immunisation -
10007809961 : cally Important Condition) Unknown - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
14395 2021-03-|Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Unknown - Other Medically Important Condition), Syncope (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 05 Professional Years (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007809936 applicable - [n/a - 1{DF} - Intramuscular])
Eickorscall | =8 COVID-19 MRNA VACCINE MODERNA (CX-
13 2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
1439 pupc 05 |Professional |NO" FFA |yegrs  [Male  [Death (n/a- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007809923 ;i applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
14397 2021-03- Healthcare Non EEA  |than 85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | & 05 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007809900/ = : applicable - [n/a - 1{DF} - Intramuscular])
[lick or scal |; i More COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14398 EU-EC- . 05 Professional Non EEA t\l(l:;SSS Female |Death (2d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation -
10007809838 Unknown - [n/a - 1{DF} - Intramuscular])
” Cardiac failure congestive (2d - Fatal - Results in Death), Cardiomegaly (2d - Fatal - Results in Death), Death (1d - Fatal -
Efick or scal | ;= ’ More Results in Death), Feeling hot (2d - Fatal - Results in Death), Hiatus hernia (2d - Fatal - Results in Death), Hypoxia (2d/COVID-19 MRNA VACCINE MODERNA (CX-
14399 2 2021-03- Healthcare Non EEA  |than 85 |Female |- Fatal - Results in Death), Leukocytosis (2d - Fatal - Results in Death), Pleural effusion (2d - Fatal - Results in Death),(024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | oo 05 Professional Vears Pulmonary oedema (2d - Fatal - Results in Death), Pulmonary vascular disorder (2d - Fatal - Results in Death), Renal (CX-024414)] (S- COVID-19 immunisation - Not
10007809810 failure (2d - Fatal - Results in Death), Spinal fracture (2d - Fatal - Results in Death), Urinary tract infection (2d - Fatal - |applicable - [n/a - 1{DF} - Intramuscular])
Results in Death), Vomiting (2d - Fatal - Results in Death), White blood cell disorder (2d - Fatal - Results in Death)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute kidney injury (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (11d - Fatal - Results in
Elickor scal | : Death, Caused/Prolonged Hospitalisation), Fatigue (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
14400 i (2021-03-|Healthcare Non EEA 18-64 Male General physical health deterioration (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (11d (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | rH 21, (05 Professional Years - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (11d - Fatal - Results in Death, Caused/Prolonged |(CX-024414)] (S- COVID-19 immunisation - Not
10007809464 ' Hospitalisation), Lung infiltration (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (11d - applicable - [n/a - 1{DF} - Intramuscular])
Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elickor scal | ; : COVID-19 MRNA VACCINE MODERNA (CX-
i | 2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . o

14401 EU-EC- : 05 Professional Non EEA Years Male |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007809458 Zia applicable - [n/a - 1{DF} - Intramuscular])
= : More COVID-19 MRNA VACCINE MODERNA (CX-

i (2021-03- [Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - 3 - - . L
14402 EU-EC- 05 Professional Non EEA 31:;585 Female [Bundle branch block left (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007809457 : applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
b3 . . . . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
2021-03- | Healthcare 65-85 Diarrhoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Pain in jaw (n/a - Fatal - Results in . g
14403 . Non EEA Female . T N e . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 3 05 Professional Years Death), Unresponsive to stimuli (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) . .
" applicable - [n/a - 1{DF} - Intramuscular - More in
10007809373
ICSR])
gk or scall | § COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . . L . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - N - - . .
14404 EUEC. | & 05 Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007809368 T applicable - [n/a - 1{DF} - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - 3 - -), - - . .

14405 EU-EC- ] % |05 Professional Non EEA Vears Male  [Death (1d- Fatal - Results in Death), Fatigue (1d - Unknown - ), Pain in extremity (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007809354 ¥R : applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | ; More _ o

14406 2021-03- |Healthcare EEA than 85 |Femal Depressed mood (n/a - Not Recovered/Not Resolved - ), General physical health deterioration (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S - Immunisation -

EU-EC- | ji& 05 Professional Yan Ml | Resolved - ), Sepsis (n/a - Fatal - Results in Death) n/a- [n/a - n/a - Intramuscular])
10007809139 cans
COVID-19 MRNA VACCINE MODERNA (CX-
14407 2021-03-|Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Respiratory arrest (n/a - Unknown - Other Medically Important Condition), Retching (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 05 Professional Years (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007808974 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal | i : COVID-19 MRNA VACCINE MODERNA (CX-
1 i (2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . s

1498 pupc g 2105 [Professional | M EEA  yeprg  [Male |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007808605 applicable - [n/a - 1{DF} - n/a])

14409 2021-03- Healthcare Non EEA 65-85 Female Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19

EU-EC- | { 05 Professional Years Fatal - Results in Death), Vascular dementia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a)])
10007808587
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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
= 1 Non More Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Chills (n/a - Unknown - ), Death (n/a - Fatal -
14410 2021-03- Healthcare Non EEA  |than 85 Male Results in Death, Other Medically Important Condition), Dehydration (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 05 Professional Vears Dizziness (n/a - Unknown - ), Immunodeficiency (n/a - Unknown - Other Medically Important Condition), Nasopharyngitis |immunisation - Not applicable - [n/a - n/a - n/a])
10007808535 (n/a - Unknown - ), Pyrexia (n/a - Unknown - )
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
:42021-03- Healthcare 65-85 . . T 024414) [COVID-19 MRNA VACCINE MODERNA
14411 EUEC. |3 % |05 Professional Non EEA Vears Male  [COVID-19 pneumonia (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007807667 T applicable - [n/a - 1{DF} - Intramuscular])
m [ Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Chest (COVID-19 MRNA, VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . - . X 024414) [COVID-19 MRNA VACCINE MODERNA
14412 . Non EEA Male |pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), . L
EU-EC- 05 Professional Years Pericarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (- COVID-19 immunisation - Not
10007807356 : u ¥ imp applicable - [n/a - 1 {DF} - Intramuscular])
or scaj i COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
1413 pupe |f 05  [Professional [VOUEEA |yens [Male [Death(ld-Fatal- Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007807240 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ; : COVID-19 MRNA VACCINE MODERNA (CX-
14414 4 (2021-03-|Healthcare Non EEA 65-85 Male Pneumonia (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Seizure (5d - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | & 05 Professional Years Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007807239 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
14415 EU-EC- 05 Professional Non EEA 21(1:;585 Female [Haemorrhagic stroke (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007806533 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad |; COVID-19 MRNA VACCINE MODERNA (CX-
, 2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
14416 pupe | 05 Professional | VOMEEA |year  [Male | Death (1d- Fatal - Results in Death (CX-024414)] (S~ COVID-19 immunisation -
10007806532 Unknown - [n/a - 1 {DF} - Intramuscular])
i
2021-03- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ - R
14417 EUEC | 05 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007806388| &=
= o
14418 2021-03-|Healthcare —|p than 85 |Female |Death (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 05 Professional Vears -.3mL - n/a])
10007806375
Acute respiratory distress syndrome (20d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, MRN, CCINE
lickcor scal 15 : Other Medically Important Condition), COVID-19 pneumonia (20d - Fatal - Results in Death, Life Threatening, COVID-19 A VA MODERNA (CX-
21 2021-03- Healthcare 65-85 A . - . 024414) [COVID-19 MRNA VACCINE MODERNA
14419 o . Non EEA Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death), . o
EU-EC- || 05 Professional Years - : . . . IRTIIE] . (CX-024414)] (S- COVID-19 immunisation - Not
Respiratory failure (20d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically .
10007805898 i~ applicable - [n/a - 1{DF} - Intramuscular])
Important Condition)
: Mor
14420 21 2021-03- Healthcare FA thgneS 5 [Female Cardiac arrest (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [n/a
EU-EC- : 3 05 Professional Vear Results in Death) - .3mL - Intramuscular])
10007805860| ¥ eirrn cars
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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
click or scarl
More
14421| EU.EC 2 (2)(5)2 1-03- Efj}te}s‘:lff | [EEA than 85 [Female |Death (n/a - Fatal - Results in Death) ?gﬁﬁ%ﬂ [TOZINAMERAN] (8- n/a - wa - [n/a
100078035365 o] Years
Elick or scal | 021-03-| Healtheare More Body temperature increased (n/a - Not Recovered/Not Resolved - Life Threatening), COVID-19 pneumonia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
14422 : . EEA than 85 [Male  |Results in Death), Oxygen saturation decreased (n/a - Not Recovered/Not Resolved - Life Threatening), Unresponsive to  [immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- : 05 Professional P . .
i ! Years stimuli (n/a - Not Recovered/Not Resolved - Life Threatening) Intramuscular])
10007805208
Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Illness (n/a - Unknown -
m b L More Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), Pain in extremity
14423 A (2021-03-|Healthcare Non EEA  |than 85 |Female (n/a - Recovered/Resolved - Other Medically Important Condition), Sudden death (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 13 05 Professional Years Medically Important Condition), Vaccination site pain (n/a - Recovered/Resolved - Other Medically Important Condition),  |immunisation - Not applicable - [1d - n/a - n/a])
10007804663 Vascular dementia (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - Other
Medically Important Condition)
Eiorsad | ¥, 12021-03- Healthear More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d
14424 ; et care - gpA than 85 |Male  |Cardiac failure (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) e el
EU-EC- 05 Professional v, n/a - n/a))
10007803283 cars
Hg % 12021-03- | Healtheare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
14425 o : . EEA than 85 |Female |General physical health deterioration (n/a - Fatal - Results in Death)
EU-EC- 05 Professional Vears n/a - Intramuscular])
10007803277
: More
v | 2021-03-|Healthcare . Lo . COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
; - -
14426 EU-EC i 05 Professional EEA glan 85 |Female |General physical health deterioration (n/a - Fatal - Results in Death) v/a - Intramuscular])
10007803265 cars
i Non Coma (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Diarrhoea (n/a - Not Recovered/Not
144271 BUEC Ry (2021-03- Healthcare Non EEA 65-85 Female Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - ), Oesophageal varices TOZINAMERAN [TOZINAMERAN] (S - COVID-19
Sedl 05 . Years haemorrhage (n/a - Fatal - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - Other Medically Important  |immunisation - Not applicable - [n/a - n/a - n/a])
10007803222 Professional Condition)
More
2021-03-|Healthcare Cardiac failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S-n/a-n/a-[1d-
14428 ; EEA than 85 |Male .
EU-EC- | 05 Professional Vears Results in Death) n/a - Intramuscular])
10007803157 :
i 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. . - - i . . . .
14429 EU-EC- 05 Professional EEA than 85 (Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007803008 : Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-03-|Healthcare . . . . . . e . .. |COMIRNATY [TOZINAMERAN] (S- COVID-19
14430 EUEC | e (s Professional EEA gl{lan 85 |Female |Ischaemic cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
‘ears
10007802977 F
click or scarl
2021-03- Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - R X - - . Nl .
14431 BUEC- i S ) Professional EEA Vears Female [Cough (n/a - Fatal - Results in Death, Life Threatening), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1 {DF} - n/a])
10007802971/ & '
m [ 5021-03- |Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
14432 . EEA than 85 |Female |Pyrexia (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
BUEC 1§ 05 |Professional % immunisation - Not applicable - [n/a - 1 {DF} - w/a])
10007802954 ears unisatio ot applicable - [n/a a
Qr _scail
2021-03- |Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
14433 pupc |1 05 Professional | L4t Years Male  |Death (n/a- Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007802948
Hi . 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
{ et . i i - - i . . . . -
14434 EU-EC- |3 05 Professional EEA %](mn 85 |Male  |Cardiogenic shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10007802911 cars
14435 k, 21 (2021-03- Healthcare EEA Not Female Dehydration (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in [COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- | 05 Professional Specified Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007802890 OressIo
BliciCor scal
2021-03- |Healthcare Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
; . - - ) . Nl .
14436 EU-EC- | £z 05 Professional EEA Specified Male Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007802146/ &
g o
] 31 |2021-03- | Healthcare i . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - -), - - . S .
14437 EU-EC- . B | Professional EEA gl(lan 85 |Female |Dizziness (n/a - Unknown - ), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [1Va - 1 {DF} - n/a])
10007802046 cans
14438 2021-03-|Healtheare —pp o than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 05 Professional v immunisation - Not applicable - [n/a - 1{DF} - n/a])
ears
10007801138 1
Klickor scal et A Decreased appetite (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results
14439 gl (2021-03- Healthgare EEA 65-85 Female [in Death), Pyrexia (2d - Recovered/Resolved - Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC | & 05 Professional Years Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007801089| =ik
: MRN, CCINE
a1 2021-03- Healthcare 65-85 Fatigue (n/a - Unknown - ), Nausea (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - SPIKEVAX [COVID-19 A VA
14440 . EA Female . . ™ MODERNA (CX-024414)] (S- COVID-19
EU-EC- 05 Professional Years Fatal - Results in Death, Other Medically Important Condition) . sation - N licable - [/a - 1/DF! - 0/
10007801008 ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.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
b s Non More
14441 by 3 2021-03- Healthcare EEA than 85 |Female Fall (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 105 . Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
£ Professional Years
10007799929 :
’
i [2021-03- Healthcare 18-64 . . L . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - -), - - X - - . S .
14442 EU-EC- B |05 Professional Non EEA Vears Male  [Pain (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - ) immunisation - Not applicable - [ 1d- n/a - n/a])
10007798774 f
Rlick orscad | More Dehydration (4d - Fatal - Results in Death, Life Threatening), Disturbance in attention (4d - Fatal - Results in Death,
14443 g [2021-03- Healthgare EEA than 85 |Female |Life Threatening), Dyspnoea (4d - Fatal - Results in Death, Life Threatening), Pneumonia bacterial (4d - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 105 Professional . . . immunisation - n/a - [n/a - n/a - n/aJ)
Years in Death, Life Threatening)
10007798450
E— ] More ME
14444 2021-03-|Healthcare —|pp than 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- | 05 Professional Vears - n/a - Intramuscular])
10007798396| Hk;
=
Elickcor scad | 2021-03-|Healthcare 65-85 Dehydration (3d - Fatal - Results in Death, Life Threatening), Disturbance in attention (3d - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- COVID-19
14445 . EEA Male  |Life Threatening), Dyspnoea (3d - Fatal - Results in Death, Life Threatening), Pneumonia bacterial (3d - Fatal - Results | .
EU-EC- 3, |05 Professional Years . . . immunisation - n/a - [n/a - n/a - n/a])
in Death, Life Threatening)
10007798312,
: ’ More COVID-19 VACCINE ASTRAZENECA (CHADOX]
Zi (2021-03- [Healthcare - . . L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
14446 EU-EC- 305 Professional Non EEA ?:;IES Female |Myocardial infarction (0d - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007798247 - Not applicable - [1d - n/a - Intramuscular])
i Acute kidney injury (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disturbance in attention (8d - Fatal -
4 More Results in Death, Caused/Prolonged Hospitalisation), Epilepsy (8d - Fatal - Results in Death, Caused/Prolonged o
14447 g [2021-03- |Healthcare |0 than 85 |Female |Hospitalisation), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical condition COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC 3 (05 Professional Years abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypercalcaemia (8d - Fatal - Results in /- [wa-.3mL - Intramuscular])
10007798210 Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
o || : Abdominal discomfort (n/a - Recovering/Resolving - ), Cardiac arrest (n/a - Fatal - Results in Death), Condition aggravated
; % Non (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Recovering/Resolving - ), Loss of consciousness (n/a - Not MERAN MERAN]
14448 EU-EC- L 3(5)21_03_ Healthcare Non EEA ?(?: ﬁ: Male  |Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - ), Pericardial msation . Nogl;ozlrif:\;ble - [1d- ng: S;]\)/[D—l‘)
. Professional effusion (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovering/Resolving - ), Suspected COVID-19 (n/a - Fatal - PP
10007797276 N v
Results in Death), Vomiting (n/a - Unknown - )
RN, on Vore
14449 ; 2 12021-03- Healthcare Non FEA  |than 85 |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- | & 3 |05 . Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a)])
o Professional Years
10007797264
= More COVID-19 VACCINE ASTRAZENECA (CHADOX1
o (2021-03- |Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14450 EU-EC- 3|05 Professional EEA ?:;ISSS Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10007797071 - n/a - Intramuscular])
klick or scaj | ; More
21 (2021-03-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . ol
14451 EU-EC- * |05 Professional EEA gl(lan 85 |Male  |Sudden death (0d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
o ears
10007796252 e a:
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare than 85 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
14452  EU-EC- =M (04 Professional  |Non EEA Years Male |Intracranial aneurysm (3d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007796932 applicable - [n/a - 1{DF} - Unknown])
i COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-03- [Healthcare 65-85 . . . N . 024414) [COVID-19 MRNA VACCINE MODERNA
14453 EU-EC- R 04 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007795253 : Unknown - [n/a - 1{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-03- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14454 EUEC. | ooh I Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007795215/ applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scal ; 2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14455 : . EEA than 85 [Male  |Sudden death (1d - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - ) immunisation - Dose not changed - [1d - 1 {DF} -
EU-EC- | E 7, |04 Professional v Unknown])
10007794847 ; cars %
[lick or scal |* : COVID-19 MRNA VACCINE MODERNA (CX-
14456 42021-03- |Healthcare Non EEA 65-85 Male COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (4d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ey |04 Professional Years Death, Caused/Prolonged Hospitalisation), Dyspnoea (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007794752 “adda: applicable - [n/a - 1{DF} - Unknown])
Elick or sl | SRR COVID-19 MRNA VACCINE MODERNA (CX-
42021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
14457 puEc | * |04 Professional [P EEA |years  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007794748 applicable - [n/a - 1{DF} - Intramuscular])
WL More Atelectasis (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), Hypotension (2d - Fatal - Results COVID-19 MRNA VACCINE MODERNA (CX-
24 (2021-03- [Healthcare . . . - 024414) [COVID-19 MRNA VACCINE MODERNA
14458 ) : Non EEA  |than 85 [Female |in Death), Lethargy (2d - Fatal - Results in Death), Pyrexia (2d - Fatal - Results in Death), Rales (2d - Fatal - Results . L
EU-EC- |04 Professional Vears in Death), Rhonchi (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007794636 — sesutis in Dealh applicable - [n/a - 1{DF} - Intramuscular])
ko || Abdominal pain upper (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Acute kidney injury (n/a -
i Fatal - Results in Death, Caused/Prolonged Hospitalisation), Back pain (n/a - Unknown - Results in Death ME
14459 popo 3221_03_ II;Iregt]"g;sci?)rr?al EEA ?(i ﬁ: Male  |Caused’Prolonged Hospitalisation), Tleus paralytic (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), mﬁgﬁgﬁ [["Jl"nOkiLNm . [nljﬁ\ll] JL(SI;}C_D“\/Z})}W
10007794566 = Pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Septic shock (n/a - Unknown - Results in
Death, Caused/Prolonged Hospitalisation)
:
14460 i |2021-03- |Healthcare EEA 1\}/1[0re85 Mal Dyspnoea (n/a - Fatal - Results in Death), Pain (n/a - Unknown - Results in Death), Pneumonia (n/a - Fatal - Results in FOMI?NSTHY: g?zm%w/ (?-1%1));;[]_)—19
EU-EC- 7, |04 Professional an 4¢ " |Death ), Restlessness (n/a - Unknown - Results in Death) TmUSatio ot applicabie a-
Years Intramuscular])
10007794559,
al af it 2021-03-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
14461 . EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- 04 Professional Years .
10007794501 ; More in ICSR])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007794559&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007794501&_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-
14462 2l (2021-03-|Healthcare Non EEA 65-85 Male Cyanosis (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7, |04 Professional Years Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007794489 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L Non More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-03- . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
14463 EU-EC- I ?re(?tl‘i};:iirgal Non EEA ?:;ISS Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007794202 : applicable - [n/a - 1{DF} - Intramuscular])
lickcor scal ; !i:f W More Acute kidney injury (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (1d - Fatal - Results in COVID-19 /A VACCINE MODE (EX-
i 2021-03- |Healthcare Norramwr: . . 024414) [COVID-19 MRNA VACCINE MODERNA
14464 . Non EEA  |than 85 [Male  |Death, Caused/Prolonged Hospitalisation), Dyspnoea exertional (1d - Fatal - Results in Death, Caused/Prolonged . L
EUEC |y 3|04 Professional Years Hospitalisation), Respiratory arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (- COVID-19 immunisation - Not
10007794147| 5% P » Respiratory csults in Dea P applicable - [/a - 1 {DF} - Intramuscular])
ik o | &% i More COVID-19 MRNA VACCINE MODERNA (CX-
il 12021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
14465 pupc 1104 |Professionay  [NOMFEA - |than 85 |Male - Dxath (1 Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007794123 i applicable - [n/a - 1{DF} - Intramuscular])
m [ COVID-19 MRNA VACCINE MODERNA (CX-
5021-03- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
14466 . Non EEA Female |Respiratory arrest (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 04 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10007793976
ICSR])
Elick or scal ) COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-03- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - -), - - . .
14467 EU-EC- 04 Professional Non EEA Vears Male  |Axillary pain (2d - Not Recovered/Not Resolved - ), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007793721 applicable - [n/a - 1{DF} - Intramuscular])
or scaij : COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-03- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
1468 pupc | 204 |Professional [N EEA vy [Male  |COVID-19 (- Fatal - Results in Death (CHADOX1 NCOV-19)] (- COVID-19 immunisation
10007793461 =X ] - Not applicable - [1d - n/a - Intramuscular])
Elickorscad |* 1 More COVID-19 MRNA VACCINE MODERNA (CX-
¥ 241 | 2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14469 pupc |4 104 |Professional  [Non A [than 85 [Male - [Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007793219 applicable - [n/a - 1{DF} - Intramuscular])
More
14470 2 2021-03-|Healthcare EEA than 85 |Male Pneumonitis (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory rate decreased (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- e 3 04 Professional v, Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10007793183 2% ; cars
Elick or scal | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . . .. 024414) [COVID-19 MRNA VACCINE MODERNA
14471 EU-EC- 04 Professional Non EEA ?:;ISS Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007793167 7 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007793461&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; : More Back pain (2d - Fatal - Results in Death), Cardiac failure (2d - Fatal - Results in Death), Cardio-respiratory arrest (2d - COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-03- [Healthcare - - . R 024414) [COVID-19 MRNA VACCINE MODERNA
14472 . Non EEA  [than 85 |Female |Fatal - Results in Death), Chest pain (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), . L
EU-EC |04 Professional Years Pneumonia (2d - Fatal - Results in Death), Vomiting (2d - Fatal - Results in Death) (CX-024414)] (- COVID-19 immunisation - Not
10007792884 ? & applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-03- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
14473 puEc > 04 Professional | 0" EEA - [yars  [Male  [Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007792482 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ¢ : COVID-19 VACCINE ASTRAZENECA (CHADOX1
14474 =1 (2021-03-|Healthcare Non EEA Not Male MAGIC syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 7 104 Professional Specified Anomaly, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007792282 & n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- | Healthcare 65-85 - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
14475 EU-EC- 04 Professional Non EEA Vears Female |Aortic embolus (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10007791940 n/a - Intramuscular])
Elick or scal COVID-19 MRNA VACCINE MODERNA (CX-
¥ (2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
14476| pU.EC 04 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007791414 applicable - [n/a - 1{DF} - Intramuscular])
ek or scall | = More Dyspnoea (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea at rest (2d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
14477 2021-03- |Healthcare Non EEA  |than 85 |Male Death, Caused/Prolonged Hospitalisation), Hypopnoea (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- | uEd .y (04 Professional Vears Oral pain (1/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure (2d - Fatal - Results in Death, (CX-024414)] (S- COVID-19 immunisation - Not
10007791125| 24 ; Caused/Prolonged Hospitalisation) applicable - [n/a - 1 {DF} - Intramuscular])
: More Oxygen saturation decreased (n/a - Unknown - Other Medically Important Condition), Pneumonia aspiration (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOXI
21 (2021-03- [Healthcare . . 3 . L. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14478 . Non EEA |than 85 (Male  |Results in Death), Pulmonary congestion (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a -
EU-EC- |04 Professional - - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
2 Years Unknown - Other Medically Important Condition)
10007790209 - Intramuscular])
: I Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Hallucination (n/a - Unknown - Other Medically COVID-19 VA AST NECA ( X1
al (2021-03- Healthcare 18-64 " . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14479 . Non EEA Female |Important Condition), Pyrexia (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - Other Medically Important . .
EU-EC- |04 Professional Years Condition), Seizure (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007790043 J ¥ mp - Not applicable - [1d - n/a - Intramuscular])
ik or cal | & 2021-03-|Healthcare More Back pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Nausea (n/a - Not Recovered/Not Resolved COMIRNATY [TOZINAMERAN] (S- Immunisation -
14480 BU-EC- . 04 Professional EEA than 85 [Male |- Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, n/a - [n/a - n/a - Intramuscular])
10007789634 A Years Other Medically Important Condition), Vomiting (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
2021-03- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
14481 EU-EC- 04 Professional EEA Vears Male  [Sudden cardiac death (n/a - Fatal - Results in Death) a - [/a - /a - Intramuscular])
10007789597

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 Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Cardiac failure (30min - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Fatigue (68h - Unknown - ), COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-03-|Healthcare 65-85 . . - . . 1024414) [COVID-19 MRNA VACCINE MODERNA
14482 ; : Non EEA Male  |Feeling cold (20h - Unknown - ), Hyperhidrosis (20h - Unknown - ), Hypersomnia (68h - Unknown - ), Hypotension (30min . L
EUEC v 5 (04 Professional Years - Fatal - Results in Death), Illness (n/a - Unknown - ), Mobility decreased (n/a - Unknown - ), Tremor (68h - Unknown - ) (CX-024414)] (- COVID-19 immunisation - Not
10007789065 J i ? ’ ? applicable - [n/a - 1{DF} - Intramuscular])
click or scarl Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - ;
14483 EU-EC- 04 ?re(?fl‘g;scifga] Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- n/a - Not applicable - [n/a - n/a -
10007788326 i n/a])
Hidkorsal 55 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
h : . i i i i - - i . . . :
14484 EU-EC- 04 Professional EEA %?an 85 |Male  |Vaccination complication (7d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007788105 : cans
[lick or scall | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
14485 2021-03-|Healthcare EEA 18-64 Male Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10007787777 - .5mL - Intramuscular])
Hickorsad | 2021-03- [Healthcare More TOZINAMERAN [TOZINAMERAN] (S - COVID-19
14486 . Non EEA  |than 85 |Female |Asthenia (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death) . i .
EU-EC- : 04 Professional immunisation - Not applicable - [1d - n/a - n/a])
. Years
10007787520
: Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
L - P . 024414) [COVID-19 MRNA VACCINE MODERNA
a1 (2021-03-|Healthcare 18-64 Hospitalisation), Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Peripheral coldness (n/a - . .
14487 . Non EEA Male PR . AT - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 04 Professional Years Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to applicable - [n/a - 1{DF} - Intramuscular - More in
10007786022 ;] stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation) IEIS)R])
m = COVID-19 MRNA VACCINE MODERNA (CX-
: 2021-03- |Healthcare 65-85 . A . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
14488 EUEC | 04 Professional Non EEA Vears Male  |Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007785938 & applicable - [n/a - 1{DF} - Intramuscular])
. Abdominal pain upper (n/a - Not Recovered/Not Resolved - ), Aortic arteriosclerosis (n/a - Fatal - Results in Death),
|-h Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Chest discomfort (n/a - Not Recovered/Not Resolved - ),
2021-03- |Healthcare 65-85 Constipation (n/a - Not Recovered/Not Resolved - ), Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a- Not | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14489 pgc 04 Professional |NOMEEA |5, |Female |Recovered/Not Resolved - ), Emphysema (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in  |immmunisation - Not applicable - [1d - n/a - n/a])
10007785730 Death, Other Medically Important Condition), Nausea (n/a - Not Recovered/Not Resolved - ), Overflow diarrhoea (n/a - Not
Recovered/Not Resolved - )
lick or scail More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
14490 EU-EC- 04 Professional Non EEA ?:;ISS Female [COVID-19 (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - n/a - Not applicable - [n/a
10007785576 - n/a - Intramuscular])
Rlick or scal I COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Decreased appetite (n/a COVID-19 VACCINE ASTRAZENECA (CHADOX1
14491 2021-03- Healthcare |y ppa 6585 |k e |- Unknown - Caused/Prolonged Hospitalisation, Disabling), Lethargy (n/a - Unknown - Caused/Prolonged Hospitalisation. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years S ? ? > (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
g Disabling)
10007785569 - n/a - 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=10007789065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007788326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007788105&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007787777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007787520&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007786022&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007785938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007785730&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007785576&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007785569&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1508 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 VACCINE ASTRAZENECA (CHADOX1
14492 2021-03-|Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Epilepsy (n/a - Unknown - Other Medically |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 04 Professional Years Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007785500 : - n/a - Intramuscular])
Atrial fibrillation (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 (7d - Fatal
[ - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cough (7d - Fatal - Results in Death, Life
m A Threatening, Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (7d - Fatal - Results in Death, Life COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-03- Healthcare 65-85 . L X . - 024414) [COVID-19 MRNA VACCINE MODERNA
14493 . Non EEA Male  |Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (7d - Fatal - Results in Death, Life Threatening, . o
EU-EC- 04 Professional Years NP . " - . (CX-024414)] (S- COVID-19 immunisation - Not
10007784030 Camgd/P_rolQnged Hospltahs'atlon), Feeling abnormal (7d - Fatal - Results in Death Life Threatening, Cz.;tmc?d/P'rolonged . |applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation), Hypertension (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia
(7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
: COVID-19 MRNA VACCINE MODERNA (CX-
14494 2 | 2021-03-|Healthcare Non EEA 18-64 Male Acute respiratory failure (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- R 04 Professional Years Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007784029 " applicable - [n/a - 1{DF} - Intramuscular])
w ; Cardiopulmonary failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not
14495 2021-03-|Healthcare EEA 65-85 Male Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 04 Professional Years Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure (n/a - - 1{DF} - n/a])
10007783993 Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
: Non COVID-19 MRNA VACCINE MODERNA (CX-
112021-03- 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14496 EU-EC- 03 E:(?g;sciirgal Non EEA Vears Female [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007783694 applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | : COVID-19 MRNA VACCINE MODERNA (CX-
14497 1 (2021-03-|Healthcare Non EEA 65-85 Male Absence of immediate treatment response (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years Cardio-respiratory arrest (1d - Fatal - Results in Death), Pulseless electrical activity (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007783671 applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-03- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14498 pupc | 03 |Professional |NOMEEA vy [Male |Sudden death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007783605 : applicable - [n/a - 1{DF} - Intramuscular])
S COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 18-64 . " . 024414) [COVID-19 MRNA VACCINE MODERNA
14499 EU-EC- 03 Professional Non EEA Vears Female [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007783572 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
145001 gy pc 03 Professional |NOM EEA |y oy  [Female |Sudden death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007783511 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
14501 EU-EC- | 03 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007783507 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=10007785500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007784030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007784029&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783605&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783572&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783507&_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-
2021-03-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
14502 pupc 03 |Professional |NOMEEA yeyrs  [Fomale |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007783506 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14503 EU-EC- 03 Professional Non EEA gljar;:%S Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007783494 Unknown - [n/a - 1{DF} - Intramuscular])
ik or scad | ; COVID-19 MRNA VACCINE MODERNA (CX-
: 1 (2021-03- [Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14504 b pc 03 Professional | "O" EEA  |yreor  [Female |Death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007783467 applicable - [n/a - 1{DF} - Intramuscular])
or scaj COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 . . .. 024414) [COVID-19 MRNA VACCINE MODERNA
14505 EU-EC- 03 Professional Non EEA Vears Female [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007783440 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad |* : More COVID-19 MRNA VACCINE MODERNA (CX-
y 41 2021-03- | Healthcare . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14506, EU-EC- 03 Professional Non EEA 21(1:; S85 Female |Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007783433 applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
14507 pupc 03 |Professional |NOMEEA yeqrs [Male |Sudden death (1d-Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007783370 applicable - [n/a - 1{DF} - Intramuscular])
Fr s 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. i vi - - i . . . .
14508 EU-EC- 03 Professional EEA glan 85 |Female |Bronchial hyperreactivity (1d - Fatal - Results in Death) mmumisation - Drug vithdrawn - [1d- n/a - n/a])
10007783130 cars
" COVID-19 MRNA VACCINE MODERNA (CX-
241 (2021-03- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- . - - . . .
14509 gy e 03 Professional | "M EEA |y ors  [Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007782627 ; applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
14510 Non EEA Female - -

EU-EC- 03 Professional Years Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007782570 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | More COVID-19 VACCINE ASTRAZENECA (CHADOX 1

} 2021-03-|Healthcare . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14511 EUEC | 03 Professional Non EEA ?:;ISS Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [ 1d
10007782547 - 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=10007783370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783130&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782627&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782570&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782547&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
! COVID-19 VACCINE ASTRAZENECA (CHADOX1
14512 41 (2021-03-|Healthcare Non EEA 65-85 Male Confusional state (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years Medically Important Condition), Tremor (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007782489 n/a - Intramuscular])
or scail More Bacterial infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not
14513 2021-03- | Healthcare EEA than 85 |Female Resolved - Results in Death, Caused/Prolonged Hospitalisation), Swelling (n/a - Unknown - Results in Death, COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 03 Professional v Caused/Prolonged Hospitalisation), Swelling face (n/a - Recovering/Resolving - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} - n/a])
i ears A
10007782349 Hospitalisation)
Elickorscad |* 1 More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-03-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA

14514 EU-EC- 03 Professional Non EEA %I{l::ISS Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007782297 applicable - [n/a - 1{DF} - Intramuscular])
ik o | H% i COVID-19 MRNA VACCINE MODERNA (CX-

Z112021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
o . - - . . .

14515 pyEc 03 Professional |O"EEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007782292 applicable - [n/a - 1{DF} - Intramuscular])
Eickorscad | ! COVID-19 MRNA VACCINE MODERNA (CX-

14516 21 (2021-03- [Healthcare Non EEA 65-85 Male COVID-19 (1d - Fatal - Results in Death), Cough (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- FRp 03 Professional Years Death), General physical health deterioration (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007782291/ =% applicable - [n/a - 1{DF} - Intramuscular])
Chills (n/a - Unknown - Other Medically Important Condition), Fatigue (1d - Recovered/Resolved - Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare 18-64 Important Condition), Headache (1d - Recovered/Resolved - Other Medically Important Condition), Injection site pain (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14517 EU-EC- £ (03 Professional [Non EEA  |yeqrs  |Female |Recovering/Resolving - Other Medically Important Condition), Myalgia (n/a - Fatal - Results in Death, Other Medically  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007782199 : Important Condition), Pyrexia (1d - Recovered/Resolved - Other Medically Important Condition), Tremor (n/a - Unknown - |n/a - Intramuscular])
Other Medically Important Condition)
: More COVID-19 MRNA VACCINE MODERNA (CX-
a1 2021-03- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - X - - . L

14518 BU-EC- 03 Professional Non EEA t\l(l:;lIfS Male  |Death (1d- Fatal - Results in Death), Illness (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007782024 applicable - [n/a - 1{DF} - Intramuscular])

Elickcor scal ; 5021-03- Non More Asthenia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19

14519 EU-EC- 03 Healthcare EEA than 85 [Male  |Important Condition), Gait inability (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Life Threatening, immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007781751 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
Eick or scal | * : COVID-19 MRNA VACCINE MODERNA (CX-

2 (2021-03- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D

145201 pupc 03 |Professional |NOMEEA lyeys [Male |Asthenia (1d- Fatal - Results in Death) (CX-024414)] (- COVID-19 immunisation - Not
10007781656, applicable - [n/a - 1{DF} - Intramuscular])
click or scarl More COVID-19 VACCINE ASTRAZENECA (CHADOX1

2021-03- |Healthcare . ) . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - , - -
14521 EU-EC- 03 Professional Non EEA glan 85 |Female |Decreased appetite (n/a - Unknown - Other Medically Important Condition), Sudden death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
y ears
10007781563 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=10007781751&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007781656&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007781563&_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
: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
14522 EU-EC- 03 Professional Non EEA %1:;:5 Male  [Sudden cardiac death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007781362 i applicable - [n/a - 1{DF} - Intramuscular])
Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Altered state of consciousness  |COVID-19 MRNA VACCINE MODERNA (CX-
14523 2021-03- | Healthcare Non EEA 18-64 Male (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypercapnia (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sinusitis ~ |(CX-024414)] (S- COVID-19 immunisation -
10007781118 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Unknown - [n/a - 1{DF} - Intramuscular])
lickcor scal e ; More Asthenia (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA, (CX-
=1 (2021-03- [Healthcare . - : - . 024414) [COVID-19 MRNA VACCINE MODERNA
14524 . Non EEA |than 85 (Male  |Death), Hypoxia (n/a - Fatal - Results in Death), Respiratory tract congestion (n/a - Fatal - Results in Death), . L
EU-EC |4 03 Professional Vears Tachycardia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007780816 Y sesutis in Death Unknown - [n/a - 1{DF} - Intramuscular])
Cardiac arrest (3d - Fatal - Results in Death, Other Medically Important Condition), Chills (3d - Fatal - Results in Death),
or scai Death (n/a - Fatal - Results in Death), Decreased appetite (3d - Fatal - Results in Death), Headache (3d - Fatal - Results COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . . . . p 024414) [COVID-19 MRNA VACCINE MODERNA
14525 . Non EEA Female |[in Death), Nausea (3d - Fatal - Results in Death), Psychomotor hyperactivity (3d - Fatal - Results in Death), Pyrexia . L
EU-EC- 03 Professional Years X - A A - (CX-024414)] (S- COVID-19 immunisation -
10007780791 (2d - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Unknown - [1Va - 1 {DF} - Intr ar])
Condition), Vaccination site pain (3d - Fatal - Results in Death) own a amuscurar
Asthenia (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atrophy (17d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Cerebral haemorrhage (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
or scail Other Medically Important Condition), Cerebral small vessel ischaemic disease (17d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
14526 2021-03- |Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Embolic cerebellar infarction (17d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- g |03 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Embolic cerebral infarction ~ |(CX-024414)] (S- COVID-19 immunisation - Not
10007780783 ' (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Erythema (17d - |applicable - [n/a - 1{DF} - Intramuscular])
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mental status changes (17d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
o= | E% More COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-03-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
14527 EUEC g 03 Professional Non EEA 21{1:;1385 Male  [Pulse absent (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007780720 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14528 pugpc 03 [Professional |[NOMEEA lyeq [Male  |Death(ld-Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007780625 i applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
14529 g 03 Professional | O" FEA 21(1:;585 Fernale | Death (1d - Fatal - Results n Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007780540 applicable - [n/a - 1{DF} - Intramuscular])
Non
14530 2021-03- Healthcare Non EEA 18-64 Male Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Non-Hodgkin's lymphoma (n/a - Unknown - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- T 03 . Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
b . Professional
10007780529
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ascites (n/a - Fatal - Results in Death,
: Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
14531 221 2021-03-|Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation), Omental necrosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 133 103 Professional Years Other Medically Important Condition), Ovarian necrosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, [(CX-024414)] (S- COVID-19 immunisation - Not
10007780225 ; Other Medically Important Condition), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, applicable - [n/a - 1{DF} - Intramuscular])
Other Medically Important Condition)
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4 More Atelectasis (5d - Fatal - Results in Death), Pleural effusion (5d - Fatal - Results in Death), Pulmonary oedema (5d - Fatal COVID-19 MRNA VACCINE MODERNA (CX-
14532 i |2021-03-[Healthcare |0 per a0 85 [Male |- Results in Death), Pyrexia (5d - Fatal - Results in Death), Respiratory distress (5d - Fatal - Results in Death), Sinus ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional - N A . (CX-024414)] (S- COVID-19 immunisation - Not
Years tachycardia (5d - Fatal - Results in Death) )
10007779817 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L More COVID-19 MRNA VACCINE MODERNA (CX-
::i |2021-03- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
S puEC | REERER 03 |Profesional |NOMFEA[than 85 fFemale Death (8- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007779616| = applicable - [n/a - 1{DF} - Intramuscular])
ik o | % : COVID-19 MRNA VACCINE MODERNA (CX-
14534 5 2 2021-03- Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Mental status changes (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007779497 applicable - [n/a - 1{DF} - Intramuscular])
or scaj i COVID-19 MRNA VACCINE MODERNA (CX-
ii (2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
14535 pupc 03 |Professional |NOMEEA Iyeys [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007779455 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ;. COVID-19 MRNA VACCINE MODERNA (CX-
14536 ] =i |2021-03- Healthcare Non EEA Not Female Muscle spasms (n/a - Fatal - Results in Death), Muscle tightness (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L+ |03 Professional Specified Results in Death), Neck pain (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007779252 ; applicable - [n/a - 1{DF} - Intramuscular])
:
=i 2021-03- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
14537 BU-EC- : 03 Professional EEA Vears Female |Cerebrovascular disorder (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007779202 &%
14538 i 2021-03- |Healthcare EEA 65-85 Male COVID-19 (9d - Fatal - Results in Death), Oxygen saturation decreased (9d - Fatal - Results in Death), Respiratory COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 03 Professional Years distress (9d - Fatal - Results in Death), Vaccination failure (9d - Fatal - Results in Death) immunisation - n/a - [22d - n/a - n/a])
10007778990
COVID-19 MRNA VACCINE MODERNA (CX-
14539 2021-03- Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), General physical health deterioration (1d - Fatal - Results in Death), Malaise (4d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007778506 : applicable - [n/a - 1{DF} - Intramuscular])
klickor scal L More Asthenia (4d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Decreased appetite (4d - Fatal - Results |{COVID-19 MRNA VACCINE MODERNA (CX-
14540 fi |2021-03-|Healthcare Non EEA  |than 85 Male in Death), Food refusal (4d - Fatal - Results in Death), Memory impairment (4d - Fatal - Results in Death), Mobility ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Vears decreased (4d - Fatal - Results in Death), Somnolence (4d - Fatal - Results in Death), Visual impairment (4d - Fatal - (CX-024414)] (S- COVID-19 immunisation -
10007778500 Results in Death) Unknown - [n/a - 1{DF} - Intramuscular])
[lick or scall | = More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
MSL pupe | 03 |Professional [NO" EFA - (than 85 Male - Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007778372 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=10007778500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007778372&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1513 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
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ - R
14542 BU-EC- 03 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - n/a-n/al)
10007778163 ]
14543 24 (2021-03- |Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- L+ |03 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) - .3mL - Intramuscular])
10007777844
i 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
h : . - - i . . . :
14544 EU-FC- 03 Professional EEA %?an 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - 1/a - [1/a - a - n/al)
10007777739| 24y cars
2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
14545 EU-EC- 03 Professional EEA Years Female - Drath {nfa - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10007777709 -
Elick or scad |* : Non A , ;
a1 (2021-03- 65-85 Chills (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death), Renal disorder (1d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
14546 Healthcare EEA Female . ol .
EU-EC- 03 Professional Years Death) immunisation - Not applicable - [n/a - n/a - n/a])
10007776047
COVID-19 MRNA VACCINE MODERNA (CX-
14547 2021-03- Healthcare Non EEA 65-85 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (1d - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 03 Professional Years Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007775992 applicable - [n/a - 1{DF} - Unknown])
Klick or scal |} :
4 (2021-03- [Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - X - - . S .
14548 EU-EC- ™ |03 Professional EEA Vears Male  [Haemorrhagic stroke (3d - Fatal - Results in Death), Nervous system disorder (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10007775623 j
o Non
4 2021-03- 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - X - - ) S .
14549 EU-FC- B |2 Hea]thc'are EEA Vears Male  [Dyspnoea (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
Professional
10007775477
3 3 o 2021-03- Non 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14550 EUEC |4 2 |03 Eﬂzl;scizrgal Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
10007775464
14551  BUEC 2021-03- TI:II(e):]thcare EEA 65-85 Male Headache (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
10007775340/ L (03 Professional Years in Death) immunisation - Not applicable - [1d - n/a - n/a))
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Purposes
:
il 2021-03- | Healthcare 18-64 i . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - - 3 - -
14552 EU-EC- 03 Professional EEA Vears Male  |Aspiration (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) - n/a- n/a])
10007774522 ]
Aspiration (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in
] Death), Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Emphysema (n/a - Fatal - .
m A More Results in Death), Fatigue (n/a - Fatal - Results in Death), Left atrial dilatation (n/a - Fatal - Results in Death), Lung COVID-19 MRNA VACCINE MODERNA (CX:
i£," |2021-03-|Healthcare Y X - N 024414) [COVID-19 MRNA VACCINE MODERNA
14553 4 . Non EEA  [than 85 |Male  |consolidation (n/a - Fatal - Results in Death), Lung opacity (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results . L
EU-EC- | 4o e (03 Professional N - . . (CX-024414)] (S- COVID-19 immunisation - Not
10007773993 ? Years in Death), Qropharyngeal pain (n/a - Fatal - Results in Death), Pumonary granuloma (n/a - Fatal - Results in Death), applicable - [n/a - 1{DF} - Intramuscular])
Pulmonary hilum mass (n/a - Fatal - Results in Death), Pulmonary mass (n/a - Fatal - Results in Death), Respiratory tract
congestion (1n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
2021-03- |Healthcare 65-85 Dyspnoea (0d - Fatal - Results in Death), Pyrexia (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in COMIRNATY [TOZINMRAN] (S- COVID-19
14554 : EEA Male immunisation - Not applicable - [n/a - .3mL -
EU-EC- 03 Professional Years Death) Intr: Jlar])
10007773133 ¥ amuscuar
ik orscad | 1% More COVID-19 MRNA VACCINE MODERNA (CX-
h: 2021-03-|Healthcare e . . . o 024414) [COVID-19 MRNA VACCINE MODERNA
14555 EU-EC- AR 03 Professional Non EEA ;1{1:;:5 Male  |Cognitive disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10007772587 Unknown - [n/a - 1{DF} - Intramuscular])
2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14556, . EEA than 85 [Female |COVID-19 (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 03 Professional v Int Jar])
10007772331 cars niramuseuar
Elickcor scad | 2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14557 . EEA than 85 [Male  |COVID-19 (1/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-ECG- |& L |03 Professional v, Int Jlar])
10007772328 ; cars ntramuscular]
Elickcor scad | 3 5021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14558 it : EEA than 85 |Female | coy1p-19 (n/a - Fatal - Results in Death), Hypoxia (20min - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 03 Professional Years I
ntramuscular])
10007772312
14559 3 =1 (2021-03- |Healthcare EEA 65-85 Female Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in mﬁﬁgﬁ [Illrcgzalmlicablmf _1%1};1 ?19
EU-EC- 03 Professional Years Death), Coma (n/a - Fatal - Results in Death), Lung disorder (n/a - Fatal - Results in Death) PP
0 Intramuscular])
10007772223
2021-03-|Healthcare More Coma (/a - Fatal - Results in Death), Diarrhoea (2d - Recovered/Resolved - Results in Death), Pyrexia (n/a - Fatal - | COMIRNATY [TOZINAMERAN] (8- COVID-19
14560 . EEA than 85 |Female . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L3 |03 Professional Vear Results in Death) Tntramuscular])
10007770511 : s e
Elick or cal | 2021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14561 : EEA than 85 |Female |(COVID-19 (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 03 Professional
10007769997 Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769997&_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
L COVID-19 MRNA VACCINE MODERNA (CX-
14562 a1 (2021-03-|Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Unresponsive|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L3 |02 Professional Years to stimuli (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007772013 ; Unknown - [n/a - 1{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
1 |2021-03- | Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L

14563 EU-EC- 02 Professional Non EEA Vears Male |Condition aggravated (1d - Fatal - Results in Death), Rheumatoid arthritis (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007771648 applicable - [n/a - 1{DF} - Intramuscular])
m 4 Arthralgia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death, Other Medically Important (COVID-19 MRNA, VACCINE MODERNA (CX-

2021-03- | Healthcare 18-64 e . e R s > . . 1024414) [COVID-19 MRNA VACCINE MODERNA

14564 [ . Non EEA Female |Condition), Impaired work ability (n/a - Fatal - Results in Death, Disabling), Malaise (n/a - Fatal - Results in Death), Pain . Lo

EU-EC g, (02 Professional Years (n/a - Not Recovered/Not Resolved - ), Vaccination site pain (n/a - Not Recovered/Not Resolved - ) (CX-024414)] (- COVID-19 immunisation - Not
10007771618 ? P applicable - [n/a - 1{DF} - Intramuscular])
oLl More Bedridden (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare TIIY . PCTIE . 024414) [COVID-19 MRNA VACCINE MODERNA
14565 . Non EEA  [than 85 [Male  |Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue . L
EU-EC 02 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (8 - COVID-19 immunisation - Not
10007771541 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | Arthythmia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
14566 2021-03- |Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Years Caused/Prolonged Hospitalisation), Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), (CX-024414)] (S- COVID-19 immunisation - Not
10007771531 Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA

14567 BU-EC- 02 Professional Non EEA 21(1:;585 Male  [Death (1d - Fatal - Results in Death, Other Medically Important Condition), Malaise (1d - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not

10007771521 i applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | = 1 COVID-19 MRNA VACCINE MODERNA (CX-
] il (2021-03- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L

14568 EU-EC- 02 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007771491 applicable - [n/a - 1{DF} - Intramuscular])

: i COVID-19 MRNA VACCINE MODERNA (CX-

14569 =1 2021-03- Healthcare Non EEA 18-64 Female Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- 02 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007771267 7 applicable - [n/a - 1{DF} - Intramuscular])
: i COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . -

4570 pupc | 02 [Professional [VOUEEA |yeqs [Mele [Death(1d-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007771251| =3 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad |* 1 More COVID-19 MRNA VACCINE MODERNA (CX-

14571 =1 (2021-03- [Healthcare Non EEA  |than 85 |Female Abdominal pain (7d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Diarrhoea (7d - Fatal - Results in {024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- 02 Professional Vears Death), Injection site pain (7d - Fatal - Results in Death), Vomiting (7d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007771212 applicable - [n/a - 1{DF} - Intramuscular])
: Cardiogenic shock (1d - Fatal - Results in Death), Cold sweat (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-

14572 =1 (2021-03-|Healthcare Non EEA 65-85 Female Hospitalisation), Death (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COMID-19 MRNA VACCINE MODERNA

EU-EC- 02 Professional Years Hospitalisation), Sepsis (1d - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation -
10007771210 Hospitalisation) 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=10007772013&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771541&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771531&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771210&_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
: [ELy Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chest pain (n/a -
:
e 1 [2021-03- |Healthcare 65-85 Unknown - CaL\sed(Pro]onged Hospitalisation), Dyspnoea (n/a - Ul’lleOWl‘l - Cal]sed/Prplonged Hospitalisation), TOZINAMERAN [TOZINAMERAN] (S - COVID-19
14573 puEc 02 Professional | EEA |5, |Female  Musculoskeletal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Neutropenia (n/a - Unknown - Caused/Prolonged  [;ymunisation - Not applicable - [1d - n/a - n/a])
Hospitalisation), Pericarditis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation
10007771204
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
14574 EU-EC- 0 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007771199 applicable - [n/a - 1{DF} - Intramuscular])
% 12021-03- Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
14575 BU-EC 02 Professional EEA Y Male  |Cerebral haematoma (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - .3mL -
-EC- | o 5 rofessional ears Tntramuscular])
10007771037
i COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-03-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
14576 pupc B 02 Professional |NCREEA yeors  [Male  |Cardiac arrest (1d - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007770862 i applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
14577 2021-03- Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 02 Professional Years in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007770719| applicable - [n/a - 2{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
41 (2021-03- Healthcare . 024414) [COMID-19 MRNA VACCINE MODERNA
: - - ) . D
14578 pupc 02 |Profesional |\O"FFA - |than 85 [Male [Death (10d-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007770694 applicable - [n/a - 1{DF} - Intramuscular])
Rlickcor scad | : 2021-03- |Healthcare 65-85 Abdominal pain upper (n/a - Fatal - Results in Death), Aspiration (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - gﬁ[ E)I[QG)WD{‘I\;?\/IRN A \X?%%Nﬁ(()gém A
: . Results in Death), - - Results in Death), iti - - Results in Death), : ot
14579 EUEC  |¢ 02 Professional Non EEA Vears Female TI\{I;sl:;ats( r:/l; {);:tt;; - saerr;(:rrfll?g; (nﬁ Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007770648 Results in Death) applicable - [/a - 1{DF} - Intramuscular])
Elick or scal | § 2021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14580| EU.EC- & (02 Professional |EEA than 85 |Female |Death (n/a - Fatal - Results in Death, Life Threatening) m]mmlsatllﬁ)n - Not applicable - [n/a - 1{DF} -
10007770521 Years Intramuscular])
klick or sca 8 | 0105 Healtheare 65.85 Cyanosis (1d - Fatal - Results in Death), Diarthoea hacmorrhagic (1d - Fatal - Results in Death), Dizziness (1d- Fatal - chﬁa)l[goohﬂwul}m 1\9/1?\/IRNCUI AJE\X%RIE\I&()%EW A
14581 : . Non EEA Female |Results in Death), Nausea (1d - Fatal - Results in Death), Toothache (1d - Fatal - Results in Death), Unresponsive to . .
EU-EC- 02 Professional Years stimuli (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007770464 i Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | : More COVID-19 MRNA VACCINE MODERNA (CX-
14582 3l (2021-03-|Healthcare Non EEA  |than 85 |Male Chronic kidney disease (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Pneumonia (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Vears Results in Death), Septic shock (1d - Fatal - Results in Death), Urinary tract infection (1d - Fatal - Results in Death) |(CX-024414)] (S- COVID-19 immunisation -
10007770035 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=10007771204&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770862&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770719&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770464&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770035&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-03- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
14583 puEC 02 Professional |NOMEEA  |yors [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007769621 ; applicable - [n/a - 1{DF} - Intramuscular])
Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Back pain
: n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dehydration (n/a - Unknown -
- Sp ly Imp Ly
14584 ] 2021-03- |Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 02 Professional Years Hospitalisation, Other Medically Important Condition), Mobility decreased (n/a - Unknown - Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10007769578 Hospitalisation, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
-
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
14585 EU-EC- 0 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007769539
ik orscal | COVID-19 MRNA VACCINE MODERNA (CX-
14586 2021-03-|Healthcare Non EEA 65-85 Mal Anaemia (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal -  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- iR |02 Professional on Years ¢ |Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007769523 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
14587 2021-03- |Healthcare Non EEA Not Female Acute myocardial infarction (n/a - Fatal - Results in Death), Diabetic ketoacidosis (5d - Recovered/Resolved With Sequelae - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 02 Professional Specified Other Medically Important Condition), Pneumonia (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007769344 n/a - Intramuscular])
Elick or sca | 4 COVID-19 MRNA VACCINE MODERNA (CX-
ai (2021-03- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . N
14588 pupC E2 102 [Professional | NN EEA |yeys  [Male  |Death (n/a- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007769065 i applicable - [n/a - 1{DF} - Intramuscular])
: More
14589 g [2021-03- Healtheare | than 85 |Male  |Death (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 1% |02 Professional Vears - n/a - Intramuscular])
10007769024
Rlickcor scad | Z‘F 5021-03- | Healthcare 65-85 Blood glucose increased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cardiac arrest (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14590 EU-EC- 0 Professional Non EEA Vears Male  |Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - Other immunisation - Not applicable - [n/a - n/a -
10007768949 ! Medically Important Condition), Seizure (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular])
K COVID-19 MRNA VACCINE MODERNA (CX-
Rlick or scal ; ' 2021-03- | Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
14591 I . Non EEA  [than 85 |Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 02 Professional . ;
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10007768940 ICSR])
klick or scar I More Cerebrovascular accident (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), General physical health COVID-19 A VA MODERNA (CX-
i (2021-03- Healthcare Lo . : - ! 024414) [COVID-19 MRNA VACCINE MODERNA
14592 o . Non EEA  [than 85 |Female |deterioration (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Posturing (n/a - Fatal . L
EU-EC- 02 Professional Years - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007768816 4 ary 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=10007769621&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769578&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769523&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769344&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768949&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768816&_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
L Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (7d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
14593 i (2021-03- Healthcare Non EEA 65-85 Male Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), Diarrhoea haemorrhagic (n/a -|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyporesponsive to stimuli (7d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007768815 Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- 65-85 . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
14594 EU-EC- 0 E:jg;sciir:a] Non EEA Vears Male  |Arrhythmia (1d - Fatal - Results in Death), Chest discomfort (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007768516 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ¢ COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . A
14595 pUEC 02 Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007768368 ¥ applicable - [n/a - 1{DF} - Intramuscular])
oLl B |00 1.03- | Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
14596 . : EEA Male  |Death (n/a - Fatal - Results in Death), Dyspnoea (21h - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- 02 Professional Years licable - [n/a - .SmL_ - Int dar])
10007768273 applicable - {va - .omL - ntramuscuiar
Elick or scal | : More COVID-19 MRNA VACCINE MODERNA (CX-
=i |2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14597 EU-EC- 02 Professional Non EEA 21(1:;585 Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007768245 applicable - [n/a - 1{DF} - Intramuscular])
:
4 2021-03- | Healthcare 65-85 . Lo . - . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - X - -
14598 BU-EC- 02 Professional EEA Vears Male  |General physical health deterioration (14d - Fatal - Results in Death), Pneumonia (14d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007767645
Elickor scal | : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
14599 2 2021-03- | Healthcare Non EEA  |than 85 |Male General physical health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), Staphylococcal sepsis (n/a - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG | 02 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007767256 - Not applicable - [n/a - n/a - Intramuscular])
2021-03- | Healthcare 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - , - - ) . S .
14600 EUEC | S 0 Professional Non EEA Years Male  |Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death immunisation - Not applicable - [1d- n/a - n/a])
10007766593 | &3 Th
Rlickor scal |3 Back pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown - Caused/Prolonged
14601 2021-03- Healthcare Non EEA 65-85 Female Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Faeces discoloured (n/a - TOZINAMERAN [TOZI,NAMERAN] (S- COVID-19
BU-EC- 02 Professional Years Unknown - Caused/Prolonged Hospitalisation), Hypophagia (/a - Unknown - Caused/Prolonged Hospitalisation), Pain (n/a - |iMmunisation - Not applicable - [1d - n/a - n/a])
10007766581 Unknown - Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Unknown - Caused/Prolonged Hospitalisation)
More
2021-03-|Healthcare ) COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . S
14602 EU-EC- 0 Professional EEA glan 85 |Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007765739 cans
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007765739&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1519 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
o A 2021-03- | Healthcare COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - i . . .
14603 EU-EC- 0 Professional EEA g?an 85 |Female [Body temperature decreased (5d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007765649 cars
click or scarl
14604 2021-03- Healthcare EEA 18-64 Female Disseminated intravascular coagulation (n/a - Fatal - Results in Death), Hepatic failure (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- M 02 Professional Years Intestinal gangrene (n/a - Fatal - Results in Death), Visceral venous thrombosis (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007765594 &
Blick-or sca | *
2021-03- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
14605 EU-EC- 0 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007765505 :
oLl More
14606 2021-03- Healthqare EEA than 85 |Female |Cerebrovascular accident (9d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 02 Professional Vears immunisation - n/a - [n/a - n/a - n/a])
10007765372,
Cerebral haematoma (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Diabetes insipidus (n/a -
Elickcor scad | W Unknown - Other Medically Important Condition), Haemorrhagic stroke (n/a - Fatal - Results in Death), Headache (n/a - QOVID-19 VACCINE ASTRAZENECA. (CHADOX1
2021-03- Healthcare 18-64 " .. Lo - .- NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14607 . Non EEA Female [Unknown - Other Medically Important Condition), Hemiplegia (n/a - Unknown - Other Medically Important Condition),
EU-EC- 02 Professional Years I hrombo i (o AN Ived - Other Medically T Giti o (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007764928 £ mmune throm cytopema( a - Not Recovs:r.e ot Reso ved - Other cally mportapt Condition), Namea( Va- v/a - Intramscular])
Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
Abdominal wall haematoma (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Abdominal wall
Elick or scad e o 02105ttt 5.5 l[l;emorrha_ge (n/a %I_\Iot Rencjove;edﬁ;{]zz ReSOI(‘jI/?\(]i - %aemeid/é’drolonged Hos;fnahsatgn, Otalller Medwal}lly Inl\]/[p?j?ﬁt ?ondmon), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14608 h el theare Non EEA - Female ute respiratory fai ure (1/a - ot Recovered/Not Resolved - CausedPro onged Hospit isation, Other Medically Important immunisation - Not applicable - [1d - n/a -
EU-EC- 02 Professional Years Condition), COVID-19 pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Intramuscular])
10007764414 Important Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
Eetick or scad | L Non More Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death),
14609 o (2021-03- Healthcare Non EEA  |than 85 [Male Dyspnoea (n/a - Unknown - Other Medically Important Condition), Hypotension (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 02 Professional Years Important Condition), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Renal failure (n/a [immunisation - Not applicable - [n/a - n/a - n/a])
10007764043 - Unknown - Other Medically Important Condition)
: More
31 2021-03- | Healthcare . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14610 EU-EC- 3 0 Professional Non EEA gl(lan 85 |Male  |Respiratory disorder (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [ 1d- n/a - n/a])
10007764042/} cars
e | %
2021-03- |Healthcare 65-85 . ; . 3 .. COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - X - - . S .
14611 EUEC |4 0 Professional EEA Vears Male [COVID-19 (n/a - Fatal - Results in Death), Diabetes mellitus (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007763358
Asthenia (n/a - Fatal - Results in Death), Bedridden (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in ME
14612 2021-03- |Healthcare EEA 65-85 Female |Death), Hypotonia (n/a - Fatal - Results in Death), Irregular breathing (n/a - Fatal - Results in Death), Rhonchi (n/a - COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 02 Professional Years . immunisation - Not applicable - [1d - n/a - n/a])
10007763350 Fatal - Results in Death)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. 19021-03-|Healthcare 18-64 Arterial th{‘ombogs (n/a - Fatal - Results in Death. Camed/Prplonged Hospitalisation), Castromtegmal necrosis (n/a - Fatal COMIRNATY [TOZINAMERAN] (S- Prophylaxis -
14613 EU-EC- 0 Professional EEA Vears Female |- Results in Death, Caused/Prolonged Hospitalisation), Hepatic failure (n/a - Unknown - Results in Death, na - [n/a - n/a - Intramuscular])
10007763237 Caused/Prolonged Hospitalisation), Renal failure (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)
klick or scar i More Anal incontinence (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (3d - Unknown - Caused/Prolonged ME
14614 Lopo : (2)221_03_ II;Ire(?tl‘g;sci?)fal EEA than 85 |Male  [Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown - ?ﬂ:]y%?/l:_AI/Z_[I/(;)]Z)TN RAN] (8- Immunisation -
10007762734 Years Caused/Prolonged Hospitalisation), Tachycardia (3d - Unknown - Caused/Prolonged Hospitalisation)
Rlick or sca | iy Non
14615 =112021-03- Healthcare Non EEA 65-85 Female COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Unknown - ), Death (n/a - Fatal -| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 02 : Years Results in Death), Illness (n/a - Unknown - ), Malaise (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10007762217
[lick or scal |* More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- | Healthcare . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14616 EU-EC- 0 Professional Non EEA %?:;SSS Female [COVID-19 (14d - Fatal - Results in Death, Other Medically Important Condition) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10007761931 - Not applicable - [1d - n/a - Intramuscular])
Elick or scal | 5021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14617 : EEA than 85 [Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 02 Professional v Int Jar])
10007761831 cans nlramuseuiar
S ¥4 12021-03- |Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
14618 EU-EC- : 0 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) imtmmisatlii)n - Not applicable - [n/a - 1 {DF} -
10007761417 ntramuscular])
Elickcor scal ; : 9021-03- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
: : s ) ) . \ . ) ) . . i . N ) _
14619 EU-EC- 0 Professional EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Hypotension (n/a - Unknown - Results in Death) ir[ﬂr:l;l]:s;tlﬁ);]) Drug withdrawn - [n/a - 1{DF}
10007761407 :
. M
s %k (2021-03- Healthcare ore ME
14620 EU-EC- X8 02 Professional  |EEA than 85 |Female |Respiratory distress (n/a - Fatal - Results in Death) COMIRNATY [H];OZIS n/I v ﬂI ] (S- CX?IIVID-19
10007761353 Years immunisation - n/a - [n/a - n/a - Intramuscular])
klick or scal |}
2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudden - - ) . S
14621 EU-EC- 02 Professional EEA Years Female death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007761342
click or scarl
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; Suddes - - ) . Nl
14622 EU-EC- 1 (02 Professional EEA Years Female n death (wva - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007761334
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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
: 2021-03- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
14623 : . EEA Female |Cerebral venous sinus thrombosis (3d - Fatal - Results in Death), Coagulopathy (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 02 Professional Years Tntramuscular])
10007761030 s
lick or scal i 2021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14624 L . EEA than 85 Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L, (02 Professional v Int dar])
10007760253 ; cars niramuseuar
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
14625 al 12021-03- Healthcare Non EEA 18-64 Mal Back pain (4d - Fatal - Results in Death), Pyrexia (4d - Fatal - Results in Death), Vomiting projectile (4d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
BU-EC- 01 Professional [ Years | ¢ |Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007760010 applicable - [n/a - 1{DF} - Intramuscular])
or scaij i Non COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-03- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
14626 EU-EC- 01 Eﬁg;;fgal Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007759758 applicable - [n/a - 1{DF} - Unknown])
Bk orsca | B COVID-19 MRNA VACCINE MODERNA (CX-
14627 T 2021-03- Healthcare Non EEA 65-85 Male Condition aggravated (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 01 Professional Years Condition), Dyspnoea (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007759155 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
i | 2021-03- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
14628 pupc | 01 |Professional |NOMEEA |yeqrs [Male |Sudden death (1d-Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007759011 applicable - [n/a - 1{DF} - Intramuscular])
Arthralgia (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), MRN, CCINE
Rlickcor scal i Dyspepsia (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Fatigue (3d - Unknown - ), Feeling abnormal (3d - Unknown - ), COVID-19 A VA MODERNA (CX-
2i (2021-03-|Healthcare 65-85 . . - . X 024414) [COVID-19 MRNA VACCINE MODERNA
14629 . Non EEA Male |Hypophagia (n/a - Unknown - ), Palpitations (n/a - Unknown - ), Pulseless electrical activity (n/a - Fatal - Results in . L
EU-EC- 01 Professional Years . . . . (CX-024414)] (S- COVID-19 immunisation - Not
10007758867 7 Death), Respiratory depression (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - Unknown - Other applicable - [n/a - 1{DF} - Intramuscular])
Medically Important Condition) ppiicable
= More COVID-19 MRNA VACCINE MODERNA (CX-
ki 2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14630 EU-EC- o1 Professional Non EEA 21(1‘:;585 Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007758521 ; Unknown - [n/a - 1{DF} - Intramuscular])
: i More Chills (n/a - Fatal - Results in Death), Erythema (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in COVID-19 A VA MODERNA (CX-
21 (2021-03- [Healthcare - A - ORI . . (024414) [COVID-19 MRNA VACCINE MODERNA
14631 . Non EEA  [than 85 Male  |Death), General physical health deterioration (n/a - Fatal - Results in Death), Injection site pain (n/a - Fatal - Results in . e
EU-EC 01 Professional Years Death), Pain in extremity (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Drug
10007756863 i i 4 withdrawn - [n/a - 1{DF} - Intramuscular])
: ¥ 12021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
; : ) ) .
14632 EU-EC- o1 Professional EEA ;}}al’l 85 |Male  |Sudden death (1d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007756435 cars
More
2021-03-|Healthcare . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - R
14633 EUEC | o1 Professional EA $1a31; 85 |Male  |Cardiac arrest (1d - Fatal - Results in Death) n/a - [/a - n/a - Intramuscular])
10007756340 cars

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007761030&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007760010&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007759758&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007759155&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007759011&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007758867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007758521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007756863&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007756435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007756340&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: B More COVID-19 MRNA VACCINE MODERNA (CX-
) A1 2021-03- | Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . N
14634 EU-EC- 01 Professional Non EEA ?:;SS Female [Acute coronary syndrome (1d - Fatal - Results in Death), Respiratory failure (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007755439 applicable - [n/a - 1{DF} - Intramuscular])
2021-03- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - - X - -
14635 EU-EC- o1 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007755395
Klick-or scad | *
2021-03- | Healthcare 65-85 - . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - - , Sudden - -
14636 BU-EC- o1 Professional EEA Years Female |Pyrexia (n/a - Fatal - Results in Death) death (n/a - Fatal - Results in Death) - n/a-n/al)
10007755394
or scaij More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14637 BU-EC. nl o1 Professional Non EEA gléa;lrSSS Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007755193 - Not applicable - [1d - n/a - Intramuscular])
Qr _scail
14638 i 2021-03- Hea]thgare EEA 65-85 Male COVID-19 (1/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Renal |COMIRNATY [TOZINAMERAN] (S- COVID-19
10(%2'7]22‘939 i |01 Professional Years failure (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
Blood pressure increased (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal -
Elickcor scad | W More Results in Death, Life Threatening, Other Medically Important Condition), Death (1d - Fatal - Results in Death), Heart (COVID-19 MRNA VACCINE MODERNA (CX-
o (2021-03- |Healthcare TS YA 2 : . - - 024414) [COVID-19 MRNA VACCINE MODERNA
14639 . Non EEA  |than 85 |Male  |rate increased (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Other . L
EUEC |4 ot Professional Years Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important (€X-024414)] (S- COVID-19 immunisation -
10007754892 Condition) > E—— Unknown - [n/a - 1{DF} - Intramuscular])
:
il 12021-03- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
146401 pype 01 Professional | CA Years [Mble  [Oxyeen saturation abnormel (w/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a))
10007754544 =
[=%: | CONHRNATY [TOZINAMERAN] (S- COVID-19
4 2021-03- | Healthcare 18-64 immunisation - Not applicable - [n/a - 1{DF} -
14641 : EEA Female [COVID-19 (1d- Fatal - Results in Death) Intramuscular]), COMIRNATY [TOZINAMERAN] (S
EU-EC- 01 Professional Years . L .
10007754176 - COVID-19 immunisation - Not applicable - [n/a -
1{DF} - n/a)])
2 2021-03- |Healthcare 65-85 4 . COMIRNATY [TOZINAMERAN] (S- COVID-19
14642 EU-EC- .o, pe Professional EEA Vears Male  [Oxygen saturation decreased (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death) }mrmt m1sat11ﬂon - Not applicable - [n/a - .3mL -
10007750968 : ntramuscular)
SPIKEVAX [COVID-19 MRNA VACCINE
14643 2021-03- |Healthcare EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Oropharyngeal pain (n/a - Fatal - [MODERNA (CX-024414)] (S- COVID-19
EU-EC- 01 Professional Years Results in Death) immunisation - Not applicable - [n/a - .5mL -
10007750779 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=10007754939&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007754892&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007754544&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007754176&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007750968&_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
14644 g |2021-03- Healtheare | than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EG- | s 01 Professional Vear immunisation - n/a - [n/a - n/a - n/a)
10007749406 : s
ai (2021-03- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl
14645 EU-EC- L, o1 Professional EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) immmisation - 1/a - [/ - /3 - 1/a])
10007749029 &3 i
Eiorsad |8 Mo Bacterialtes
positive (n/a - Fatal - Results in Death), Blood glucose increased (n/a - Fatal - Results in Death), Death (n/a
14646 : 2021-03- Healthcare EEA than 85 |p_ . |- Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaisc (n/a - Fatal - Results in Death), Muscle COMIRNATY [HFI;OZIII]\I/AMHI;:RA%\I] (8- CDu]V[D-19
EU-EC ¥ (01 Professional Years twitching (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pyelonephritis (n/a - Fatal - Results in |[M715aton - n/a - [n/a - n/a - Intramuscular])
10007748939 Death), Pyrexia (n/a - Fatal - Results in Death), SARS-CoV-2 test negative (n/a - Fatal - Results in Death)
: :
14647 i (2021-03- Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Pneumonia |COMIRNATY [TOZINAMERAN] (S-n/a-n/a - [n/a
EU-EC- 01 Professional Years (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007748854 &
BlickCor scap | : More
14648 i (2021-03- Healthcare EEA than 85 |Male Abdominal pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results |[COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [n/a
EU-EC- 01 Professional Years in Death), Vomiting (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007748840
0 Xy COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 (2021-03- [Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. ! - -
14649 BU-EC- 2 o1 Professional Non EEA Years Male dementia Alzheimer's type (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [1d- n/a
10007746831 : - Intramuscular])
23 (2021-03-|Healthcare . ! "y COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
14650 EU-EC- o1 Professional EEA ?:;I:KS Male  [Dyspnoea (3d - Fatal - Results in Death, Other Medically Important Condition) - n/a - Intramuscular])
10007746818
X 8 12021-03-[Non 65-85 Pulmonary embolism (n/a - Unknown - Other Medically Tmportant Condition), Respiratory distress (n/a - Fatal - Results in |- OVIRNATY [TOZINAMERAN] (8- COVID-19
14651 ; Healthcare EEA Female ay ¥ mp » Respiratory —— — |immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 01 Professional Years Death) Intr: Jar])
10007746806 : olessiond amuscuiar
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
14652 EUEC | 01 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
10007745999| 2 1 - n/a - Intramuscular])
ol | B AME
= 1 (2021-02- (Healthcare More Hypotension (n/a - Fatal - Results in Death), Oxygen saturation decreased (2d - Fatal - Results in Death), Petit mal COMIRNATY [TOZIN. . RAN] (8- COVID-19
14653 : EEA than 85 |Female . N immunisation - Not applicable - [1d - n/a - n/a - More
EU-EC- 28 Professional epilepsy (n/a - Fatal - Results in Death) .
10007744631 Years in ICSR])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007746831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007746818&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007746806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007745999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007744631&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: More
24 (2021-02- [Healthcare . . . COMIRNATY [TOZINAMERAN] (S- n/a - Not
: - - .
14654 BU-EC- 8 Professional EEA t\}(]a; 85 |Female |Multiple organ dysfunction syndrome (2d - Fatal - Results in Death) applicable - [1d- n/a - n/a])
10007744624 ; s
E— 4 12021-02- Healtheare 65-85 COMIRNATY [TOZINAMERAN] (8- COVID-19
14655 h : EEA Male  |Ischaemic stroke (5d - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC- 28 Professional Years Tntramuscular])
10007744498
Rlick or scad | 2 5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14656 EU-EC TS g Professional EEA than 85 Female |Escherichia infection (2d - Fatal - Results in Death), Sepsis (2d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
Snd ih Years
Intramuscular])
10007744468
Anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure congestive (4d - Fatal - Results MRN, CCINE
oLscl ; More in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Condition aggravated (4d - Fatal - COVID-19 A VA MODERNA (CX-
= 2021-02- | Healthcare . T ? : 024414) [COVID-19 MRNA VACCINE MODERNA
14657 . Non EEA  |than 85 |Male  |Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Pyrexia (4d - Fatal - Results . g
EU-EC- 28 Professional N e . Y " (CX-024414)] (S- COVID-19 immunisation - Not
Years in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (4d - Fatal - Results in Death, Caused/Prolonged .
10007744248| =0T Hospitalisati applicable - [n/a - n/a - n/a])
R ospitalisation)
Elickorscad | _. i Non COVID-19 MRNA VACCINE MODERNA (CX-
. 2021-02- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . L
14658 EU-EC- 8 l};l:jgsl;:iirgal Non EEA Specified Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007743746 applicable - [n/a - n/a - Intramuscular])
: ¥ 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
; : J - - Results in Death), i - - Results in Death) ; s oat
14659 EU-EC- S 57 Professional EEA glan 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death immunisation - 0/a - [n/a - 1{DF} - Intramuscular])
10007742785 =3, cans
: % 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
. i i - - i . . .
14660 EU-EC- 57 Professional EEA ?:;ISS Male  [Status epilepticus (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1 {DF} - Oral])
10007742765 ]
: 2021-02- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
14661 : : EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional Years Intr: Jar])
10007742670 amuscuiar
gk or scal | ¢ COVID-19 VACCINE ASTRAZENECA (CHADOX1
14662 2021-02- Healthcare EEA 18-64 Female Hyperthermia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Fatal - Results [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 27 Professional Years in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007742554 -n/a- [n/a- 1{DF} - Intramuscular])
% |5021-02-|Healthcare More Death (n/a - Fatal - Results in Death), Hypertension (ld'- Recovered/Resolved - Results in Death), Hyperthermia (n/a - (DMIRNATY [TOZINAMERAN] (S- COVID-19
14663 : EEA than 85 |Female |Not Recovered/Not Resolved - Results in Death), Lung disorder (n/a - Not Recovered/Not Resolved - Results in Death), |immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG- 27 Professional L X .
10007742409 ) Years 'Vaccination site inflammation (n/a - Not Recovered/Not Resolved - Results in Death) Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007742670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007742554&_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
o 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14664 . EEA than 85 [Male  |Acute respiratory failure (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional v Int lar])
10007742344 cans niramisouar
1665 2021-02- Healtheare | 6585 |\, |Cerctral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Hemiplegia (n/a - Not mgﬁgf ggﬁm‘lidc‘amblmg | ?SF\;”_} 19
EU-EC- 27 Professional Years Recovered/Not Resolved - Results in Death, Other Medically Important Condition) PP
Intramuscular])
10007741745/ 24
Rlick or scal e 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14666 BU-EC- 27 Professional EEA than 85 |Female |Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007741701 ! Years Intramuscular])
: MUY - O
1 (2021-02- Healthcare 65-85 Haemorrhagic stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypertension ’
14667 pupc 27 |Professional [0 Years  |Te™° | 1a - Rocovered/Resolved - Resulls in Death, Life Threatening, Caused/Prolonged Hospitalisation) Intramuscular]), [D,L-LYSINE
10007741695 ACETYLSALICYLATE] (S- Cerebrovascular accident
prophylaxis - Drug withdrawn - [n/a - 75mg - Oral])
Elickcor scal an : More COMIRNATY [TOZINAMERAN] (S- COVID-19
14668 24 2021-02- Healthcare EEA than 85 [Male Death (n/a - Fatal - Results in Death), Hypotension (n/a - Not Recovered/Not Resolved - Results in Death), Malaise (n/a - h isation - Not applicable - [1va - 1{DF} -
EU-EC- 27 Professional Recovered/Resolved - Results in Death), Tachycardia (n/a - Unknown - Results in Death) PP
F : Years Intramuscular])
10007741627
: 02102 et More Atrloventrlrc:/]lar blo]t{:nk complete (n/a - Not Recovered/Not l?rcsolvegI - R?s'l{lts in Delc:at!l, Caﬁ/sed/Proll:])]nged Hospltahsa.tlon), COMIRNATY [TOZINAMERAN] (S- COVID-19
14669 H (2021-02-|Healt care EEA than 85 |Male Dyspnoea (n/a - Unknown - Re'sul'ts in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Re.sul'ts in immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional Vears Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Intramuscular])
10007741614 Sudden death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Elickcor scal ak & 5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14670 : . EEA than 85 |Female |Pneumonia aspiration (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional v, Intr: Jar])
10007741600 : cans amusciar
A |5 00102 | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
14671 ppc 2|57 Professional EEA Vears Male  |COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) mlsats‘g]—) Not applicable - [n/a - 1{DF} -
10007741594 s
Blick or seal 3 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14672 . EEA than 85 [Male  |Aplasia (n/a - Fatal - Results in Death), Shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 27 Professional V. Int Jlar])
10007741528 : cas ramusear
More
2021-02- | Healthcare L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - . S
14673 EU-EC- 57 Professional EEA glan 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - n/a - [1Va - 1 {DF} - Intramuscular])
10007741395 cars
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14674 . EEA than 85 Female |Oxygen saturation decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 27 Professional v Int Jlar])
10007741378 ears ntramuscular
klick or scar 502102 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14675 : EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional v Int ar]
10007741311 cars ntramusculard)
Blickcor sca | ° More
2021-02- Healthcare . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - ) S
14676, EU-FC- 57 Professional EEA than 85 [Female |Lung disorder (n/a - Unknown - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - 1/a - [1/a - 1 {DF} - Intramuscular])
) Years
10007741309
|2021-02- Healtheare 65-85 COVID-19 (5d- Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved- Resultsin | COVIRNATY [TOZINAMERAN] (S - COVID-19
14677 . EEA Female immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional Years Death) Tntramuscular])
10007741270
Elickcor scal ; More COMIRNATY [TOZINAMERAN] (S- COVID-19
. 2021-02- | Healthcare COVID-19 (2d - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved - Results in . P .
14678 . EEA than 85 |Female immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L, (27 Professional Y Death) Int Jar])
10007741269 E ears ntramuscular
:
% 2021-02- |Healthcare More COVID-19 (7d- Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved- Resultsin | COVIRNATY [TOZINAMERAN] (S- COVID-19
14679 : EEA than 85 |Male immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | <& 27 Professional Vear Death) Intramuscular])
10007741264 ; ; cars s
, =1 (2021-02- |Healthcare 65-85 COVID-19 (6d - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved - Results in COMIRNATY [TOZIN: .d IERAN] (S- COVID-19
14680 : EEA Male immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L (27 Professional Years Death) Tntramuscular])
10007741263 ]
i
5 12021-02-|Healtheare More COVID-19 (4d - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved- Results in | COVIRNATY [TOZINAMERAN] (S - COVID-19
14681 : EEA than 85 |Male immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional Y. Death) Int dar])
10007741259/ ¥, cars nlramuscrar
4 2021-02- |Healtheare 65-85 COVID-19 (4d- Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved- Resultsin | COVIRNATY [TOZINAMERAN] (S- COVID-19
14682 . EEA Male immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional Years Death) Tntramuscular])
10007741258
2 MERAN]
SEEERTEN (2021-02- [Healthcare More COVID-19 (6d - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Resolved - Results in (DMIRNATY [TOZIN. . (8- COVID-19
14683 . EEA than 85 |Female immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional Death)
10007741252 Years 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
: 2021-02-|Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14684 . . EEA than 85 [Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional v Int Jlar])
10007741216 s nramsear
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
2l (2021-02-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14685 pupc 27 |Professional |NOPEEA |yeqr |Female |Dyspnoea (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007741090 r applicable - [n/a - n/a - Intramuscular])
i ol | R COVID-19 MRNA VACCINE MODERNA (CX-
Rkt Al (2021-02- |Healthcare 65-85 . o ' ” 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
14686, EUEC | soh 57 Professional Non EEA Vears Male  [Death (2d - Fatal - Results in Death), Pneumonia aspiration (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007741088 applicable - [n/a - 1{DF} - Intramuscular])
or scaj i COVID-19 MRNA VACCINE MODERNA (CX-
14687 al (2021-02- Healthcare Non EEA 18-64 Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Pain (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | ik 27 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10007741054 & applicable - [n/a - 1{DF} - Intramuscular])
Eetick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
{ 2021-02- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . .
14688 EU-EC- | ek 27 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007741045 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
31 2021-02- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
14689 EU-EG  |& 27 Professional Non EEA Years Female Death (1d - Fatal - Results n Death (CX-024414)] (S- COVID-19 immunisation - Not
10007741042 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14690 ' : EEA than 85 |Female |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L, (27 Professional v Int Jar])
10007740927 ; cans nlramuseuiar
- 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14691 : EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EG- | sk 27 Professional v, Inir Jlar])
10007740926 &2 cars amuscuar
B on
14692 2021-02- Healthcare EEA 18-64 Female Asthenia (n/a - Not Recovered/Not Resolved - Results in Death), Choking (n/a - Fatal - Results in Death), Decreased COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 27 . Years appetite (n/a - Recovering/Resolving - Results in Death), Pyrexia (n/a - Recovering/Resolving - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
) Professional
10007740753
Blicicor sca |
14693 2021-02- | Healthcare EEA i\}/fores 5 | Femal Hypertension (n/a - Not Recovered/Not Resolved - Results in Death), Respiratory distress (n/a - Fatal - Results in Death), COMIRN?TY [IiIrOtZIN?l\/ISRA?g/ S -1%)1?;1 D19
EU-EC- L 27 Professional an CMAC | Tachycardia (n/a - Not Recovered/Not Resolved - Results in Death) [mmumsation = Jot applicable - (n/a - .
X g Years Intramuscular])
10007740738
o ¥ 12021-02- Healtheare 65-85 COMIRNATY [ TOZINAMERAN] (8- COVID-19
; ' L . ) ) . . viveing . . N -
14694 EU-EC- 57 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF}
10007740481 Intramuscular])
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; 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14695 . EEA than 85 [Male |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional Vears Intramuscular])
10007740378
2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14696 : EEA than 85 Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L4 127 Professional v Int ar])
10007740366 ] cars niramuseuar
lickcor scal 5 2021-02- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
! : L . ) ) . . viveig . - i -
14697 BU-EC- 57 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) ﬁ]trrnmlsattl‘?n])Not applicable - [n/a - 1{DF}
10007740184 amuscuiar
oLl i 5021-02-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14698 o . EEA than 85 [Female |Coma (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 13 (27 Professional Vears Intramuscular])
10007740086/ i
4 al (2021-02- Healthcare More Atrial fibrillation (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), Oxygen saturation decreased COMIRNATY [TOZINAWRAN] (S- COVID-19
14699 o . EEA than 85 |Female . immunisation - Not applicable - [n/a - n/a -
EU-EC- 27 Professional v, (2d - Fatal - Results in Death) Intr: Jar])
10007740078 : cans amusciar
= 8 | 021-02- Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14700 : . EEA than 85 [Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 27 Professional e Int lar])
10007739812 cars niramscrar
COMIRNATY [TOZINAMERAN] (S- COVID-19
1immunisation - Not applicable - [n/a - . -
Kk orscal || immuniation - Mot applicable - [n/a - 3ml.
2021-02- Healthcare More Brain stem haemorrhage (n/a - Fatal - Results in Death), International normalised ratio increased (n/a - Unknown - Results Intramuscular]), [D,L-LYSINE
14701 : EEA than 85 (Male |, ’ ACETYLSALICYLATE] (S- Atrial fibrillation - Not
EU-EC- 27 Professional in Death) .
10007739661 3. Years applicable - [n/a - 75mg - Ore}l]), [WARFARIN
SODIUM] (S - Atrial fibrillation - Not applicable - [n/a
- 1.25{DF} - Oral])
4 12021-02.Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
14702 Healthcare EEA than 85 [Male  |Abdominal pain (n/a - Fatal - Results in Death) . P
EU-EC-  |: 27 Professional v, immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007739542 oressiond cans
ik or scal | i 2021-02- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
14703 EU-EC- : 57 Healthcare Non EEA  |than 85 [Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007739459 Professional Years Intramuscular])
¢ 5021-02- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
14704 EU-EC- : 57 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007739446 Professional Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007740078&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007739812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007739661&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007739542&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007739459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007739446&_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 VACCINE ASTRAZENECA (CHADOX1
: =i (2021-02- [Healthcare Not . . . .. . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
14705 o EC b 7 Professional Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Life Threatening), Hepatitis E (n/a - Unknown - Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007738815 ‘i 1/a - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 2021-02- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
14706 £y pc 27 [Professional NN EEA lyeyg [Male |Cardiacarrest (n/a- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007738676 1 - Not applicable - [1d - n/a - Intramuscular])
O | % COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 2021-02- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - R
14707 EUEC | 27 Professional Non EEA Years Female |Cerebral thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007738548| £ n/a - Intramuscular])
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- | Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14708 EU-EC- 57 Professional Non EEA gléa;lrSSS Female |Pneumonia (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10007738528 i n/a - Intramuscular])
Elickcor scad | Infection (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pain (n/a - Unknown - Life COVID-19 VA AST CA( X1
2021-02- |Healthcare Not . TN : ; : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14709 . Non EEA .. |Female |Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Life Threatening, Caused/Prolonged CHADO . .
EU-EC 27 Professional Specified Hospitalisation), Respiration abnormal (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (8- COVID-19 immunisation
10007737374 > - Not applicable - [1d - n/a - Intramuscular])
More
14710 2021-02- Healthcare gy than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 26 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10007737139
Elickor scal | L : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
=3 (2021-02- [Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
14711 EU-EC- 26 Professional Non EEA gl(lan 85 [Male  |COVID-19 (11d- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007736862 ' cars - /a - Intramuscular])
Aphasia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral artery .
S L More occlusion (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically COVID- 19 MRNA VACCINE MODERNA (CX
5 12021-02- | Healthcare than 85 - . ; . Lo o 024414) [COVID-19 MRNA VACCINE MODERNA
14712 _EC- . Non EEA Female |Important Condition), Fall (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), . L
EU-E 26 Professional Years . . - . O T (CX-024414)] (S- COVID-19 immunisation -
10007736455 Movement disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Nervous Unknown - [n/a - 1{DF} - Intramuscular])
system disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
More COVID-19 MRNA VACCINE MODERNA (CX-
14713 2021-02- | Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), Hypopnoea (2d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Vears Death), Palpitations (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007736335 applicable - [n/a - 1{DF} - Intramuscular])
m b T Chills (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Inflammatory marker increased (n/a-  |COVID-19 MRNA VACCINE MODERNA (CX-
14714 od (2021-02- |Healthcare Non EEA 65-85 Female Unknown - ), Multiple organ dysfunction syndrome (n/a - Unknown - Other Medically Important Condition), Myelodysplastic|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 26 Professional Years syndrome (n/a - Fatal - Results in Death), Pancytopenia (n/a - Unknown - Other Medically Important Condition), Pyrexia |(CX-024414)] (S- COVID-19 immunisation - Not
10007734889 (n/a - Unknown - ) 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=10007738815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007738676&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007738548&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007738528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007737374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007737139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007736862&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007736455&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007736335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007734889&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1530 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
: :
14715 1 2021-02- Healthcare Non EEA 18-64 Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- - L3 |26 Professional Years Death), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10007734821/ &3 ;
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
42021-02- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14716 EU-EC- %6 Professional Non EEA Vears Male  [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007734750 o applicable - [n/a - 1{DF} - Intramuscular])
g % 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
-02- : . i i . 7 . i i . -n/a-n/a-
14717 BU-EC- 6 Professional EEA 21(12111 85 |Male  [Pneumonia (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007734304 ; cans
oL scdl ] Non COVID-19 pneumonia (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
14718 L 2021-02-| ealthcare Non EEA 65-85 Male Cawsed/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation), Diarrhoea (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |26 Professional Years Unknown - Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - (CX‘_024414)] (S- COVID-19 immunisation - Not
10007734290 Unknown - Caused/Prolonged Hospitalisation), Myalgia (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
or scaij . . ) . .
! More Abdominal pain (19d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (19d - Fatal - Results in
14719 2021-02- Healtheare —pp than 85 |Female |Death, Other Medically Important Condition), Pyrexia (19d - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19 -
EU-ECG- |43 26 Professional Vear Condition) n/a - [n/a - n/a - Intramuscular])
10007733945 ; cars 10
Froif 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
R i - - i . . .
14720 EU-EC- ED 06 Professional EEA §I{1an 85 |Male  [Sudden cardiac death (n/a - Fatal - Results in Death) mmumisation - /3 - [/ - 1/a - 1/a])
10007733102 : cars
: More
14721 gy [2021-02- Healtheare = than 85 |Female |Death (n/a - Fatal - Results in Death), General physical health deterioration (6d - Fatal - Results in Death) COMIRNATY [TOZIN 1 (8- Immunisation -
EU-EC- 26 Professional v, n/a - [n/a - n/a - Intramuscular])
10007732636 : cars
m e More Asthenia (8d - Fatal - Results in Death), Cardiovascular disorder (8d - Fatal - Results in Death), General physical
14722 2021-02- |Healthcare EEA than 85 [Male condition abnormal (8d - Fatal - Results in Death), Hyperpyrexia (0d - Fatal - Results in Death), Jaundice (0d - Fatal -  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 26 Professional Vears Results in Death), Myocarditis septic (0d - Fatal - Results in Death), Nasopharyngitis (8d - Fatal - Results in Death), |immunisation - n/a - [n/a - n/a - n/a])
10007731386 Pain in extremity (8d - Fatal - Results in Death)
: More
21 12021-02- Healthcare . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
/ - R
14723 EU-EC- R 126 Professional EEA gl(lan 85 |Male  |Circulatory collapse (n/a - Fatal - Results in Death) na - [n/a- n/a - n/a])
10007730862 ; cars
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02-|Healthcare Not . . ) . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - , - -
14724 EU-EC- : 6 Professional Non EEA Specified Male  [Angina pectoris (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007730762/ = ; 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=10007734821&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007733945&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007733102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007732636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007731386&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007730862&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007730762&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
14725 BU-EC- X:H) |2021-02- Healthcare Non EEA 18-64 Female Epistaxis (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death), Immune thrombocytopenia (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
26 Professional Years Fatal - Results in Death), Pulmonary haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007730212,
n/a - Intramuscular])
Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal|
- Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged
i) : Hospitalisation), Hypoglycaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypophagia (n/a - Fatal
; : More - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged ME ME
14726 pope o, %221_02_ Ere(?llg;sciirrfa] Non EEA  |than 85 |Female [Hospitalisation), Hypothermia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - E;T?fgsationwgzozlﬂble N an: ?;]\)/[D_lg
10007730003 =t g Years Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - ), Oedema peripheral (n/a - Fatal - Results PP
in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Skin ulcer (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Somnolence (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Tachypnoea (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
b ¥ 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% R - - i . . . .
14727 EU-EC- ER 06 Professional EEA ;]{1an 85 |Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007729856 ; cans
ko scal Non More ~ o COMIRNATY [TOZINAMERAN] (S- COVID-19
14728 T 2021-02- | Healthcare EEA than 85 [Male  |Dysphagia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - | A h y
EU-EC- b, 26 Professional Vears Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007729845
o= || Arthralgia (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death,
& 2021-02- Non More Other Medically Important Condition), Headache (n/a - Fatal - Results in Death, Other Medically Important Condition), |SPIKEVAX [COVID-19 MRNA VACCINE
14729 BU-EC- ; 6 Healthcare EEA than 85 |Female [Hypophagia (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
10007729820 Professional Years Death, Other Medically Important Condition), Myalgia (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [n/a - 1{DF} - n/a])
Condition)
: Non More
14730 g 202102 | peoltheare |[EEA than 85 |Female |Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- d 26 : immunisation - Not applicable - [n/a - 1{DF} - n/a])
: i Professional Years
10007729813 :
ik orseal F: W 12021-00- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
i h : . - - i . . . . -
14731 EU-EC- 26 Professional EEA gl{lan 85 |Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007729795 cans
: Non More
14732 i (2021-02- Healthcare EEA than 85 |Female Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- al 26 Professional v, Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007729792 rolession cars

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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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-
2021-02- |Healthcare 65-85 . . A . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - X - - . L
14733 EU-EC- 5 Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007727398 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . . e 024414) [COVID-19 MRNA VACCINE MODERNA
14734 EU-EC- 55 Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death), Dyspnoea (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10007727370, Unknown - [n/a - 1{DF} - Intramuscular])
gk or scal | ¢ ;? i COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 o . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14735 EU-EC- 25 Professional Non EEA Years Male  [Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007727369 & i applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
14736 7 2021-02- Healthcare Non EEA 65-85 Female Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |¥ 25 Professional Years (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007727291 applicable - [n/a - 1{DF} - Intramuscular])
[etick or scad | ’ More COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-02- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
o A - - . N
YBT puec |4 25 |Professional [NOMFEA - [than 85 [Male - [Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007727273 e applicable - [n/a - 1{DF} - Intramuscular])
Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Crepitations (1d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
14738 2021-02- |Healthcare Non EEA 65-85 Male Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 25 Professional Years Dyspnoea (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Productive cough (1d - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - Not
10007726557 ; Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 2{DF} - Intramuscular])
Elickor scal | 1 COVID-19 MRNA VACCINE MODERNA (CX-
41 12021-02- | Healthcare 65-85 o . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
14739 EUEC |4 55 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007726472 applicable - [n/a - 1{DF} - Intramuscular])
2021-02- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
14740 . EEA Female |General physical health deterioration (5d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 25 Professional Years Tntramuscular - More in ICSR])
10007726397 )
0= ] Non More COVID-19 MRNA VACCINE MODERNA (CX-
L 212021-02- . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
14741 EU-EC- 55 E:jfl‘gslsciirgal Non EEA ?::ISS Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007726058 applicable - [n/a - 1{DF} - n/a])
m ; L Non More Asthenia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Not
14742 2 12021-02- Healthcare Non EEA  |than 85 |Female Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Fatigue (n/a - Not Recovered/Not Resolved - Caused/Prolonged |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 25 Professional Vears Hospitalisation), Influenza like illness (6d - Recovered/Resolved - ), Multiple organ dysfunction syndrome (n/a - Fatal - immunisation - Not applicable - [1d - n/a - n/a])
10007725846 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N
gt |2021-02- ~on 65-85 [ . . . ' . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14743| EU-EC- B, 25 Healthc'are Non EEA  |years |Male  |Atrial fibrillation (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007725730 Professional
e )
14744 r ek 2021-02- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Not Recovered/Not Resolved - ), COVID-19 pneumonia (n/a - Fatal - Results in Death), Confusional state | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 25 Professional Years (n/a - Unknown - ), Hypertension (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10007725729 i
or scaj ;. More COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-02- Healthcare . 024414) [COMD-19 MRNA VACCINE MODERNA
: - - . L
WS puec | 25 |Professional [NOMFEA - [than 85 [Male - Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007725693 applicable - [n/a - 1{DF} - Intramuscular])
Klick or scaf |*
L4746 2021028 s 6585 | |Arthralgia (wa - Unknown - ), Cardiac failre (n/a - Fatal - Results in Death), Myalgia (v/a - Unknown - ), Myocardial  [COMIRAT Y [ggzamﬁ‘xgwﬁ SCOVIDI9
EU-EC- 25 : Years ischaemia (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - ) PP
Professional Intramuscular])
10007723549
Non
14747 2021-02-|ycolthcare  |EEA 6585 \fle  |Death (0d - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S- n/a- n/a- [n/a
EU-EC- 25 Professional Years - n/a - Intramuscular])
10007723172 OressIo
Friof 8% [2021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
g % . - - i . . .
14748 EU-EC- L 25 Professional EEA $$55 Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10007723054 n:
1 [2021-02-|Healthcare ) COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . S
14749 EUEC | ooy 55 Professional EEA %l(lan 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [1/a - n/a - Intramuscular])
10007723042/ &2 cars
il (2021-02- (Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
14750 EU-EC- i n 25 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10007722492 h
; 8 12021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% . - - i . . .
14751 EU-EC- s Professional EEA ;}}al’l 85 |Female |Death (n/a - Fatal - Results in Death) ; isation - /a - [n/a - n/a - Intramuscular])
10007722257 ; cans
2021-02-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
14752 EU-EC- 13 25 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a))
10007722134
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
3 31 |2021-02- | Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - R - - . S
14753 EU-EC- 5 Professional EEA gl{lan 85 |Male  |Death (n/a - Fatal - Results in Death), Hyperpyrexia (n/a - Fatal - Results in Death) immunisation - n/a - [1Va - n/a - n/a])
10007722038 s
click or scar : More . - . . .
2021-02- |Healthcare than 85 COVID-19 (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
14754 gy I . EEA 40 8 |Female |Death) - -
EU-EC HEE (25 Professional Years 1{DF} - n/a])
10007721239
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
14755 =1 2021-02- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Life Threatening), Injected limb mobility decreased (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 133 25 Professional Years Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007721221 ; n/a - Intramuscular])
Qr _scail
2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - -
14756 EU-EC- 25 Professional EEA Vears Female |Death (1d- Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10007721191
h: 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
-02- : i i . -n/a-n/a-
14757 EU-FC- ._ Y )5 Professional EEA gl{lan 85 |[Male  |COVID-19 (n/a - Fatal - Results in Death) - 1{DF} - n/a])
10007720964/} ; cars
Fickorsad || !
il (2021-02- |Healthcare 65-85 . .. . o . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
14758 EU-EC- 55 Professional EEA Years Female |Acute kidney injury (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007720437
i 2021-02-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - i . . .
14759 EU-EC- 5 Professional EEA t\?an 85 |Female |Death (n/a - Fatal - Results in Death) isation - 1/a - [n/a - n/a - n/al)
10007720134 cans
:
31 |2021-02- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S
14760 EU-EC- 25 Professional EEA Years Male | Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a))
10007720090
m - . More . . S
14761 al (2021-02- |Healthcare EEA than 85 |Female Back pain (n/a - Unknown - ), Confusional state (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - ([COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 25 Professional Vears Unknown - ), Hypertension (n/a - Unknown - ) n/a - [n/a - n/a - Intramuscular])
10007720021 i
More
2021-02- |Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) S
14762 EU-FC- )5 Professional EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) immunisation - 1/a - [1/a - a - /)
10007719978 Years
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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 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
oF soad Condition), Diarrhoea (1d - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
= b 102102 [ Non More Important Condition), Drug ineffective (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
14763 pupc | W s Healthcare ~ [Non EEA  |than 85 |Male  |Other Medically Important Condition), Haematemesis (n/a - Not Recovered/Not Resolved - Life Threatening, immunisation - Not applicable - [1d- n/a - n/a - More
10007718860 &3 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in in ICSR])
Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elick or scal | More . o s . .
14764 2021-02- |Healthcare EEA than 85 |Female Blood pressure increased (n/a - Unknown - ), Dizziness (n/a - Unknown - ), Injection site pain (n/a - Unknown - ), Ischaemic |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 325 Professional Years cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007718598
14765 2021-02- Healthcare EEA 65-85 Male Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - | COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 125 Professional Years Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007718594
Klick or sca | *
14766 2021-02- |Healthcare EEA Not Male Chills (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- L, (25 Professional Specified Death), Myalgia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007718525 i
! ! COVID-19 VACCINE ASTRAZENECA (CHADOX1
=i (2021-02- [Healthcare 18-64 . ] .. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - - :
14767 BU-EC- )5 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [1d
10007718243 - n/a - Intramuscular])
> COVID-19 MRNA VACCINE MODERNA (CX-
14768 ; 2021-02- |Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 2125 Professional Years Feeling abnormal (n/a - Fatal - Results in Death), Memory impairment (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007716198 Unknown - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
14769 EU-EC- 04 Professional Non EEA Vears Female |Asthenia (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007715940 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | = Asthenia (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (12d - Fatal - Results in Death, (COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare More Caused/Prolonged Hospitalisation), Fall (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Head injury (12d|024414) [COVID-19 MRNA VACCINE MODERNA
14770 cuEC B 24 Professional | Tvon EEA g(lan 85 |Male | Fatal - Results in Death Caused/Prolonged Hospitalisation), Respiratory disorder (12d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007715930 cars Caused/Prolonged Hospitalisation) applicable - [/a - 1 {DF} - Intramuscular])
Elick or scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-02-|Healthcare 65-85 . . . B 024414) [COVID-19 MRNA VACCINE MODERNA
14771 EU-EC- o 4 Professional Non EEA Vears Male  |Respiratory failure (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007715927 ;i applicable - [n/a - 1{DF} - Intramuscular])
More Asthenia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, COVID-19 A VA MODERNA (CX-
2021-02- | Healthcare RRTIY . T .|024414) [COVID-19 MRNA VACCINE MODERNA
14772 . Non EEA  |than 85 |Female |Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia . L
EU-EC- | uF 124 Professional Vears (1d- Fatal - Results in Death, Caused Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007715917 —esutis n Ceatl. P applicable - [/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007718598&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007716198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715927&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715917&_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 -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14773 EUEC | o 2124 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10007715915 = Unknown - [n/a - 1{DF} - Intramuscular])
or scail More COVID-19 MRNA VACCINE MODERNA (CX-
14774 2021-02- |Healthcare Non EEA  |than 85 [Male Cardiac failure congestive (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Death (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | §: L3 124 Professional Vears Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007715906 & ot Unknown - [n/a - 1{DF} - Intramuscular])
o | ™ COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . ) - 024414) [COVID-19 MRNA VACCINE MODERNA
14775 EU-EC- 4 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007715902 : applicable - [n/a - 1{DF} - Unknown])
[lick or scal |* i COVID-19 MRNA VACCINE MODERNA (CX-
. (2021-02- [Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - Results in Death, 3 - - Results in Death) . L
14776 EU-EC- 2124 Professional Non EEA Years Male  [Death (1d- Fatal - Results in Death, Other Medically Important Condition), Syncope (1d - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007715481 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | COVID-19 MRNA VACCINE MODERNA (CX-
| 2021-02- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14777 EU-EC- 4 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007715472 applicable - [n/a - 1{DF} - Intramuscular])
| COVID-19 MRNA VACCINE MODERNA (CX-
L8 12021-02-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACEINE MODERNA
14778 g |f 54 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007715463 Unknown - [n/a - 1{DF} - n/a])
Elick or sca | %% : : COVID-19 MRNA VACCINE MODERNA (CX-
14779 E 112021-02- |Healthcare Non EEA 65-85 Mal Condition aggravated (2d - Fatal - Results in Death), Seizure (2d - Fatal - Results in Death), Unresponsive to stimuli (2d - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ¥ 124 Professional | Years | ¢ |Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007714988 applicable - [n/a - 1{DF} - Intramuscular])
Eick or scal | * COVID-19 MRNA VACCINE MODERNA (CX-
2021-02-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
780 pupc 224 |professional [NONEEA Iyeqy [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation -
10007714975 o Unknown - [n/a - 1{DF} - Intramuscular])
click or scarl More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
14781 BU-EC- 4 Professional Non EEA ?:;ISS Female [Sudden cardiac death (1d - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007714808 - applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
.4 (2021-02- [Healthcare 65-85 . - . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - X - - . .
14782 EU-EC- 04 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death), Dizziness (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007714677 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
14783 il 12021-02- | Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 124 Professional Vears Unknown - Other Medically Important Condition), Pallor (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007714553 ; - Not applicable - [1d - 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=10007715915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715906&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715481&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715472&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715463&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714988&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714677&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714553&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Purposes
: W COVID-19 MRNA VACCINE MODERNA (CX-
14784 il |2021-02- |Healthcare Non EEA 65-85 Male Abnormal behaviour (1d - Fatal - Results in Death), Dementia (1d - Fatal - Results in Death), Syncope (1d - Fatal - 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- 124 Professional Years Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007714512 Unknown - [n/a - 1 {DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
d (2021-02- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14785 EUEC |y 2124 Professional Non EEA 2}(1:;55 Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007714432 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
d (2021-02- [Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . A
14786 BU-EC- 2124 Professional Non EEA Years Male  |Feeling abnormal (1d - Fatal - Results in Death), Palpitations (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation -
10007714401 : Unknown - [n/a - 1{DF} - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
14787 iy 2021-02- Healtheare =} i\ﬁzrrleSS Female |Asthenia (1d- Fatal - Results in Death), COVID-19 (1d - Fatal - Results in Death), Death (1d- Fatal - Results in 024414) [COVID-19 MRNA VAGCINE MODERNA
EU-EC- - (24 Professional Y. Death, Other Medically Important Condition), Decreased appetite (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007714394 cars Unknown - [n/a - 1{DF} - Intramuscular])
Elick or scal | 3% Fingy] COVID-19 VACCINE ASTRAZENECA (CHADOX1
14788 | ol (2021-02- |Healthcare Non EEA Not Male Arthralgia (n/a - Unknown - Other Medically Important Condition), Cardiogenic shock (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- |« 124 Professional Specified Important Condition), Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007714078 n/a - Intramuscular])
4 General physical health deterioration (2d - Fatal - Results in Death), Hypotension (2d - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA (CX-
14789 g [2021-02- Healtheare | ppy (6585 g Lethargy (2d - Fatal - Results in Death), Mental status changes (2d - Fatal - Results in Death), Respiratory distress (2d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- y 124 Professional Years Fatal - Resullts in Death) ’ ’ (CX-024414)] (S- COVID-19 immunisation - Not
10007714048 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
14790 pupc ¥ 04 Professional |NOREEA v [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007713997 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
14791 ] 221 2021-02-|Healthcare Non EEA  |than 85 |Female Aphasia (8d - Fatal - Results in Death), Communication disorder (n/a - Fatal - Results in Death), Confusional state (8d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 1 (24 Professional Vears Fatal - Results in Death), Feeding disorder (8d - Fatal - Results in Death), Pyrexia (8d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007713915| & a applicable - [n/a - 1{DF} - Unknown])
: : COVID-19 MRNA VACCINE MODERNA (CX-
14792 = (2021-02- (Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Dysarthria (2d - Fatal - Results in Death), Fatigue (3d - Fatal - Results in Death),[024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- b 24 Professional Years Malaise (3d - Fatal - Results in Death), Memory impairment (3d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007713849 applicable - [n/a - 1{DF} - Intramuscular])
o= | &% COVID-19 MRNA VACCINE MODERNA (CX-
- 2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ;
U9 pupe | *24  |Professional |NOMEEA vy [Male  |Death (na - Fatal - Results in Death) (CX-024414)] (S - n/a - Not applicable - [n/a - 1 {DF} -
10007713749 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=10007714512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714432&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714401&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714394&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714078&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714048&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713997&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713749&_xpt=1&_xf=pdf
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14794 2021-02-|Healthcare EEA 18-64  |Not Asthenia (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in |[COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [n/a
EU-EC- 7, 24 Professional Years  [Specified Death), Syncope (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007713710
Cough (3d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dyspnoea (3d - Fatal - Results in Death),
lick or scal Hyperaesthesia (3d - Fatal - Results in Death), Mental status changes (3d - Fatal - Results in Death), Oxygen saturation COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . . R - . 024414) [COVID-19 MRNA VACCINE MODERNA
14795 . Non EEA Female |[decreased (3d - Fatal - Results in Death), Pyrexia (3d - Fatal - Results in Death), Screaming (n/a - Fatal - Results in . s
EU-EC- 124 Professional Years Death), Speech disorder (3d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007713589 ’ applicable - [n/a - 1{DF} - Intramuscular])
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a -
Tntramuscular]), [ACETYLSALICYLIC ACID, D,L-
LYSINE ACETYLSALICYLATE] (S - Cardiovascular
Eick orscad | event prophylaxis - Drug withdrawn - [n/a - 1 {DF} -
2021-02- | Healthcare More Acute respiratory distress syndrome (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Not Recovered/Not Oral]), [AML(.)DIPINE’ AMLODIPFNE BESILATE]
14796 puEC " 24 Professional |FCA than 85 [Female o olved - Other Medicall Important Condition) (8- Hypertension - Drug withdrawn - [/a - 1 {DF} -
1000771 3584] ) Years Y Oral]), [ATORVASTATIN, ATORVASTATIN
CALCIUM] (S- Dyslipidaemia - Drug withdrawn - [n/a
- 1{DF} - Oral]), [COLECALCIFEROL] (S-
Prophylaxis - Unknown - [n/a - n/a - Oral]),
[RAMIPRIL] (S - Hypertension - Drug withdrawn -
[n/a - 1{DF} - Oral])
ikorsad | 2021-02- | Healthcare 65-85  |Not SPIKEVAX [COVID. 19 MRINA VACCINE
14797 . EEA .. [Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 24 Professional Years  |Specified Tntramusscular])
10007713531
COVID-19 MRNA VACCINE MODERNA (CX-
14798 2021-02- | Healthcare Non EEA 65-85 Female Death (n/a - Fatal - Results in Death), Headache (1d - Fatal - Results in Death), Injection site pain (1d - Fatal - Results {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |¥ HL (24 Professional Years in Death), Vomiting (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007713518 applicable - [n/a - 1{DF} - Intramuscular])
[ Cardio-respiratory distress (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in MR}
lickcor scal Death, Caused/Prolonged Hospitalisation), Dyspnoea (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 /A VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 - - ik . L 024414) [COVID-19 MRNA VACCINE MODERNA
14799 : Non EEA Female |Fatigue (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical condition abnormal (5d - Fatal - . N
EU-EC- |24 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (5d - Fatal - Results in Death, Caused/Prolonged (CX-024414)] (- COVID-19 immunisation - Not
10007713371 esu'ls I beatn, P » BT —esuiis in Death, & applicable - [n/a - 1{DF} - Unknown])
Hospitalisation)
v COVID-19 MRNA VACCINE MODERNA (CX-
14800 i [2021-02- Healthcare Non EEA 65-85 Female COVID-19 (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 24 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007713049 applicable - [n/a - 1{DF} - Intramuscular])
ko | 2% More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- |Healthcare . . . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
14801 EU-EC- 4 Professional Non EEA gl{lan 85 |Female |Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007712902 : cars n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
148020 b pc 2124 Professional |NOMEEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007712900 : 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=10007713710&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713589&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713531&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713049&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007712902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007712900&_xpt=1&_xf=pdf
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More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14803 BU-EC- 2124 Professional Non EEA ;1(1:;1155 Female |(Fall (9d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007712369 7 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - ) . L
14804 EU-EC- | gl L, (24 Professional Non EEA Years Male  Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation -
10007712368 T Unknown - [n/a - 1{DF} - Intramuscular])
Elickorscad |* 1 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 (2021-02- [Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
14805 EU-EC- |04 Professional Non EEA gl{lan 85 |Female |Chest pain (1d - Fatal - Results in Death) (CHADOXT NCOV-19)] (S - n/a - Not applicable - [1d
10007712294 cars - n/a - Intramuscular])
2d (2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
o . - -
14806 EUEC | d 204 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007711855
Bk orsca | B More COMIRNATY [TOZINAMERAN] (S- COVID-19
3 2021-02- Healthcare . . . immunisation - n/a - [n/a - n/a - n/a]), COMIRNATY
; - - X - - S
14807 EU-EC- 4 Professional EEA t\?an 85 |Female |Aortic aneurysm rupture (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) [TOZINAMERAN] (S- Immunisation - n/a - [n/a -
10007711838 cars 3mL - Intramuscular])
: More
4 (2021-02- [Healthcare . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
14808 EU-EC- 04 Professional EEA gl(lan 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007711478 cars
Rlicicor scal vl COVID-19 MRNA VACCINE MODERNA (CX-
XF| |2021-02- | Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
-EC- ; - - . L
14809 10(%(;7]??474 54 Professional Non EEA Vears Male  |Cardiac arrest (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Intramuscular])
Hekorscal b % 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
A o -UzZ- % Sudde _ - i ) . s . .
14810 EU-EC- L, (24 Professional EEA gl{lan 85 [Male n death (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10007711469 ; cars
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-02- (Healthcare 65-85 . o . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - Medi . S
14811 BU-EC- 2124 Professional Non EEA Years Male  |Death (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Unknown - Other cally Important Condition) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007711408 : - Not applicable - [1d - n/a - Intramuscular])
Rlickcor scal I More Bradycardia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in COVID-19 A VA MODE (CX-
- 2021-02- |Healthcare . " s . 024414) [COVID-19 MRNA VACCINE MODERNA
14812 . Non EEA  [than 85 |Male  |Death), Diarrhoea (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - Results in Death), Pallor (n/a - Fatal - . L
EU-EC- % |24 Professional Years Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID- 19 immunisation -
10007711149 i P 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=10007712369&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007712368&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007712294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711855&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711478&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711469&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711149&_xpt=1&_xf=pdf
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More
14813 2021-02- Healtheare —pp than 85 |Female |C-reactive protein increased (7d - Fatal - Results in Death), Secretion discharge (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- £ 7, 24 Professional v Not applicable - [n/a - n/a - n/a])
10007710733/ ; s
lick or scal : More Asthenia (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death), CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
el (2021-02- |Healthcare . . - . " " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14814 . Non EEA  [than 85 |Male  |Right ventricular failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Not . .
EUEC p |24 Professional Years Recovered/Not Resolved - Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10007710648 - Not applicable - [1d - n/a - Intramuscular])
Elickor scad | =5 ] : Cardiac arrest (1d - Fatal - Results in Death), Fatigue (2d - Fatal - Results in Death), Headache (2d - Fatal - Results in  |COVID-19 MRNA VACCINE MODERNA (CX-
14815 21 12021-02- Healthcare Non EEA 65-85 Male Death), Hypoaesthesia (2d - Fatal - Results in Death), Pain in extremity (2d - Fatal - Results in Death), Pyrexia (2d-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 24 Professional Years Fatal - Results in Death), Syncope (1d - Fatal - Results in Death, Other Medically Important Condition), Vomiting (1d- |(CX-024414)] (S- COVID-19 immunisation - Not
10007710634 Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
or scaij . COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-02- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
14816 gy pc 24 Professional |"O" EEA  |yror  [Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007710618 applicable - [n/a - 1{DF} - Intramuscular])
More
14817 2021-02-|Healthcare —|pp than 85 |[Femnale |COVID-19 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 24 Professional Vears - 1{DF} - n/a])
10007710551
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
1818 pugc 24 |Professional | NCMEEA yeys [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007710468 i applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | More COVID-19 MRNA VACCINE MODERNA (CX-
14819 2021-02- Healthcare Non EEA  |than 85 |Female Epistaxis (n/a - Fatal - Results in Death), Lethargy (n/a - Fatal - Results in Death), Mouth haemorrhage (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7, 24 Professional Vears Results in Death), Pneumonia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007710391 applicable - [n/a - 1{DF} - Intramuscular])
: More
14820 g [2021-02- Healtheare | than 85 |[Female |COVID-19 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 124 Professional Vears - 1{DF} - n/a])
10007710096
Elickor scal | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14821 EUEC |4 04 Professional Non EEA %l{l:aanSS Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007709981 applicable - [n/a - 1{DF} - Unknown])
i More
14822 g [2021-02- Healtheare —pp than 85 [Female |COVID-19 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - nfa - [n/a
EU-EG | 24 Professional Vears - 1{DF} - n/a])
10007709800 :

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=10007710733&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710648&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710551&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709800&_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 lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
i |2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
" - R
14823 EUEC. |8 o4 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - n/a- n/a))
10007709494 i3
: More
14824 i [2021-02- Healtheare 10 than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 24 Professional v - n/a - n/a])
10007709493 3% s
Fr ¥ |12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
14825 BU-EC- o4 Professional EEA gl(‘mn 85 |Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - n/a-n/al)
10007709427 3 cans
Qr _scail it
i (2021-02- |Healthcare More General physical condition abnormal (n/a - Fatal - Results in Death, Life Threatening), Pneumonia (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S- COVID-19
14826 . EEA than 85 |Female . . . ..
EU-EC- 24 Professional Vears Death, Life Threatening) immunisation - n/a - [n/a - n/a - n/a])
10007709426, i
i g 2021-02- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
? - -
14827 EU-EC- R 04 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - n/a - n/a])
10007709425 ;
: More
14828 EUEC 2021-0- Healtheare g than 85 [Male  |COVID-19 (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
= 24 Professional - 1{DF} - n/a])
10007709323 - Years
More
14829 2021-02-|Healthcare —pp o than 85 [Female |COVID-19 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 24 Professional Vears - 1{DF} - n/a])
10007709317
; 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; ) ) .
14830 EU-EC- 54 Professional EEA gl(lan 85 |Female |COVID-19 (n/a - Fatal - Results in Death) - 1{DF} - n/a])
10007709311 cas
i More
14831 g [2021-02- |Healtheare —pp than 85 |Female |Death (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 24 Professional Vears - n/a- n/a])
10007708780,
ElickCor scap | :
5i (2021-02-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - . S
14832 EU-EC- 54 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007708779
. 8% |2021-02-|Health More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/
14833 ~Un|peathcare EA than 85 [Male  [Death (n/a - Fatal - Results in Death) -wa-na-va
EU-EC- 24 Professional Vears - n/a- n/a])
10007708715 ¢
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709494&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709493&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709426&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709311&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007708780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007708779&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007708715&_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
click or scarl More
14834 2021-02-|Healthcare —|p than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | ek L3y 124 Professional Vears immunisation - n/a - [n/a - n/a - n/a])
10007708562 =¥ ]
i (2021-02- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ - R
14835 EU-EC- 54 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - n/a - n/a])
10007708490
: Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in CCINE RAZE CHADO
or scai 3 Death, Caused/Prolonged Hospitalisation), Mitral valve incompetence (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VA AST INECA ( X
i (2021-02- Healthcare 65-85 PP b : . oS NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14836, o . Non EEA Female [Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), .
EU-EC- 24 Professional Years P h /a - Fatal . Caused/Prol Hospitalisation). Pulm bolism (n/a - Fatal (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10007708475 neumothorax (n/a - Fatal - Results in Death, Caused/Pro onged Hospitalisation), onary embolism (n/a - Fatal - - /a - Intramuscular])
Results in Death, Caused/Prolonged Hospitalisation)
klick or scaf |* :
= (2021-02- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . ol
14837 EU-EC- 54 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007707211
More
2021-02-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
14838 EU-EC- o4 Professional EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007706971 cars
Rlickcor scad | 2021-02- |Healthcare 18-64 Abdominal pain (n/a - Unknown - ), Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14839 . Non EEA Male  [Unknown - ), Circulatory collapse (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in  |. o .
EU-EC- L3y 124 Professional Years Death immunisation - Not applicable - [1d - n/a - n/a])
10007706926 ; Death)
] 512021-02- | Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S
14840 EU-EC- 54 Professional EEA gl(lan 85 |Female |Cardiac failure (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007706851 | ¥ cars
= Non More ' . '
14841 2021-02- Healthcare EEA than 85 |Female Cerebrovascular accident (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-ECG- | 24 . Results in Death), Somnolence (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
3 Professional Years
10007706796
- 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . .
14842 BU-EC- ; 4 Professional EEA ;}}al’l 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007706729| =¥ ; cans
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
412021-02- | Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
14843 EU-EC- 04 Professional Non EEA Vears Male  [Back pain (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [1d
10007706487 - 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=10007708562&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007708490&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007708475&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007707211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007706971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007706926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007706851&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007706796&_xpt=1&_xf=pdf
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e More
14844 2021-02- |Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Multiple organ dysfunction COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 24 Professional v syndrome (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - n/a - n/a])
‘ears
10007706344
14845 : 2021-02- |Healthcare EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 24 Professional Years Death), Hypotension (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007706343
:
14846 ¥ [2021-02- |Healthcare EEA 65-85 Female General physical health deterioration (15d - Fatal - Results in Death), Pyrexia (15d - Fatal - Results in Death), Upper ~|COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EG- e (24 Professional Years respiratory tract infection (15d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007706284 ;
: Non C-reactive protein increased (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in
14847 i [2021-02- Healthcare EEA 65-85 Female Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Redblood |COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [n/a
EU-EC- | 24 Professional Years cell sedimentation rate increased (n/a - Fatal - Results in Death), Respiratory rate increased (n/a - Fatal - Results in - .3mL - Intramuscular])
10007706282 Death), Wheezing (n/a - Fatal - Results in Death)
) =1 (2021-02- |Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
. : - - Results in Death)
14848 EU-EC- 04 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death - n/a-n/a))
10007706280
[elick or scall | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
- 2021-02- | Healthcare 65-85 . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14849 EU-EC- 04 Professional Non EEA Vears Female |Fatigue (n/a - Unknown - ), Myocardial infarction (1d - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10007705388 - Not applicable - [1d - n/a - Intramuscular])
Elick or scall | = : COVID-19 MRNA VACCINE MODERNA (CX-
. A (2021-02- |Healthcare 65-85 . . o 024414) [COVID-19 MRNA VACCINE MODERNA
14850 EUEC |2 o4 Professional Non EEA Vears Female |Cerebrovascular accident (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007705292 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
14851 2021-02- | Healthcare Non EEA 65-85 Female Cardio-respiratory arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (1d - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 24 Professional Years in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007705192 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scad | %= COVID-19 MRNA VACCINE MODERNA (CX-
14852 . 2021-02- Healthcare Non EEA 65-85 Female COVID-19 pneumonia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- 24 Professional Years Death) (CX-024414)] (S- COMID-19 immunisation -
10007705188 Unknown - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
14853 EU-EC- 04 Professional Non EEA Vears Male  [COVID-19 (22d - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007705186 applicable - [n/a - 1{DF} - n/a])
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COVID-19 MRNA VACCINE MODERNA (CX-
E— 5021-02- | Healthcare 65-85 Epistaxis (2d - Fatal - Results in Death), Eye haemorrhage (2d - Fatal - Results in Death), Mouth haemorrhage (2d - Fatal| 5441 4) [COVID-19 MRNA VACCINE M(()DERN A
14854  pUEC 4 Professional Non EEA Vears Male |- Results in Death), Pyrexia (2d - Fatal - Results in Death), Staring (2d - Fatal - Results in Death), Tremor (2d - Fatal - (CX-024414)] (S - COVID-19 immunisation - Not
10007705165 ks Results in Death), Unresponsive to stimuli (2d - Fatal - Results in Death) applicable - [/a - 1 {DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - - X - - . L
14855 EU-EC- R 04 Professional Non EEA Years Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007705151 : Unknown - [n/a - 1{DF} - Intramuscular])
Elickor scal | 1 More COVID-19 MRNA VACCINE MODERNA (CX-
: 2 (2021-02- (Healthcare . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
14856 EU-EC- 4 Professional Non EEA 31:;:55 Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007704861 i applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
1 12021-02- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14857 puEC 23 Professional | M EEA  |yreor  [Female |Sudden cardiac death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007702642 applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . . " . 024414) [COVID-19 MRNA VACCINE MODERNA
14858 EU-EC- 3 Professional Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10007701840 Unknown - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
14859 EU-EC- 53 Professional Non EEA 21{1;11_55 Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007701765 ' applicable - [n/a - 1{DF} - Intramuscular])
[lick or scal |* Non Brain hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coma (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
14860 2021-02- Healthcare Non EEA 65-85 Female Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 23 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Loss of consciousness (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10007701757 | 2 ; Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | = : More COVID-19 MRNA VACCINE MODERNA (CX-
1 |2021-02- | Healthcare . o . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - R , - - . L
14861 EU-EC- |2 Professional Non EEA ?:;ISS Female [COVID-19 (11d- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007701651 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 18-64 Muscle rigidity (7d - Fatal - Results in Death), Pyrexia (7d - Fatal - Results in Death), Urinary tract infection (7d - Fatal -|024414) [COVID-19 MRNA VACCINE MODERNA
14862 EU-EC |& 3 Professional | EEA |, |Male  |Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007701596 Unknown - [n/a - 1 {DF} - Intramuscular])
[lick or scal | = COVID-19 MRNA VACCINE MODERNA (CX-
14863 2021-02- Healthcare Non EEA 65-85 Male Cardiac arrest (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 23 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation -
10007701565 y Unknown - [n/a - 1{DF} - Intramuscular])
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More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14864 EU-EC- 3 Professional Non EEA 21{1:;55 Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007701517 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14865 EU-EC- 3 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007701512 ; applicable - [n/a - 1{DF} - Unknown])
Hickorscal | BN More COVID-19 MRNA VACCINE MODERNA (CX-
115 2 (2021-02- (Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14866, EU-FC- 53 Professional Non EEA 21{1;11_ S85 Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007701494 applicable - [n/a - 1{DF} - Unknown])
- : Back pain (2d - Fatal - Results in Death), Cerebral haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged
Elickor scal |2 : More Hospitalisation), Chest pain (2d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), Neck pain (2d - COVID-19 MRNA VACCINE MODERNA (CX-
i1 (2021-02- Healthcare ! . " . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14867 . Non EEA  |than 85 |Male  |Fatal - Results in Death), Pyrexia (2d - Fatal - Results in Death), Seizure like phenomena (2d - Fatal - Results in Death, . L
EU-EC- 23 Professional S - . . L N (CX-024414)] (S- COVID-19 immunisation - Not
10007701488 Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Unresponsive to stimuli (2d - Fatal - Results in applicable - [n/a - 1{DF} - Intramuscular])
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
Eetick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 18-64 . . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
14868 EU-EC- 23 Professional Non EEA Vears Male  |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007701446 applicable - [n/a - 1{DF} - Intramuscular])
o
Elick or scal | ¥Rl COVID-19 MRNA VACCINE MODERNA (CX-
- 71 12021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
14869 by pc 23 Professional | 0" FEA |yars  [Female [Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007700952 Unknown - [n/a - 1{DF} - Intramuscular])
Eiorscal |2 AMERAN]
2021-02-|Healthcare More Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - Results in Death), Fatigue (n/a - Unknown - CDMIRNATY (TOZIN . (8- COVID-19
14870 . EEA than 85 |Male . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- Ly, (23 Professional Vears Results in Death) Tntramuscular])
10007700922 j
Non Atelectasis (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Other Medically Important MERAN ME
14871 202102 ealthcare (NonEEA |13 Invgate Condition), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Sudden death (n/a - Fatal - TOZINAN [TOZIN ) (8- COVID-19
EU-EC- 23 : Years . : - immunisation - Not applicable - [1d - n/a - n/a])
) Professional Results in Death, Other Medically Important Condition)
10007700853
gk or scall | * COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . .
14872 EU-EC- 23 Professional Non EEA Years Malg | Death (1d- Tatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007700537 applicable - [n/a - 1{DF} - Intramuscular])
:
=1 (2021-02- |Healthcare 18-64 . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
: - - ) . e .
14873 EU-EC- 23 Professional Non EEA Years Female |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10007700282;
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COVID-19 MRNA VACCINE MODERNA (CX-
2021-02-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
14874 pyEc 23 Professional |OMEEA  |yrors  [Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007700182 applicable - [n/a - 1{DF} - n/a)])
lick or scal Asthenia (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Fatigue (1d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 ] . " . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
14875 . Non EEA Male  [Death), Livedo reticularis (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death), Respiratory arrest (1d - . L
EU-EC- 3 |23 Professional Years Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) (CX_.OZ4414)] (8- COVID-19 immunisation - Not
10007700146 ’ applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : More COVID-19 MRNA VACCINE MODERNA (CX-
14876 3 (2021-02-|Healthcare Non EEA  |than 85 |Female Cardiac failure acute (4d - Fatal - Results in Death), Chest discomfort (4d - Fatal - Results in Death), Dyspnoea (4d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 123 Professional Vears Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007699764 i applicable - [n/a - 1{DF} - Intramuscular])
oLl " 2021-02- | Healthcare More COMIRNATY CONCENTRATE FOR DISPERSION
14877 » : EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) FOR INJECTION [TOZINAMERAN] (S- COVID-19
EU-EC- 3123 Professional v, . isation - Not applicable - [1/a - /a - n/al)
10007699430 cars immunisation - Not applicable - [n/a - n/a - n/a]
M
} 2021-02- | Healthcare ore
i 8 . COMIRNATY [TOZINAMERAN] (S- COVID-19
_EC- f - - Results in Death) . ..
14878| EU-EC 23 Professional  |EEA than 85 |Female Syncope (0d - Fatal - Results in Death immunisation - n/a - [/a - .3mL - Intramuscular])
10007698501 Years
[lick or scal | COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
14879 puEc 173 Professional |O"EEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007698153 : applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ¢ : Non COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-02- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - :
14880 EUEC | 153 Efjg;:jfgal Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- n/a - Not applicable - [n/a - 1{DF} -
10007698050 Unknown])
: Cardiac arrest (1d - Fatal - Results in Death), Cardio-respiratory arrest (1d - Fatal - Results in Death), Cyanosis (1d - COVID-19 MRNA VACCINE MODERNA (CX-
=4 (2021-02- [Healthcare 65-85 . A . . 024414) [COVID-19 MRNA VACCINE MODERNA
14881 o . Non EEA Male |Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - Results in Death), . L
EU-EC- 7 123 Professional Years Unresponsive to stimuli (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007697843 : esp Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
T 2021-02-|Healthcare More COMIRNATY [TOZINAMERAN] (S- Immunisation
-02- : . i i . - i
14882 BU-EC- 2 23 Professional EEA 21{1:;;35 Male  |Circulatory collapse (n/a - Fatal - Results in Death) na - [/a - n/a - n/a])
10007697512 :
:
i (2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . Nl
14883 EU-EC- )3 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) mmunisation - 1/a - [/ - /a - 1/a])
10007697435
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007698050&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007697435&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1547 of 1647

Primary
EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-02-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
14884 EU-EC- I: 3153 Professional EEA gl{lan 85 |[Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [1Va - n/a - n/a])
10007697379 s
click or scarl : More
= (2021-02- [Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl
14885 EU-EC- 3 Professional EEA gljar;:%S Female |Pneumonia (7d - Fatal - Results in Death) immmisation - 1/a - [/a - 1/a - Intramuscular])
10007697263 Axn ]
Rlick or scal | 75 More
14886 2021-02- Healthcare EEA than 85 |Female Cardiac failure congestive (n/a - Fatal - Results in Death), Electrolyte imbalance (n/a - Fatal - Results in Death), Vomiting COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 123 Professional v (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007697106 : cans
Qr _scail
14887 2021-02- | Healthcare EEA i\ﬁgrrleg 5 [Vale Dyspnoea (1mo - Fatal - Results in Death), General physical health deterioration (13d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 123 Professional v Lethargy (13d - Fatal - Results in Death), Pneumonia (1mo - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
x ears
10007696925
Qr _scail
23 2021-02-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
14888 EU-EC 23 Professional |EEA Years |Male  [General physical health deterioration (3d - Fatal - Results in Death n/a - [n/a - n/a - Intramuscular])
10007696780
i % 12021-02-|Health More COMIRNATY [TOZINAMERAN] (S - Immunisati
14889 » “Oerpeatieare - pp than 85 |Female |Sudden death (1d - Fatal - Results in Death) - immumsation -
EU-EC- 123 Professional Vears n/a- [n/a-n/a-n/a])
10007696437 ;i
o More
14890 x (2021-02- |Healthcare EEA than 85 |Female Cerebrovascular accident (1d - Fatal - Results in Death), Loss of consciousness (1d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 123 Professional v Tachycardia (1d - Fatal - Results in Death), Tachypnoea (1d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
ears
10007696434 =%
Elick or scal | 3% : : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
14891 ; 21 2021-02- Healthcare Non EEA  |than 85 |Female Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Myocardial ischaemia (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 123 Professional V. Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007696039 cars - n/a - Intramuscular])
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- | Healthcare ) . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - X - - . o
14892 EU-EC- 13 Professional Non EEA ?::ISS Female |Cardiac arrest (n/a - Fatal - Results in Death), Productive cough (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007695108 : - Unknown - [n/a - n/a - Intramuscular])
% 2021-02- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
N - - i N - - i iti . . . .
14893 BU-EC- )3 Hea]thc'are EEA Vears Female |Death (n/a - Fatal - Results in Death), Pulmonary oedema (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10007694613 Professional
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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
g on
Al 2021-02- 65-85  [Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) . S .
14894 EU-EC- L 123 Eﬁﬂgsl;irg Al EEA Years  |Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10007694081 h
: Non More
14895 g [2021-02- pylthcare  |EEA than 85 [N |COVID-19 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - GOVID-19
EU-EC- 7 123 Professional Vears Specified immunisation - Not applicable - [1d - n/a - n/a])
10007694075
gk or scal : Acute myocardial infarction (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
14896 Al 12021-02- Healthcare Non EEA 65-85 Female Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 123 Professional Years Respiratory arrest (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Tremor (n/a - Not (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10007694008 - Recovered/Not Resolved - Other Medically Important Condition) - n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
o ) ) » ) ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
ik or scad 3 More Chronic k1®ey disease (n/a - Fatal - Results in Death, Other Med1cally Important @ndnmn), Chronic obstructive (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
14897 " |2021-02-|Healthcare Non EEA  |than 85 |Female pulmonary discase (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in |- p/a - Intramuscular]), COVID-19 VACCINE
EU-EC- 23 Professional Vears Death, Other Medically Important Condition), Dementia Alzheimer's type (n/a - Fatal - Results in Death, Other Medically | ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
10007693877 Important Condition), Hypertension (n/a - Fatal - Results in Death, Other Medically Important Condition) VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
(S- n/a - Unknown - [n/a - n/a - Intramuscular])
Elickor scal | ¢ More Aortic valve stenosis (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Cardiopulmonary failure COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 2021-02- Healthcare N " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14898 o . Non EEA  |than 85 |Male  |(n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), ;
BU-EC- | ;& 123 Professional v, M dial ischacmia (n/a - Fatal - Results in Death), Respirat { (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007693875 ears lyocardial ischaemia (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) - n/a - Intramusoular])
More
14899 2021-02-|Healtheare —|pp than 85 [Male  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
EU-EC- 23 Professional Vears n/a - Intramuscular])
10007693777
2021-02- [Healthcare 65-85 . ) ) COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
; - - X - -
14900 EU-EC- 23 Professional EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) v/a - Intramscular])
10007693773 :
: 2021-02-|Health More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d
14901 “Oer|teatheare - pp than 85 |Female |Death (n/a - Fatal - Results in Death) -a-ma-lid-
EU-EG |{ 123 Professional Vears n/a - Intramuscular])
10007693772,
% [2021-00- Non More Cerebral mfarctlon.(n/a.— Fatal - Results in Death, Qher Medically Importa_lqt Condition), Decreased appetite (n/a - ) COMIRNATY [TOZINAMERAN] (S- COVID-19
14902 o Healthcare EEA than 85 [Female |Unknown - ), Hemiplegia (n/a - Unknown - Other Medically Important Condition), Somnolence (n/a - Unknown - ), Weight |. v .
EU-EC- 23 . A o immunisation - Not applicable - [n/a - n/a - n/a])
¥ Professional Years decreased (n/a - Unknown - Other Medically Important Condition)
10007693624
[elick or scall | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- |Healthcare 65-85 . . .. . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - , - - . S
14903 FUEC |; R 03 Professional Non EEA Vears Female |Dyspepsia (n/a - Unknown - Other Medically Important Condition), Pneumonia aspiration (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007693560 : - Not applicable - [1d - n/a - Intramuscular])
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- IS’rimary
Primary ource Patient . Suspect/interacting Drug List (Drug Char -
# Ej [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
Elick or scal [=] CCINE RAZE] CHADO!
14904 e g 2021-02- Healtheare | e [  en death (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation) EOCE)”\]/}II;) Egovm lﬁ\iOCINENEg?R(AZENEé;
EU-EG |3 123 Professional Vears ? P (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007693368 i - n/a - Intramuscular])
14905 o 5 2021-02- Healthcare 0 pp i\}/f;)rrleSS Female |Pneumonia (13d - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death) I(\IDC\O/[\IZ-II;) E&%ﬁmﬁ (CHAD%)E
EU-EC- 123 Professional Vears 4 (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007693297 o n/a - Intramuscular])
k ¥ 12021-02- | Healtheare 65-85 Cardiac arrest (5d - Fatal - Results in Death), Chest pain (5d - Fatal - Results in Death), Cold sweat (5d - Fatal - Results gﬁﬁ)l[goow&g%?v%c)g&“ﬁ M(()(]:;l(E-RNA
h : in Death), i - - Results in Death), - - Results in Death), i - : et
14906, EUEC |4 ) Professional Non EEA Vears Female 1: I;tz)le_alt{he)s I_lli,sp?.:egse]:?h(Sd Fatal - Results in Death), Pallor (5d - Fatal - Results in Death), Pulmonary embolism (5d (CX-024414)] (S- COVID-19 immunisation - Not
10007691674 Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
: Balance disorder (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (2d - Fatal - Results in
or sl 8 |0 100 Healtheare More Death, Caused/Prolonged Hospitalisation), Fall (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache 8%'3)1 ?OO“HWUDM RN
14907 : . Non EEA  [than 85 |Male  |(2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subdural haematoma (2d - Fatal - Results in Death, . L
EU-EC- 122 Professional TIVE . . . Lo i (CX-024414)] (S- COVID-19 immunisation - Not
10007691660 ; Years Caused/Prolonged Hospltahsatlo_n, cher Medlca!ly Important Condition), Unresponsive to stimuli (2d - Fatal‘- m applicable - [n/a - 1{DF} - Unknown])
Death, Caused/Prolonged Hospitalisation), Vomiting (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- Healthcare Not . . 024414) [COVID-19 MRNA VACCINE MODERNA
; . - - R - - . .
-EC- rofession: ecifi - - immunisation - Not
14908 EU-EC. 5 Proft Al Non EEA fied Male  [Death (n/a - Fatal - Results in Death), Internal haemorrhage (n/a - Fatal - Results in Death) CX024414)] (S- COVID-19 N
10007691417 applicable - [n/a - 1{DF} - Intramuscular])
14909 sl 35 2021-02- Healthcare Non EEA ?ﬁgxrlegs Female |Asymptomatic COVID-19 (1d - Fatal - Results in Death) g“\‘/‘[ﬁ; [900\/1le IX?ARNA \X%]CDIEI\]IQEN Q((géRNA
EU-EC- | z=p 3 122 Professional Vears (CX-024414)] (S- COVID-19 immunisation - Not
10007691235/ 3 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
sk |2021-02- | Healthcare 024414) [COVID-19 MRNA VACCINE MODERNA
14910 i Non EEA  |than 85 |Female :
EU-EC- , 22 Professional Years Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007691230 applicable - [n/a - 1{DF} - n/a)])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
W pupe |3 222 |Professional [N EEA vy [Male |Death (1d-Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007691119 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | = : COVID-19 MRNA VACCINE MODERNA (CX-
14912 3 a1 2021-02- Healthcare Non EEA 65-85 Male Anaemia (n/a - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 1y (22 Professional Years Death), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007691006 : Unknown - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14913 b pe ¥ Professional |\OMEEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007690953 ; 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=10007691417&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690953&_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 MRNA VACCINE MODERNA (CX-
41 (2021-02- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
14914 BU-EC- 1) Professional Non EEA ;1(1:;1155 Female [Posture abnormal (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007690643 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- |Healthcare 65-85 . . I INCOV-19) [COVID-19 VACCINE ASTRAZENECA
14915 EUEC | 15> Professional Non EEA Vears Female |Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [ 1
10007690391 - n/a - Intramuscular])
aps % 12021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
n -02- ; . : . _ - s . o . p
14916 EU-EC- ) Professional EEA gl{lan 85 |Female |Intestinal ischacmia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10007690294 cars
[efick or scal ; APIXABAN 5MGTABLET (S- Atrial flutter -
14917 i [2021-02- Healthcare EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hemiparesis (n/a|Unknown - [n/a - 1{DF} - n/a]), COMIRNATY
EU-EG | iy 22 Professional Years - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) [TOZINAMERAN] (S- COVID-19 immunisation -
10007690292 ; Not applicable - [n/a - 1{DF} - n/a])
i or s | B COVID-19 MRNA VACCINE MODERNA (CX-
H 2021-02- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
14918 EU-EC- 5 Professional Non EEA Vears Male  [COVID-19 (13d - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007690152 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
14919 gy pe 10 Professional |NOMEEA  |yors [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation -
10007690151 Unknown - [n/a - 1{DF} - Intramuscular])
ek or scal COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
Eo : - - ) . .
149201 gy gC i 22 Professional [NON EEA |ye,ro  [Female |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007689975 applicable - [n/a - 1{DF} - Intramuscular])
or scaij o More COVID-19 VACCINE ASTRAZENECA (CHADOX1
14921 ek (2021-02- |Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (22 Professional v Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
¢ ears
10007689845 - Intramuscular])
e |
14922 2021-02- | Healthcare Non EEA i\}/fores 5 | Femal Coma (1/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Disturbance in attention (n/a - Fatal - COMIRN?TY gOtZIN?MﬁRA?P d(SI;/(I)VlD-19
EU-EC- 22 Professional | O an CMAC | Results in Death), Peripheral vascular disorder (n/a - Fatal - Results in Death) mmmunisation - Jot applicable - 1 1d - n/a -
3 Years Intramuscular])
10007689504
- COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Condition aggravated (/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a |0 AD-19 VACCINE ASTRAZENECA (CHADOXI
2021-02-|Healthcare 18-64 R . L NCOV-19) [COVID-19 VACCINE ASTRAZENECA
14923 . Non EEA Male |- Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged . o
EU-EC- 22 Professional Years N ? g L . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007689373 Hospitalisation, Other Medically Important Condition), Pneumonitis (n/a - Fatal - Results in Death, Caused/Prolonged - Not applicable - [1d- n/a - Intramuscular])
Hospitalisation, Other Medically Important Condition) PP
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690292&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007689975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007689845&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007689504&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007689373&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
=i |2021-02- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - X A - - . L
14924 EU-EC- o Professional Non EEA Vears Male  [Oxygen saturation decreased (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007689270 applicable - [n/a - 1{DF} - Intramuscular])
’
14925 =i (2021-02- Healthcare EEA 65-85 Male Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Hypophagia| COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 22 Professional Years (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007688255
lickcor scal % 5021-02- Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
14926 BU-EC- : » Healthcare Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
10007687861 ; Professional Intramuscular])
I Non More i i i i i
b 12021-02- Hoalth Non EEA lthon 85 |Fermat COVID-19 (n/a - Fatal - w), COVID-19 pneumonia (n/a - Fatal - w), Drug ineffective (/a - |T7NAMERAN [TOZINAMERAN] (S- COVID-19
14927 pupc » ealthcare on than emale |Fatal - Results in Death), Sepsis (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - v/a - n/a])
Professional Years
10007687682
Acute kidney injury (n/a - Recovered/Resolved - Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in
o |! : Death), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal -
: More Results in Death), Encephalopathy (n/a - Fatal - Results in Death, Other Medically Important Condition), Hallucination
14928 o oo ; ¥ 3221-02- ;l:jgsl:iirg 4 [NonEEA |than 85 |Female ((n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypertonia (n/a - ﬁﬂgﬁwogiozﬁgﬁﬁfﬁﬁwng: S/j]\)/[D'lg
10007687672 = Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myoclonus (n/a - Fatal - Results in Death), Seizure (n/a - PP
i Fatal - Results in Death, Other Medically Important Condition), Tremor (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation)
click or scarl : COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-02- | Healthcare Not Not . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
o A . . - -
1499 pupe |22 » Professional |NOn EEA | ifiedSpecified] C2rdiac arrest (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007687635| F3hxs n/a - Intramuscular])
More Acute myocardial infarction (n/a - Fatal - Results in Death), Bradyarrhythmia (n/a - Fatal - Results in Death), Cardiac
14930 2021-02- Healthcare EEA than 85 Not arrest (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death), Hypotonic-hyporesponsive COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 22 Professional Vears Specifiedepisode (n/a - Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged - .3mL - Intramuscular])
10007686964 i Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death)
% More
o v | 2021-02- | Healthcare . - - COMIRNATY [TOZINAMERAN] (S- COVID-19
COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condit
14931 gU-EC- =4 22 Professional EEA t;mn 85 [Male (n/a - Fatal - Results in Dea er Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007686436 ; cars
: ¥4 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% -U2- ; _ _ i . s .
14932 BUEC | 2 Professional EEA glan 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007685843 cas
2021-02- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl
14933 EU-EC- 22 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10007685708 :
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007689270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007688255&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007687861&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007687682&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007687672&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007687635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007686964&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007686436&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007685843&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007685708&_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
21 2021-02- Healthcare . . . .. . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - X - - X - - .
14934 BU-EC- 2 Professional EEA glan 85 [Male  |Malaise (2d - Fatal - Results in Death), Nausea (2d - Fatal - Results in Death), Vomiting (2d - Fatal - Results in Death) n/a - [na - n/a - Intramuscular - More in ICSR])
. ‘ears
10007685425
click or scarl = More
% |2021-02- |Healthcare . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - X - - . S
14935 EU-EC- : o Professional EEA glan 85 |Female [Nasopharyngitis (6d - Fatal - Results in Death), Upper respiratory tract infection (6d - Fatal - Results in Death) mmmisation - 1/a - [/ - /3 - 1/a])
B ears
10007685320 i
lickcor scal : More COMIRNATY [TOZINAMERAN] (S- COVID-19
412021-02- | Healthcare COVID-19 (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Life Threatening), Respiratory failure (n/a - Fatal|. N .
14936, : EEA than 85 |Female . . - immunisation - Not applicable - [1d - n/a -
EU-EC- 22 Professional v - Results in Death, Life Threatening) Int Jar])
10007684362 3 cans nlramuseuiar
Elick or scal | 7
2021-02-|Healthcare Not . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - R - - . S .
14937 EU-EC- 5 Professional EEA Specified Male  [Death (n/a - Fatal - Results in Death), Sepsis (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007683526 ;i
it 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14938 EU-EC- 2 Professional EEA t\?an 85 |Female |Cardiac death (n/a - Fatal - Results in Death, Life Threatening) immunisation - n/a - [n/a - 1 {DF} - n/a])
10007683100 : cans
5021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14939 : EEA than 85 |Female |Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC |4 22 Professional Vear Intramuscular])
10007681560 ; cars s
Abdominal pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cognitive disorder (n/a - Not
More Recovered/Not Resolved - Other Medically Important Condition), Confusional state (n/a - Not Recovered/Not Resolved - COVID-19 VACCINE ASTRAZENECA (CHADOX1
14940 2021-02- Healthcare Non EEA  |than 85 Male Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L3 122 Professional Vears Decreased appetite (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Depressed level of (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007681302; : consciousness (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not |- Not applicable - [1d - n/a - Intramuscular])
Resolved - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
e More Cyanosis (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal - Results in Death),(COVID-19 VACCINE ASTRAZENECA (CHADOX1
14941 2021-02- |Healthcare Non EEA |than 85 |Female Hypotension (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (n/a - Not RecoveredNot |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Vears Resolved - Other Medically Important Condition), Respiratory arrest (n/a - Not Recovered/Not Resolved - Other Medically  |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007681156, : Important Condition) - n/a - Intramuscular])
Rlick or cal |3 More Cardiac failure (n/a - Fatal - Results in Death), Lower respiratory tract infection (n/a - Fatal - Results in Death), Malaise CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-02- | Healthcare . - . . My .~ INCOV-19) [COVID-19 VACCINE ASTRAZENECA
14942 . Non EEA  |than 85 (Female |(n/a- Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in :
EU-EC- L3121 Professional Vears Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007680764 i - n/a - Intramuscular])
i
14943 1 | 2021-02- | Healthcare EFA 18-64 Male Aspiration (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Epilepsy (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 20 Professional Years Death), Seizure (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007679410,

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=10007685425&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02-|Healthcare 65-85 . . - i . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
14944 EU-EC- 20 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007678930 - n/a - Intramuscular])
click or scarl L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
14945 :i (2021-02-|Healthcare Non EFA  |than 85 |Female COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Vears Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007678758 - Not applicable - [n/a - n/a - Intramuscular])
Cardiac arrest (n/a - Unknown - Life Threatening, Other Medically Important Condition), Diabetic ketoacidosis (n/a - Fatal - |COVID-19 VACCINE ASTRAZENECA (CHADOX1
14946 {# [2021-02-|Healthcare Non EEA 18-64 Male Results in Death, Life Threatening, Other Medically Important Condition), Hyperglycaemia (n/a - Unknown - Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- =20 Professional Years Threatening, Other Medically Important Condition), Malaise (n/a - Unknown - Life Threatening, Other Medically Important |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007678489 Condition) n/a - Intramuscular])
Qr _scail -
v COMIRNATY [TOZINAMERAN] (S - COVID-19
14947 2021-02- Healtheare —pp 6585 I\tale  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG |3 5 (20 Professional Years Tntramuscular])
10007677877
Elickcor scal ot b2 |5021-02- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
14948 EU-EC- : 20 Professional EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) 1mtm1misatli£)n - Not applicable - [n/a - n/a -
10007677806 : ntramuscular])
14949 2021-02-|Healthcare EEA 1\1/1[;?8 5 |Fomale Diarrhoea (n/a - Recovering/Resolving - Results in Death), General physical health deterioration (n/a - Fatal - Results in mﬁﬁgg ggﬁmﬁ:ﬁgﬂga%x ]_}19
EU-EC- 20 Professional Death), Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death) PP
E Years Intramuscular])
10007677789
; 2021-02-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14950 . EEA than 85 |Female |Atrial fibrillation (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in Death) . ol
EU-EC- g 20 Professional v immunisation - n/a - [n/a - 1{DF} - Intramuscular])
# ears
10007677580
More
14951 2021-02- Healthcare EEA than 85 |Female Asthenia (n/a - Fatal - Results in Death), Dehydration (n/a - Fatal - Results in Death), Tooth abscess (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 20 Professional v, Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007677575 cars
e Non More . . . ..
2021-02- Not Coronavirus infection (n/a - Fatal - Results in Death), Dysphagia (n/a - Unknown - ), SARS-CoV-2 test positive (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
14952 Healthcare EEA than 85 . . o .
BU-EG | &8 20 Professional Vears Specified Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10007677568| ]
: 2021-02-|Non More ¢ COMIRNATY [TOZINAMERAN] (S - COVID-19
14953 Healthcare EEA than 85 .. _|COVID-19 (1/a - Fatal - Results in Death) . . .
EU-EC- 20 : Specified immunisation - Not applicable - [1d - n/a - n/a])
10007677567 2 7 Professional Years
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007678758&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007678489&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677877&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677568&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677567&_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
] Non More
2021-02- Not Coronavirus infection (n/a - Fatal - Results in Death), Dysphagia (n/a - Unknown - ), SARS-CoV-2 test positive (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
14954 Healthcare EEA than 85 . . D .
EU-EC- | 20 Professional Vears Specified Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10007677562 ]
Non More
2021-02- Not Coronavirus infection (n/a - Fatal - Results in Death), Dysphagia (n/a - Unknown - ), SARS-CoV-2 test positive (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
14955 Healthcare EEA than 85 . ) vl .
EU-EC- 20 Professional v, Specified Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10007677558 olessiona cars
Rlick or cal |7 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
14956 ok . EEA Male  |Road traffic accident (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EG- | gk 20 Professional Years Int Jlar])
10007677384| =% ntramuscular]
Qr _scail
9021-02- |Healthcare More COMD.19 (154 | ) G)NJIRNATY [TOZIN?M&RAI\KI]]/ (S -1CDVID-19
14957 EU-EC- | = 210 Professional |EEA than 85 |Male D-19 (18d - Fatal - Results in Death) E]trfmu?l:,s;t;?arrl]-) Not applicable - [n/a - 1{DF} -
10007677322 Years
Qr _scail a
A (2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: Sudder - - ) . S
14958 EU-EC- L+ |20 Professional EEA Years Female n death (wa - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007677265 ]
5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14959 . EEA than 85 (Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 20 Professional v Int dar])
10007677199 cars nlramuserar
i 2021-02- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
14960 . EEA Female |Death (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG | 2% |20 Professional Years Tntramuscular])
10007677192 :
: 2021-02-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
14961 : EEA Male  |Jaundice (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 20 Professional Years Intramuscular])
10007676917
’
% (2021-02- Healthcare More Cardiac failure (3d - Fatal - Results in Death), CGirculatory collapse (3d - Fatal - Results in Death), Hyperpyrexia 3d- |- ol VAX [COVID-19 MRNA VACCINE
14962 : EEA than 85 |Female X - P . MODERNA (CX-024414)] (S - Prophylaxis - Not
EU-EC- 20 Professional Fatal - Results in Death), Vaccination complication (3d - Fatal - Results in Death) -
g Years applicable - [n/a - .5mL - Intramuscular])
10007676898
32 %4 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
0 7 H - - i ) . o e .
14963 EU-EC- 19 Professional EEA g}{lan 85 [Female \Malaise (va - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007675025 ft cars
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677384&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677322&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677265&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007677192&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007676917&_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 Death (1d - Fatal - Results in Death), Immobile (4d - Fatal - Results in Death, Other Medically Important Condition), COVID-19 A VAI RN MODE (CX-
14964 i [2021-02- Healthare Non EEA  |than 85 [Female |Pruritus (8d- Fatal - Results in Death), Respiratory disorder (3d - Fatal - Results in Death), Unresponsive to stimuli (2d - 024414) [COVID-19 /A VACCINE MODERNA
EU-EG i 19 Professional Vears Fatal - Results in Death) > > (CX-024414)] (S- COVID-19 immunisation - Not
10007673855 Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
14965 EU-EC- | 19 Professional Non EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007671538 & n/a - Intramuscular])
Blickcor sca | ;
2021-02- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
14966 EU-EC- 19 Professional EEA Vears Male  [Sudden death (1d- Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10007670320 i
ElickCor scal |7
3 2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
14967 EU-EC- 19 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a))
10007669361
; 2021-02-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - i . . .
14968 EU-EC- 1o Professional EEA glan 85 |Female |Death (n/a - Fatal - Results in Death) isation - 1/a - [1/a - n/a - nval)
10007669325 ; cars
: More
=i |2021-02-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S
14969 EU-EC- 19 Professional EEA ;l(lan 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007669247 cans
% (2021-02- Health More COMIRNATY [TOZINAMERAN] (S- COVID-19
14970 catheare EEA than 85 |Female |Death (n/a - Fatal - Results in Death) . v
EU-EC- |13 & 19 Professional Vears immunisation - n/a - [n/a - n/a - n/aJ)
10007669170
K-,
:
a (2021-02- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl
14971 EU-EC- 19 Professional EEA Years Male Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10007669096
i 4 12021-02- [Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
h g . - - i . . . -
14972 EU-EC- 19 Professional EEA t\l{la;lr 85 |Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007669068 cars
: % 12021-02-|Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
% . - - i . . .
14973 EU-EC- 19 Professional EEA glan 85 |Female |Death (n/a - Fatal - Results in Death) ; isation - /a - [n/a - n/a - nval)
10007669009 cars
: 1 . 1 stalisati . 1
% [2021-02- Non 65-85 COVID-19 (r}/a - Fatal - Results in Death, Camed/Pro longied Hospital 1sat¥on), COVID-19 pneumonia (n/a- Eata - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
14974 Healthcare EEA Male |in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a- Not  |[immunisation - Not applicable - [n/a - 1 {DF} -
EU-EC- |15 19 foss Years ) talisati
10007668628 Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation) Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007671538&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007670320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007669361&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007669325&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007669247&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007669170&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007669096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007669068&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007669009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007668628&_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
:
2021-02-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) ) N
14975 EU-EC- 19 Professional EEA Years Female | Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10007668519
: More
i (2021-02- Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) s
14976, EU-EC- 19 Professional EEA t;}al’l 85 |Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007668458 cars
: % |12021-02- | Health More COMIRNATY [TOZINAMERAN] (S - COVID-19
14977 X ¥ “Oempeatieare - pp than 85 |Female |Death (n/a - Fatal - Results in Death) . o .
EU-EC- . 19 Professional v immunisation - n/a - [n/a - n/a - n/a])
10007668406| 2 cans
click or scarl 3
Ef |2021-02-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) v
14978  pUEC 19 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) ; isation - 1/a - [n/a - n/a - nval)
10007668383
More COVID-19 MRNA VACCINE MODERNA (CX-
14979 2021-02- Healthcare Non EEA  |than 85 |Female Abdominal pain (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Injection site pain (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 5 (19 Professional Years (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10007668369 Unknown - [n/a - 1 {DF} - Intramuscular])
klick or scall | 7
2021-02-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) ) P
14980 EU-EC- 19 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a))
10007668316
2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) . s
14981 EU-ECG- |4 19 Professional EEA Years Female Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10007667553
41 2021-02- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) P
14982 EU-EC- 19 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007667405
- More
14983 a2 [2021-02- Healtheare —|pp o than 85 |Female |Death (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 19 Professional Vears immunisation - n/a - [n/a - n/a - n/a])
10007667294
ElickCor scap |
2021-02- |Healthcare 18-64 - . . " . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - N - - . P
14984 EU-EC- 19 Professional EEA Vears Female |Acute myocardial infarction (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007666983
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007668316&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007667553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007667405&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007667294&_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
:
14985 2 (2021-02- |Healthcare EEA 18-64 Male Aspiration (n/a - Fatal - Results in Death), Epilepsy (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional Years Death) immunisation - n/a - [n/a - n/a - n/a)
10007666828 i
click or scarl : More
14986 g [2021-02- Healtheare | than 85 |Female |Fatigue (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) COMIRNATY [TOZIN; 1(S-n/a-n/a-[ld-
EU-ECG- |5 19 Professional Vears n/a - n/al)
10007666274 20
=1 (2021-02- [Healthcare 65-85 . . L . COMIRNATY [TOZINAMERAN] (S- n/a - n/a- [1d-
; - - X - -
14987 EU-EC- 19 Professional EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) na - Intramuscular])
10007666273
; . Abdominal pain (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Multiple organ
m : dysfunction syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pain (n/a -
14988 g (2021-02-|Healthcare EEA 65-85 Female |Unknown - Results in Death, Life Threatening, CausedProlonged Hospitalisation), Pancreatitis acute (4d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- (19 Professional Years in Death, Life Threatening, Caused/Prolonged Hospitalisation), Personality change (n/a - Unknown - Results in Death,  |immunisation - n/a - [n/a - n/a - n/a])
10007666223 Life Threatening, Caused/Prolonged Hospitalisation), Systemic inflammatory response syndrome (4d - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation)
: More
14989 Ry 2021-02-|Healtheare —pp than 85 |Male | Death (/a - Fatal - Results in Death), Fatigue (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- n/a - nfa - [23d
EU-EC- 19 Professional Vear - n/a - Intramuscular])
10007666201 cars
- 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14990 . EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) . .
EU-EC- | s 19 Professional Vears immunisation - n/a - [n/a - n/a - Intramuscular])
10007666171| 254
3 5021.0-Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14991 : . EEA than 85 [Female |Pyrexia (0d- Fatal - Results in Death), Respiratory arrest (0d - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EG- | gl 19 Professional v, Int Jlar])
10007665991 | &5 cars ntramuscular]
: 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
14992 . EEA Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 19 Professional Years Intramuscular])
10007665353 &
14993 TE 2 12021-02-|Healtheare | i‘ﬁ;’rrles s Iale  [Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC | & 19 Professional v Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007665215 cars
More
2021-02-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
14994 BU-EC- 19 Professional EEA g?an 85 |Female [Sudden death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007665187 cars
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More SPIKEVAX [COVID-19 MRNA VACCINE
14995 2021-02- Healthgare EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) MODERNA (CX'024414.‘)] (S- QOVID-19
EU-EC- | & 19 Professional Vear immunisation - Not applicable - [n/a - 1{DF} -
10007665151 s Intramuscular])
click or scarl : More
11 |2021-02- | Healthcare . COMIRNATY [TOZINAMERAN] (S - COVID-19
A - - ) . S
14996 EU-EC- 19 Professional EEA $$55 Male  |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007665048
Rlickor scal | & 5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
14997 : . EEA than 85 |Female |Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 19 Professional v Int dar])
10007665017 cars nlramuserar
Elick or scal |3 3 |5021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
14998 5 : EEA than 85 |Female |Hypotension (1h - Recovered/Resolved - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 19 Professional Y Int dar])
10007665013 cars nlramuseLar
KlickCor scap |
More . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
14999 2021-02- Hea]thcgre EEA than 85 |Female Death (n/g - Fatal - Results in Death, Life Threatening), Rectal haemorrhage (n/a - Unknown - Results in Death, Life ‘munisation - withdrawn - [n/a - 1 {DF} -
EU-EC- 19 Professional Vears Threatening) Intramuscular]) s
10007664883
:
15000 = (2021-02- [Healthcare EEA 1\}/1[2;68 5 |Female Pneumonia aspiration (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory m}?gﬁgl [DTO“Zg ﬁ?ﬁwnf i IC?D\],:[}? 19
EU-EC- 19 Professional distress (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
. Years Intramuscular])
10007664863
a3 4 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15001 : . EEA than 85 |Female |Pulmonary oedema (1d- Fatal - Results in Death), Tachycardia (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 19 Professional Vears Intramuscular])
10007664853
Rlickor scal |; : 5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15002 : : EEA than 85 |Female |[Haemorrhagic stroke (3d - Fatal - Results in Death), Hypertension (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- | g 19 Professional v, Intr: Jlar])
10007664843 =3 cars amuscurar
: More
15003 2021-02- |Healthcare g than 85 |Female |Asthenia (n/a - Not Recovered/Not Resolved - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 19 Professional v, immunisation - n/a - [n/a - 1{DF} - Intramuscular])
ears
10007664712
Elickor scal | ‘ More COMIRNATY [TOZINAMERAN] (S- COVID-19
4 2021-02- |Healthcare . immunisation - Not applicable - [n/a - 1{DF} -
; - - ;
15004 gy pc 19 |Professional |4 [Wan 85 Male - Death (v - Fatal - Results In Death) Tntramuscular), [OXAZEPAM] (S - Anxiety - Not
10007664355 applicable - [n/a - 10mg - Oral])
: More COMIRNATY [TOZINAMERAN] (S- COVID-19
15005 221 2021-02-|Healthcare EEA than 85 |Female Nausea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - [immunisation - Not applicable - [n/a - 1 {DF} - n/a]),
EU-EC- K 19 Professional v, Results in Death), Vomiting (n/a - Fatal - Results in Death) [NOT AVAILABLE] (S- Pain - Drug withdrawn - [n/a
’ ) ears
10007664283 AR - 5mg - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
v 2021-02-|Healtheare More Gastrointestinal haemorrhage (n/a - Fatal - Results in Death, Life Threatening), Injection site erythema (5d - SPIKEVAX [COVID-19 MRNA VACCINE
15006 EU-EC- 19 Professional EEA than 85 [Female |Recovered/Resolved - ), Injection site inflammation (5d - Recovered/Resolved - ), Injection site swelling (5d - MODERNA (CX-024414)] (S- COVID-19
10007664252 [ Years Recovered/Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} - n/a])
klick or scar i More Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Injection site pain (n/a - Fatal
< - - - = £l - - bl - - -
15007 g [2021-02 Healthgare EEA than 85 |Female |Results in Death), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 19 Professional " . " immunisation - Not applicable - [n/a - 1{DF} - n/a])
Years Results in Death), Pyrexia (n/a - Fatal - Results in Death)
10007664248
= (2021-02- [Healthcare Not . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . - - X - - . S .
15008 EU-EC |3 19 Professional EEA Specified Female |Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10007664237
Qr _scail it
il 12021-02- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
15009 EU-EC- B2 19 Professional EEA Years Mele |Cardiac death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007664199
Elickcor scal ; o 2021-02-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15010 : EEA than 85 |Female |Acute respiratory failure (3d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- . (19 Professional Y Int dar])
10007663965 ; cars nlramuseLar
: 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15011 : . EEA than 85 [Male  |Hyperthermia (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 19 Professional Vear Unknown])
10007663811 cars o
Elickcor scal 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15012 : EEA than 85 [Female |Cardio-respiratory arrest (1d - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- . (19 Professional Vears Intramuscular])
10007663762 ]
: 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15013 : EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 19 Professional Years Intr: ular])
10007663756 amuscuar
i 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15014 . EEA than 85 [Female |COVID-19 (8d- Fatal - Results in Death), Drug ineffective (8d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 18 Professional Vears Tntramuscular])
10007660971
" 12021-02- Healtheare 18-64 . COMIRNATY [TOZINAMERAN] (S - COVID-19
15015 FUFC. | 18 Professional EEA Vears Male  |Dyspnoea (3d - Fatal - Results in Death), Oxygen saturation decreased (3d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
10007660858 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
COMIRNATY [TOZINAMERAN] (S- COVID-19
m immunisation - Not applicable - [21d - 1 {DF} -
2021-02- Healthcare 18-64 . . . . Intramuscular]), [RISPERIDONE] (S - Psychotic
15016 o e 18 Professional EEA Vears Female |Sudden cardiac death (n/a - Fatal - Results in Death, Life Threatening) disorder - Not applicable - [6d - .5mg - Oral]),
10007660769 T [RISPERIDONE] (S- Psychotic disorder - Not
applicable - [n/a - 1mg - Oral])
¥ 2021-02- | Health More COMIRNATY [TOZINAMERAN] (S- COVID-19
15017 EU-EC Ex (13 e P:(?fessci?)rr?al EEA than 85 [Male Acute respiratory distress syndrome (1d - Fatal - Results in Death), Depressed level of consciousness (1d - immunisation - Drug withdrawn - [1d - n/a -
10007660689 Years Recovered/Resolved - Caused/Prolonged Hospitalisation) Intramuscular])
Elick or scal | ; COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-02- |Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15018 EU-EC- 13 Professional Non EEA Vears Male  [Death (n/a - Fatal - Results in Death, Life Threatening), Sudden death (n/a - Unknown - Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007657717 n/a - Intramuscular])
Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . L
15019 BU-EC- 18 Ef;l%k;sciir:a] Non EEA Specified Male  [Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007655976, applicable - [n/a - 1{DF} - Intramuscular])
1 21 2021-02- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - R
15020 BU-EC- 18 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - 1{DF} - Intramuscular])
10007655887
; Non Body temperature abnormal (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dyspnoea (2d - Fatal - |COVID-19 MRNA VACCINE MODERNA (CX-
15021 2021-02- Healthcare Non EEA 18-64 Male Results in Death), Fatigue (1d - Fatal - Results in Death), Feeling abnormal (3d - Fatal - Results in Death), Limb 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- S, (18 Professional Years discomfort (3d - Fatal - Results in Death), Swelling (2d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal -  |(CX-024414)] (S- COVID-19 immunisation - Not
10007655569 i Results in Death) applicable - [n/a - 1{DF} - Unknown])
ek or scall | i Coma (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in
15022 ] 2021-02- Healthcare EEA 65-85 Male Death), Malaise (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Peripheral |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 18 Professional Years coldness (n/a - Fatal - Results in Death), Renal disorder (n/a - Fatal - Results in Death), Respiratory disorder (n/a - Fatal - [immunisation - Not applicable - [n/a - n/a - n/a])
10007653727 i Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death)
ik or cal |3 2021-02- | Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
15023 ; EEA Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 18 Professional Years immunisation - n/a - [n/a - n/a - n/a])
10007653585
5 Acidosis (1d - Fatal ), Chronic obst ul disease (1d - Fatal ), Co MERAN]
: ] Fes ~ cidosis (1d - Fatal - Results in Death), Chronic obstructive pulmonary disease (1d - Fatal - Results in Death), Cor )
15024 EU-EC- s %321 02 Eﬁ;}slsciirg Al EEA g{se ;: Female [pulmonale (1d- Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death), Hyperkalaecmia (1d - Fatal - Results mﬁﬁgﬁ [n];aO_Z[Iga - n/a- n/a]()S COVID-19
10007652574 in Death)
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15025 %1 (2021-02- Healthcare EEA than 85 [Male COVID-19 (n/a - Fatal - Results in Death, Life Threatening), Cerebrovascular accident (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG- | ;i 18 Professional v Life Threatening), Drug ineffective (n/a - Fatal - Results in Death, Life Threatening) prophylaxis - n/a - [1d - n/a - Intramuscular])
ears
10007652238
More Agitation (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death), Hypotension ME
15026 i [2021-02- Healtheare | than 85 |Female |(n/a - Fatal - Results in Death), Sedation (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results COMIRNATY [TOZINA ] (8- COVID-19
EU-EC- 18 Professional v, in Death immunisation - Not applicable - [n/a - n/a - n/a])
10007652042 cars in Death)
2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
15027 EU-EC- 18 Professional EEA Years Female  Dath {n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/aJ)
10007651961 ]
2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl
15028 EU-EC- 18 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10007651931
] 2021-02- |Healthcare 65-85 . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
15029 EU-EC- 18 Professional Non EEA Vears Male  [Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007651717
. | Dyspnoea (0d - Fatal - Results in Death), General physical health deterioration (0d - Fatal - Results in Death), Oxygen ME )
15030 2021-02 Healthcgre EEA 65-85 Female |[saturation decreased (0d - Fatal - Results in Death), Pyrexia (Od - Fatal - Results in Death), Respiratory disorder (0d - COMIRNATY [TOZIN. . RAN] (8- COVID-19
EU-EC- 18 Professional Years . immunisation - Not applicable - [n/a - n/a - n/a])
) Fatal - Results in Death)
10007651569 "o
o %4 12021-02- |Healtheare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
15031 . EEA Male |Cardiovascular disorder (n/a - Fatal - Results in Death), Injection site pain (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 2|18 Professional Years immunisation - Not applicable - [n/a - n/a - n/a))
10007651464 ¢ PP
-
al (2021-02- (Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: : - - ) . S .
15032 EU-EC- : 18 Professional EEA Years Mele  (Sudden death (Od - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10007651431/ 2
Elickcor scal ) COVID-19 VACCINE ASTRAZENECA (CHADOX1
15033 EU-EC- B} (2021-02-|Healthcare Non EEA Not Male Confusional state (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Urinary |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
10007651364 18 Professional Specified tract infection (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
- n/a - Intramuscular])
ElickCor scal
2021-02- |Healthcare Not . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . - - . ol .
15034 ooec 18 Professional EEA Specified Female |(Basilar artery thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [nVa - 1{DF} - n/a])
10007650719 &
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COMIRNATY [TOZINAMERAN] (S- COVID-19
15035 2021-02- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Heart rate decreased (n/a - Unknown - ), Peripheral coldness (n/a - Unknown - ), immunisation - Not applicable - [n/a - 1{DF} - n/a)),
EU-EC- | ;4 18 Professional Years Syncope (n/a - Recovered/Resolved - ) [FENTANYL] (S- Pain - Dose not changed - [n/a -
10007650704/ 2 1{DF} - n/a))
itation (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Chest discomfort (n/a - Fatal -
or scail 2021-02-[Health ﬁflsults in Death), Condition aggravated (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Lethargy’ COV[\]]D—]I9 VACCEI;: ASLRAZENECA (CHADO)S
15036 -02-|Healthcare |\ ppa 6585y ey (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pallor (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 18 Professional Years P . ) . - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007650378 48 neumonia aspiration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Tremor (n/a - Fatal - - Not applicable - [1d- n/a - Intramuscular])
: pp
Results in Death)
gk or scal | Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in  |COVID-19 MRNA VACCINE MODERNA (CX-
15037 2021-02- |Healthcare Non EEA 65-85 Male Death, Caused/Prolonged Hospitalisation), Hyporesponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 18 Professional Years Hospitalisation), Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10007648546 Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
[lick or scal |} i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
15038 i | 2021-02-|Healthcare Non EEA  |than 85 |Male COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Vears Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10007648203 - n/a - Intramuscular])
Elick or scall | ; COVID-19 MRNA VACCINE MODERNA (CX-
15039 2021-02- | Healthcare Non EEA 65-85 Male Asthenia (3d - Fatal - Results in Death), Fall (3d - Fatal - Results in Death), Pyrexia (3d - Fatal - Results in Death),  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 17 Professional Years Skin warm (3d - Fatal - Results in Death), Unresponsive to stimuli (3d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007648137 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02-Nn Not  [Not . . 024414) [COVID-19 MRNA VACCINE MODERNA
15040 EU-EC- 17 Healthqare Non EEA Specified Specified Completed suicide (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
Professional licable - [n/a - 1 {DF} - Intramuscular])
10007648131 applical
gk or scal | ¢ COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
15041 g pc 17 Professional |\O"EEA  lyors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007647975 applicable - [n/a - 1{DF} - Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular]), TOCILIZUMAB [TOCILIZUMAB]
(S- COVID-19 pneumonia - Not applicable - [n/a - n/a
- n/a]), [AMOXICILLIN SODIUM, POTASSIUM
CLAVULANATE, AMOXICILLIN, CLAVULANIC
ACID] (S- n/a - Not applicable - [n/a - 1{DF} - Oral]),
[DEXKETOPROFEN, DEXKETOPROFEN
ST ] TROMETAMOL] (S- n/a - Not applicable - [1d- n/a -
% 2021-00- | Healthcare 18-64 Haemophagocytic lymphohistiocytosis (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically  |n/a]), [METAMIZOLE MAGNESIUM] (S - n/a - Not
15042 EU-EC- : 17 Professional EEA Vears Male  |Important Cond@t%on), Hepatitis acute (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically ~ |applicable - [1d - n/a - n/a]), [METAMIZOLE
10007647880 2 Important Condition) MAGNESIUM] (S - n/a - Not applicable - [n/a - 1{DF}
- Oral]), [METHYLPREDNISOLONE,
METHYLPREDNISOLONE ACETATE,
METHYLPREDNISOLONE SODIUM
HEMISUCCINATE] (S- n/a - Not applicable - [1d -
n/a - n/a]), [NOT AVAILABLE] (S- n/a - Not
applicable - [n/a - 1g- Oral]), [NOT AVAILABLE] (S
- n/a - Not applicable - [n/a - 30mg - Oral]),
[PARACETAMOL] (S- n/a - Not applicable - [1d - n/a|
- n/a])
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8% 02100 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15043 : . EEA than 85 [Female |Hepatitis acute (4d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 17 Professional v Int lar - More in TCSR])
10007647809 ears ntramuscular - More in
: Coma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in COVID-19 VACUINE ASTRAZENECA.(CHADOX1
2021-02- Healthcare 65-85 ST T T ;i . SrEa— NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15044 : Non EEA Male  [Death, Caused/Prolonged Hospitalisation), Prerenal failure (n/a - Fatal - Results in Death, Caused/Prolonged s
EU-EC 2|17 Professional Years Hospitalisation), Shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX] NCOV-19)] (S - Immunisation - Not
10007647721/ i ; £ ’ P applicable - [n/a - n/a - Intramuscular])
: _ o , o COMIRNATY [TOZINAMERAN] (S- COVID-19
15045 2021-02- Healthc'are EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death Camed{Prqlor}ged Hospitalisation), General physical health deterioration (/a-  |imunisation - Not applicable - [24d - 1 {DF} -
EU-ECG- 17 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Intramuscular])
10007647570
Kickorsca | 5
2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15046 EU-EC- 17 Professional EEA than 85 [Male  |Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
10007647552 Years Intramuscular])
2021-02- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
15047 EU-EC- R 17 Professional EEA Vears Male  |Condition aggravated (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10007647526, ;i
Eikorsad || ! COVID-19 VACCINE ASTRAZENECA (CHADOX
41 2021-02- | Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - o
15048 EU-EC- 17 Professional Non EEA Vears Female |Cerebral thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10007647401 applicable - [n/a - n/a - Intramuscular])
: Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal - Results in COVID-19 VA AST CCINE CAR( ZENE X1
15049  [2021-02- Healtheare | ppy 16585y Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important NCOV-19) [COVID- 19 VA AST CA
BU-EC- 17 Professional Years Condition) > LYSP Y Hmp (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007647279 ndition, 1/a - Intramuscular])
o | AMERAN [TOZINAME
% 12021-02- [Healtheare 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Heart rate decreased (n/a - Unknown - Other | L OZINAM [TOZINAMERAN] (S- COVID-19
15050 : Non EEA Male - ™ immunisation - Not applicable - [n/a - n/a -
EU-EC- 17 Professional Years Medically Important Condition) Int Jlar])
10007647256 ramusear
More
15051 2021-02- |Healthcare 1oy o than 85 |Male  |Pneumonia (n/a - Fatal - Results in Death), Pulmonary infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 17 Professional Vears - 1{DF} - n/a])
10007645930
ElickCor scap | ; More
A (2021-02-|Healthcare Cardiac failure (n/a - Fatal - Results in Death), Emphysema (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
15052 . EEA than 85 |Female .
EU-EC- 17 Professional v, Results in Death) - 1{DF} - n/a])
10007645637 cans
15053 a1 (2021-02- Healthcare EA 65-85 Male Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 17 Professional Years Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10007644811
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15054 & (2021-02-|Healthcare EEA 65-85 Female Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death), Septic |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 17 Professional Years shock (n/a - Fatal - Results in Death) applicable - [n/a - 1{DF} - n/a])
10007644716
Elickorscad | : More COVID-19 MRNA VACCINE MODERNA (CX-
15055 xd 2021-02- Healthcare Non EEA  |than 85 Male Death (1d - Fatal - Results in Death), Decreased appetite (2d - Fatal - Results in Death), Depressed level of consciousness (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 17 Professional Vears (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007644467 y applicable - [n/a - 1{DF} - Intramuscular])
or scail i Asthenia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (1d - Fatal - Results in Death COVID-19 A VA MODERNA (CX-
= (2021-02- Healthcare 65-85 TR : K T 024414) [COVID-19 MRNA VACCINE MODERNA
15056 . Non EEA Male  |Caused/Prolonged Hospitalisation), Confusional state (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), . L
EUEC | g 17 Professional Years Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10007644232 Unknown - [n/a - n/a - Intramuscular])
Elick or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
15057 i |12021-02- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG | 17 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007644194 =ik applicable - [n/a - 1{DF} - Intramuscular])
: More
15058 i [2021-02- Healtheare | than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 17 Professional Vear immunisation - n/a - [n/a - n/a - n/a])
10007643445 cars
- 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15059 . EEA than 85 |Female |Death (n/a - Fatal - Results in Death) . S
EU-EC- 17 Professional Vears immunisation - n/a - [n/a - n/a - n/aJ)
10007643387
[ i COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 =1 |2021-02- | Healthcare Not . . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - X - - :

15060 EU-EC- 2 i Professional Non EEA Specified Female |Cardiac failure (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - n/a - Not applicable - [1d
10007643276 h - n/a - Intramuscular])

: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . -

15061 gy pc 17 |Professional | "M FEA |than 85 Female |Death (1d - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007643111/ applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | 1 COVID-19 MRNA VACCINE MODERNA (CX-

15062 2 (2021-02- [Healthcare Non EEA 65-85 Female Arthralgia (1d - Fatal - Results in Death), Back pain (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results {024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- 17 Professional Years in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007642858 applicable - [n/a - 1{DF} - Intramuscular])
Mor COVID-19 MRNA VACCINE MODERNA (CX-

15063 2021-02-|Healthcare Non EEA thgneS 5 [Female Death (1d - Fatal - Results in Death), Hypophagia (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- |17 Professional Vears Death), Hypoxia (n/a - Fatal - Results in Death), Tachypnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007642441 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
More Cardiac arrest (n/a - Fatal - Results in Death), Dermatitis allergic (n/a - Unknown - Other Medically Important Condition), COVID-19 VACCINE ASTRAZENECA (CHADOX]1
15064 2021-02- Healthcare |\ prn |ihan 85 [Female |Dyspnoea (va - Unknown - Other Medically Important Condition), Restlessness (n/a - Unknown - Other Medically Important[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Vears Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007641345 - Not applicable - [1d - n/a - Intramuscular])
lick or scal : Non More
15065 1 (2021-02- Healthcare EEA than 85 [Male COVID-19 (9d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 17 . Condition), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10007640674
Elickorsal | 5 2021-02-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15066 el : EEA than 85 |Female |Ischaemic cerebral infarction (1d - Fatal - Results in Death) . N .
EU-EC- 17 Professional v immunisation - n/a - [n/a - n/a - n/a])
10007640550 cars
Bk or e | BI5 i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
15067 3 22l (2021-02-|Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
BU-ECG | z8¥ 17 Professional Vears Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007640471 | = - n/a - Intramuscular])
- 2021-02- Non 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
15068 EUEC | A 17 ?:jl‘g;sciirgal Non EEA Vears Female |Chest X-ray abnormal (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - n/a - n/a])
10007640440,
2021-02-|Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - X - -
15069 EU-EC- 17 Professional EEA Vears Male  [Depressed level of consciousness (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) na- [n/a- 3mL - Intramuscular])
10007640164 ]
kol i 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- /a - n/a - [n/a
15070 M : EEA than 85 [Male  |Pneumonia (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death)
EU-EC- 17 Professional Vears - n/a - Intramuscular])
10007640089
O
i 12021-02- Healthcare 18-64 ) . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ - R
15071 EU-EC- 17 Professional EEA Vears Female |Circulatory collapse (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10007640081 ;
15072 % (2021-02- Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death), Confusional state (n/a - Unknown - ), Illness (n/a - Unknown - ), Migraine (n/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 17 . Years Unknown - ), Muscle fatigue (n/a - Unknown - ), Pneumonia (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10007639836
Blicicor scad ; "
y 2021-02- |Healthcare ore ‘st
A - - i COMIRNATY [TOZINAME! S - Immunisation -
15073|  EU-EC. 17 Professional |EEA than 85 |Female |Death (1d- Fatal - Results in Death) - [n/a. /2 —[IntramusaﬂarR]?N] (
10007639674 Years
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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 Blood pressure decreased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Body temperature increased
15074 2021-02-|Healthcare EEA than 85 |[Female (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Heart rate  |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 17 Professional Vears decreased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Oxygen saturation (n/a - Not applicable - [n/a - 1{DF} - n/a])
10007639530 Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
click or scarl COVID-19 (4d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Malaise (n/a [COVID-19 VACCINE ASTRAZENECA (CHADOX1
15075 2021-02- |Healthcare Non EEA 65-85 Female |- Unknown - Other Medically Important Condition), Oxygen saturation decreased (n/a - Unknown - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Important Condition), Palpitations (n/a - Unknown - Other Medically Important Condition), Tachycardia (n/a - Unknown - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007639519 Other Medically Important Condition) - Not applicable - [1d - n/a - Intramuscular])
m e More Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in
15076 i 2021-02- Healthcare EEA than 85 |Female Death, Caused/Prolonged Hospitalisation), Ileus paralytic (4d - Fatal - Results in Death, Caused’Prolonged Hospitalisation), (COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- 17 Professional Vears Microcytic anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in [immunisation - n/a - [n/a - n/a - n/a])
10007639513 Death, Caused/Prolonged Hospitalisation)
Q1 scaij
2021-02-|Healthcare 65-85 . .. . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - R - - . S
15077 EU-EC- 17 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immmisation - 1/a - [/ - /3 - 1/2])
10007639370
More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in
15078 EU-EC- 2021-02- Healthgare Non EEA  [than 85 |Male  |Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
17 Professional PO immunisation - Not applicable - [n/a - n/a - n/a])
10007639044 Years Hospitalisation)
2021-02-|Healthcare 65-85 . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
15079 EU-EC- R 17 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
10007638966 ]
o | R
cii (2021-02- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl .
15080 EU-EC- 17 Professional EEA Years Female |Sudden death (n/a - Fatal - Results In Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007638483
5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15081 : EEA than 85 |Female |Cardiac failure (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 17 Professional v, Inir Jlar])
10007637963 ; cars amuscuar
A 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15082 ¥ : EEA than 85 ([Male  |Death (1d- Fatal - Results in Death), Malaise (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 17 Professional Vear Tntramuscular])
10007637853 cars s
Rlickorscal | ¢ COMIRNATY [TOZINAMERAN] (S- COVID-19
15083 i [2021-02- [Healthcare EEA 65-85 Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
EU-EC- 17 Professional Years
10007635483 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=10007639530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007639519&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007639513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007639370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007639044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007638966&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007638483&_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-
2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
15084 pupc | 16 Professional |NREEA vy  [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007635568 = i applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
15085 EU-EC- 16 Professional Non EEA 2}(1:;55 Female [Sudden death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007635516 applicable - [n/a - 1{DF} - n/a])
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
15086 .4 2021-02- Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007635492 applicable - [n/a - 1{DF} - Intramuscular])
or scaj ;. COVID-19 MRNA VACCINE MODERNA (CX-
15087 "2 2021-02-|Healthcare Non EEA 65-85 Male Basal ganglia stroke (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Death), Haemorrhagic stroke (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007635421 i applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . . S . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
15088| EU-EC- 16 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), General physical health deterioration (4d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007635302 Unknown - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
A |2021-02- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
15089 gy 16 [Professional [NONEEA Iyeqy [Male Death(Id-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007635246 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal More COVID-19 MRNA VACCINE MODERNA (CX-
5 12021-02- | Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
15090 EU-EC- 16 Professional Non EEA gl;:arll_ S85 Female |Cerebrovascular accident (8d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007635198 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . N
15091 BU-EC- 16 Professional Non EEA Years Male  |Cardiac arrest (5d - Fatal - Results in Death), Rash (5d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation -
10007635150 Unknown - [n/a - 1{DF} - Intramuscular])
: i COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . -
15092 pupc |3 16 |Professional |NCMEEA |yeyy |Female Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation -
10007635069 i i Unknown - [n/a - 1{DF} - Intramuscular])
Elickor scal : More COVID-19 MRNA VACCINE MODERNA (CX-
7 12021-02- Healthcare . ’ . 024414) [COVID-19 MRNA VACCINE MODERNA
15093 EUEC | 16 Professional Non EEA gl(leaarll_ S85 Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007635067 applicable - [n/a - 1{DF} - Intramuscular])
Body temperature increased (2d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Headache (2d- Fatal - |0 1D 19 MRNA VACCINE MODERNA (CX-
A 2021-02- | Healthcare 18-64 K - - . L 024414) [COVID-19 MRNA VACCINE MODERNA
15094 . Non EEA Male  [Results in Death), Lethargy (2d - Fatal - Results in Death), Neck pain (2d - Fatal - Results in Death), Respiration . g
EU-EC 16 Professional Years abnormal (Smin - Fatal - Results in Death), Tremor (2d - Fatal - Results in Death) (CX-024414)] (8 - COVID-19 immunisation - Not
10007635055 g 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=10007635198&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635067&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635055&_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 MRNA VACCINE MODERNA (CX-
15095 2021-02-|Healthcare Non EEA 65-85 Male Cold sweat (1d - Fatal - Results in Death), Crepitations (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Death), Pallor (1d - Fatal - Results in Death), Productive cough (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007634916 Unknown - [n/a - 2{DF} - Intramuscular])
Lol ; Abdominal pain (8d - Fatal - Results in Death), Chest pain (8d - Fatal - Results in Death), Confusional state (3d - Fatal - |owri v MRNA VACCINE MODERNA (CX-
2021-02- Healthcare 65-85 . - . . . 1024414) [COVID-19 MRNA VACCINE MODERNA
15096, . Non EEA Male  [Results in Death), Decreased appetite (8d - Fatal - Results in Death), Headache (8d - Fatal - Results in Death), Hepatic . s
EU-EC- 16 Professional Years o ¢ increased (8 - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007634912 : nzym Results in Death) applicable - [n/a - 1 {DF} - Intramuscular])
Elickorscal | = : 1 Aneurysm ruptured (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (2d - Fatal - |COVID-19 MRNA VACCINE MODERNA (CX-
24 (2021-02- |Healthcare 65-85 Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
15097 pupc 16 |Professional |NOMEEA Iyears  |[Female |Hogpitalisation), Loss of consciousness (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to —|(CX-024414)] (S - COVID-19 immunisation - Not
10007634817 stimuli (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1 {DF} - Intramuscular])
or scaj i COVID-19 MRNA VACCINE MODERNA (CX-
15098 4 (2021-02- |Healthcare Non EEA 18-64 Male Nausea (1d - Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007634623 i applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | 3 : More COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-02-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
15099 EU-EC- 16 Professional Non EEA 21{1:; S85 Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007634481 applicable - [n/a - 1{DF} - Intramuscular])
S ¥4 2021-02-|Healtheare 65-85 COMIRNATY [ TOZINAMERAN] (S~ COVID-19
15100 : . EEA Male  [Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [21d - 1 {DF} -
EU-EC- 16 Professional Years Int Jlar])
10007634282 plrarmscerar
Elickcor scal i 2021-02-| Healthcare More Malaise (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
15101 EU-EC- L 16 Professional EEA than 85 (Male  |Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} -
10007634279 Years Hospitalisation) Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-02- [Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
15102 EU-EC- 16 Professional Non EEA Vears Male  |Asthenia (5d - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007634225 i applicable - [n/a - 1{DF} - Intramuscular])
or sca i More COVID-19 MRNA VACCINE MODERNA (CX-
il |2021-02- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
15103 gy pc 16 [Professional |NOMFEA |than 85 Male - Cardiac arrest (na - Fatal - Results In Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007634142 applicable - [n/a - 1{DF} - Intramuscular])
iy Mor COVID-19 MRNA VACCINE MODERNA (CX-
15104 21 (2021-02- |Healthcare Non EEA thgneS 5 [Vale Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (5d - Fatal - Results in Death), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Vears Oedema (5d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007633973 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=10007634916&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634817&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634623&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634481&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634282&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634279&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634225&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633973&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- Abdominal pain upper (n/a - Unknown - Disabling), Death (n/a - Fatal - Results in Death, Disabling), Illness (n/a - RAZE CHADO
: Recovering/Resolving - Disabling), Migraine (n/a - Recovered/Resolved - Disabling), Nervousness (n/a - Recovered/Resolved - COVID-19 VACCINE AST NECA X1
1 |2021-02- | Healthcare 18-64 S ; e . A : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15105 i . Non EEA Female |Disabling), Pain (n/a - Unknown - Disabling), Pruritus (n/a - Recovered/Resolved - Disabling), Pyrexia (n/a -
EU-EC- ; 16 Professional Years A . e O .. (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Y Recovered/Resolved - Disabling), Swelling (n/a - Unknown - Disabling), Tremor (n/a - Unknown - Disabling), Vomiting (n/a -
10007633838 S n/a - Intramuscular])
Unknown - Disabling)
2 (2021-02- Healthcare 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
15106 : Non EEA Female . L .
EU-EC- 16 Professional Years -) immunisation - Not applicable - [1d - n/a - n/a])
10007633814
lick or cal | 5021-02- Non 65-85 Asthenia (n/a - Not Recovered/Not Resolved - ), Balance disorder (n/a - Not Recovered/Not Resolved - ), Diarrhoea (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
15107, EU-EC- 16 Healthcare Non EEA Vears Female [Recovered/Not Resolved - ), Dyspnoea (n/a - Fatal - Results in Death), Faeces discoloured (n/a - Not Recovered/Not immunisation - Unknown - [1d- n/a - n/a])
10007633569 . Professional Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - )
ElickCor scap |;
2021-02-|Healthcare 65-85 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
15108 EU-EC- 16 Professional Non EEA Years Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007633545
Eick orsead || COVID-19 MRNA VACCINE MODERNA (CX-
15109 2021-02- Healthcare Non EEA 18-64 Female Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Seizure (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10007633225 7 Unknown - [n/a - n/a - Intramuscular])
% 19021-02- |Healthcare 65-85 Blood pressure immeasurable (n/a - Fatal - Results in Death Caused/ P.rolonged Hospitalisation), Dmrrhoefi (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - Not
15110 : EEA Female |Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, .
EU-EC- 16 Professional Years Ca longed Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10007633065 : used/Prolonged Hospitalisation
m_ = l COVID-19 MRNA VACCINE MODERNA (CX-
T i 2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
15111 EU-EC- 16 Professional Non EEA Vears Male [COVID-19 (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007632780 applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
31 2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15112 EU-EC- 16 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007632779 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scal |} More COVID-19 MRNA VACCINE MODERNA (CX-
15113 2021-02-|Healthcare Non EEA  |than 85 |Female Cough (2d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dyspnoea (2d - Fatal - Results in Death), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Vears Feeling abnormal (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007632573 Unknown - [n/a - 1{DF} - Intramuscular])
Klickor scal | % : COVID-19 MRNA VACCINE MODERNA (CX-
AL :11 2021-02- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
ISH4 - gy pe 16 Professional [P EEA  |years  |Female |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007632449 applicable - [n/a - 1{DF} - Intramuscular])
More Body temperature increased (1d - Fatal - Results in Death), Complication associated with device (1d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA, (CX-
2021-02- |Healthcare X . . 024414) [COVID-19 MRNA VACCINE MODERNA
15115 : Non EEA  |than 85 |Male  |Death), Cough (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in . N
EUEC |2 16 Professional Years Death), Hypoxia (1d - Fatal - Results in Death), Secretion discharge (1d - Fatal - Results in Death) (CX-024414)] (- COVID-19 immunisation - Not
10007632323 ' = ? 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=10007633838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633545&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633225&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632779&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632449&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632323&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”:

" Resultsin Death"

Page 1570 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
: : More COVID-19 MRNA VACCINE MODERNA (CX-
%1 (2021-02- Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
15116 EUEC | 16 Professional Non EEA ?:;I:ES Male  [Asymptomatic COVID-19 (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007632252 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15117 EU-EC- 16 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007632101 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ¢ : COVID-19 MRNA VACCINE MODERNA (CX-
il (2021-02- (Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1518 by pe 16 Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007632085 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
IS pype 16 Professional |NOREEA |y [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007631944 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- Healthcare 65-85 . 024414) [COMID-19 MRNA VACCINE MODERNA
15120 gU.EC 16 Professional Non EEA Vears Male  [Death (22d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007631775 applicable - [n/a - 1{DF} - Intramuscular])
2021-02- Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . S
15121 EU-EC- 16 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007631700
or scaij ; Death (6d - Fatal - Results in Death), General physical health deterioration (6d - Fatal - Results in Death), Hypophagia COVID-19 A VAT RN, MOCD:nERNIE A (CX-
15122 g 2021-02- |Healtheare o ppy (0585 ey (6d - Fatal - Results in Death), Hyporesponsive to stimuli (6d - Fatal - Results in Death), Somnolence (6d - Fatal - 024414) [COVID-19 A VACCINE MODERNA
EU-EC- 16 Professional Years Results in Death > ? (CX-024414)] (S- COVID-19 immunisation - Not
10007631665 y Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | = : More COVID-19 MRNA VACCINE MODERNA (CX-
e | 2021-02- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
15123 BU-EC | nl 16 Professional Non EEA ;]{1:; S85 Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007631664 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
15124 BU-EC- 16 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007631557 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | : COVID-19 MRNA VACCINE MODERNA (CX-
il |2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
5125 pupc 16 |Professional |[NOMEEA lyey [Male |Death (2d-Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007631424 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15126 EU-EC- 16 Professional Non EEA Years Male | Death (2d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007631388 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=10007632252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631944&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631775&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631700&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631664&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631557&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631424&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631388&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Purposes
b COVID-19 MRNA VACCINE MODERNA (CX-
% [2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
15127 pugc 16 Professional |NOMEEA  |yors [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007631387 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-02-|Healthcare . 024414) [COMID-19 MRNA VACCINE MODERNA
A - - . L
15128 EU-EC- 16 Professional Non EEA ?:;rfs Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007631279 applicable - [n/a - 1{DF} - Intramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
15129 % |2021-02- | Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (1d - Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), Respiratory arrest ~ (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years (1d- Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007631225 Unknown - [n/a - 1 {DF} - Intramuscular])
m : : 2021-02- |Healthcare More COMIRNATY CONCENTRATE FOR DISPERSION
15130 EU-EC- . 16 Professional EEA than 85 [Male  |Cerebrovascular accident (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) FOR INJECTION [TOZINAMERAN] (S - COVID-19
10007631210 Years immunisation - Not applicable - [n/a - n/a - n/a])
2021-02- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
15131 EU-EC- B | o Professional EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death) a - [/a - /a - Intramuscular])
10007630961 ; ]
ik orsca | 1% More COVID-19 VACCINE ASTRAZENECA (CHADOX1
: 2021-02- |Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) :
15132 EU-EC- R 16 Professional Non EEA gl{lan 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death (CHADOXT NCOV-19)] (S - n/a - Not applicable - [1d
10007630767 ; cans - n/a - Tntramuscular])
: More
1 2021-02- | Healthcare . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - - N - - . S
15133 EU-EC- 16 Professional EEA ?::ISS Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) immmisation - 1/a - [V - /3 - 1/4])
10007630619
8% |12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. R i - - i , i i - - i . . .
15134 EUEC | 16 Professional EEA ;]{1an 85 |Male  [Pyrexia (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) immunisation - 1/a - [nva - 3mL - Intramuscular])
10007630604 cars
Rlick or scad | 3 More
15135 2021-02-|Healthcare EEA than 85 [Female Blood glucose decreased (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 16 Professional Vear Results in Death) n/a- [n/a-.3mL - Intramuscular])
10007630544 s
click or scarl More
15136 2021-02- |Healthcare EA than 85 |Female Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pneumonia | COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 16 Professional v (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007630250 cans
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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
15137  [2021-02- Healtheare | than 85 |Female |Atrial fibrillation (n/a - Fatal - Results in Death), Cardiac failure congestive (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EG |4 16 Professional Vear immunisation - n/a - [n/a - n/a - n/a)
10007630089 s
click or scarl
2021-02- |Healthcare 18-64 . T COMIRNATY [TOZINAMERAN] (S- COVID-19
15138 EU-EC- 16 Professional EEA Vears Male  [COVID-19 (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immmisation - 1/a - [/ - /3 - 1/a])
10007629592 &3
Elickorscad | : More COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-02- [Healthcare . e 024414) [COVID-19 MRNA VACCINE MODERNA
15139 EU-EC- 16 Professional Non EEA 21(1:; s85 Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10007629267 i applicable - [n/a - 1{DF} - Intramuscular])
. COVID-19 MRNA VACCINE MODERNA (CX-
) 12021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15140) gy e 16 Professional Non EEA Years Male |Sudden death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007629247 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
=i | 2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
15141 EU-EC- 16 Professional Non EEA Vears Male  [Death (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ) (CX-024414)] (S - COVID-19 immunisation - Not
10007629221 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | 3 Asthenia (n/a - Unknown - ), COVID-19 pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
2021-02-[Nn More Hospitalisation, Other Medically Important Condition), Chills (/a - Unknown - ), Cough (w/a - Unknown - ), Decreased | OMIRNATY [TOZINAMERAN] (8- COVID-19
15142 Healthcare EEA than 85 (Male . . : . . . . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 16 Professional Vears appetite (n/a - Unknown - ), Pyrexia (n/a - Unknown - Life Threatening), Respiratory failure (n/a - Fatal - Results in Intramuscular])
10007628986 Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
24 |2021-02- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S .
15143 EU-EC- 2 (16 Professional EEA Years Female |Pyrexia (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10007627253
|t 2021-02-[Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
15144 ““"|Healthcare ~ |EEA than 85 |Female |COVID-19 pneumonia (6d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) . o .
EU-EC- 16 Professional Vears immunisation - n/a - [n/a - n/a - n/aJ)
10007627154
m b Non More Arthralgia (n/a - Unknown - ), COVID-19 (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
15145 2021-02- Healthcare Non EEA  |than 85 |Male Delusion (n/a - Not Recovered/Not Resolved - ), Drug ineffective (n/a - Not Recovered/Not Resolved - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 16 . Important Condition), Gastric haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a |immunisation - Not applicable - [1d - n/a - n/a])
y Professional Years
10007627122 - Unknown - )
Non
15146 2021-02-|peottheare [Non EEA 0235 |Female [Death (n/a - Fatal - Results in Death), Suspected COVID-19 (n/a - Unknown - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 16 . Years immunisation - Not applicable - [1d - n/a - n/a])
10007627114 Professional
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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
15147 1 (2021-02-|Healthcare EEA than 85 |Male COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Drug COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 16 Professional v ineffective (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
: ears
10007626621
More
2021-02- |Healthcare . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - . S .
15148] EU-EC- ER 16 Professional Non EEA ;}}aﬂ 85 |Male  |Coronary artery disease (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10007626321 ; cans
%4 2021-02- | Health More COMIRNATY [TOZINAMERAN] (S - COVID-19
15149 ; “Vem|eatheare - pp A than 85 |Female |Asthenia (2d - Recovered/Resolved - Results in Death), Sudden death (n/a - Fatal - Results in Death) —OVIRRA -
EU-EC- 16 Professional v immunisation - n/a - [n/a - 1{DF} - Intramuscular])
' ears
10007625855
oLl ¢ Non
21 12021-02- 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - . S
15150 EU-EC- 16 E}ﬁgsfif;a] EEA Vears Male  [Acute pulmonary oedema (n/a - Fatal - Results in Death) immunisation - n/a - [1Va - 1 {DF} - Intramuscular])
10007625843
Elickcor scal |3 3 More COMIRNATY [TOZINAMERAN] (S- COVID-19
15151 2021-02- Healthcare EEA than 85 [Male Chest discomfort (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Vertigo (n/a - Unknown - iromumisation - withdrawn - [1/a - 1 {DF} -
EU-EC- 16 Professional v, Results in Death), Vomiting (n/a - Unknown - Results in Death) Int ul s
10007625788 cars ntramuscular])
E A 2021-02- Non More Acute coronary syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - Fatal |COMIRNATY [TOZINAMERAN] (S - COVID-19
15152 BU-EC- : 16 Healthcare EEA than 85 (Female |- Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} -
10007625650 Professional Years Hospitalisation) Intramuscular])
Elickcor scad | 2021-02- |Healthcare More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
15153 : EEA than 85 (Female |Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung immunisation - Drug withdrawn - [n/a - .3mL -
EU-EC- 16 Professional ) . PTIY
Years disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
10007625339
Vore
: 2021-02- Healthcare . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - X - - )
15154 BU-EC- 16 Professional EEA gl(lan 85 |Female |Coma (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) Not applicable - [1/a - n/a - Intramuscular])
10007623527 ; cans
=1 (2021-02- Healthcare . COMIRNATY [TOZINAMERAN] (S - COVID-19
: Sudden - - ) . S .
15155 EU-EC- 15 Professional EEA %1:;:5 Male death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007623255
- 8% 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. . - =) - - i y 1 - - i . . . .
15156 EU-EC- 15 Professional EEA gl(lan 85 |Female [Headache (1d - Recovered/Resolved - ), Nausea (1d - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1Va - 1 {DF} - n/a])
ears
10007623234
2021-02-|Healthcare 65-85 Diarrhoea (2d - Fatal - Results in Death), Malaise (2d - Fatal - Results in Death), Muscular weakness (2d - Fatal - Results (COMIRNATY [TOZINAMERAN] (S- COVID-19
15157 ; EEA Male  in Death . N .
EU-EC- 15 Professional Years in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007622988
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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
1 12021-02- | Healthcare Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; . - - X - -
15158 EU-EC- 15 Professional Non EEA ;l(lan 85 Specified Aortic aneurysm (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007622617 cars 1/a - Intramuscular])
~soal Blood pressure immeasurable (n/a - Recovered/Resolved - Other Medically Important Condition), Breath sounds (n/a -
= More Unknown - ), Choking (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Recovered/Resolved - ), ME
15159 bope %221_02_ E:jg;;i‘:al EEA than 85 |Female |Oxygen saturation immeasurable (n/a - Recovered/Resolved - Other Medically Important Condition), Pallor (n/a - mﬁﬁ;ﬁ [n"l;"?_Z[Iga 1 {]g;];! Sa—])CD VID-19
Years Recovered/Resolved - Other Medically Important Condition), Syncope (n/a - Recovered/Resolved - Other Medically
10007622579 o
Important Condition)
Rlick orscal | 2021-02-| Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15160 EU-EC- 15 Professional EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition) }Jr:)phylaxliﬂs - Not applicable - [1d - n/a -
10007622394/ ¢ ntramuscular])
a3 2021-02- [Healthcare More Iy COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
h - . . - - i - - -
15161 EU-EC- 15 Professional EEA glan 85 Specified Death (n/a - Fatal - Results in Death - 3mL - Intramuscular])
10007622335| ; iy cans
Elick or scal | Cardiac arrest (n/a - Fatal - Results in Death), Chills (n/a - Not RecoveredNot Resolved - Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOXI
15162 2021-02- |Healthcare Non EEA 65-85 Female Condition), Circulatory collapse (n/a - Unknown - Other Medically Important Condition), Decreased appetite (n/a - Unknown [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional Years - Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), Restlessness (n/a - [(CHADOXI1 NCOV-19)] (S - Ill-defined disorder - Not
10007622130 Unknown - Other Medically Important Condition) applicable - [1d - n/a - Intramuscular])
Klickor scal More COVID-19 VACCINE ASTRAZENECA (CHADOX1
15163 | (2021-02- Healthcare Non EEA  |than 85 [Male Breath sounds abnormal (n/a - Unknown - Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 15 Professional v, Somnolence (n/a - Unknown - Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007622091 cars 1/a - Intramuscular])
Eick or scall | § COVID-19 VACCINE ASTRAZENECA (CHADOX1
31 |2021-02- | Healthcare 18-64 - . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
15164 EU-EC- 15 Professional Non EEA Vears Male  [Acute myocardial infarction (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007622087 n/a - Intramuscular])
click or scarl - COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-02- Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
15165 EU-EC- 15 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007621697 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal : COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ 12021-02- | Healthcare 65-85 . . Lo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15166, EU-EC- 15 Professional Non EEA Vears Female [Pulmonary sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10007621366, applicable - [n/a - ImL - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
15167 = (2021-02- |Healthcare Non EEA  |than 85 [Male Chest pain (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Heart rate irregular (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | % 3 (15 Professional Vears Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007621297 | H¥ks 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=10007622617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622394&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622130&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622091&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622087&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007621697&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007621366&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007621297&_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-
2021-02-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
15168 by pc 15 Professional |NCREEA |yors [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007620993 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
it 12021-02- Healthcare 18-64 . . N . 024414) [COVID-19 MRNA VACCINE MODERNA
F . - - , - - . N
15169 EUEC. |3 15 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007620825 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scal ey 2021-02- |Healthcare More Dyspnoea (6d - Fatal - Results in Death), Dysstasia (6d - Fatal - Results in Death), Fall (6d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
15170 BU-EC- I 15 Professional EEA than 85 |[Male  |Fibrin D dimer increased (6d - Fatal - Results in Death), Liver function test abnormal (6d - Fatal - Results in Death), immunisation - Not applicable - [n/a - n/a - n/a])
10007620391 Years Oxygen saturation decreased (6d - Fatal - Results in Death), Troponin increased (6d - Fatal - Results in Death) PP
or scaij i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 (2021-02- Healthcare . N NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15171 EU-EC- o o Professional Non EEA ?:;ISSS Male [COVID-19 (n/a - Fatal - Results in Death, Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007620259 n/a - Intramuscular])
M
i ore
15172| EU-EC- ) [2021-02- Healtheare g p than 85 |Female |Death (n/a - Fatal - Results in Death), Lividity (n/a - Unknown - Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (- n/a - n/a - [n/a
15 Professional - .3mL - Intramuscular])
10007620170 Years
Qr _scail
15173 2021-02- Healthcare EEA Not Female Cardiac disorder (n/a - Fatal - Results in Death), Erythema (n/a - Fatal - Results in Death), Injection site erythema (n/a- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | g% 15 Professional Specified Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10007620144 &3
;
15174 i (2021-02- (Healthcare EEA 65-85 Male Asthenia (4d - Fatal - Results in Death), Fatigue (4d - Fatal - Results in Death), Feeding disorder (4d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- L |15 Professional Years Death), Pyrexia (4d - Fatal - Results in Death) applicable - [n/a - .3mL - Intramuscular])
10007619861 ]
Elickor scal | : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2021-02- | Healthcare . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - , - - :
15175 EUEC | 3% * |15 Professional Non EEA g];an 85 |Male  |Asthenia (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - n/a - Not applicable - [1d
10007619797| =3 cars - n/a - Intramuscular])
Elick or scad | ) COVID-19 VACCINE ASTRAZENECA (CHADOX1
)3 i 2021-02- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
15176 EU-EC- 3|15 Professional Non EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007619795 n/a - Intramuscular])
: More
5 [2021-02- Healthcare ) . ) . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
1 : - - > - - > - -
15177 EU-EC- o * |15 Professional EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) |- 3mL - Intramuscular])
10007619681 ; cars
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620825&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620259&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620170&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620144&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007619861&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007619797&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007619795&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007619681&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 12021-02- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
15178 BU-EC- 2115 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007618663 n/a - Intramuscular])
click or scarl More
15179 2021-02-| Healthcare —|p than 85 |Female |Cardiac failure acute (5d - Fatal - Results in Death), Cardiogenic shock (5d - Fatal - Results in Death) COMIRNATY [TOZIN | (S- COVID-19
EU-EC- 115 Professional Vears immunisation - n/a - [n/a - n/a - n/a])
10007618573
o) |
i (2021-02- [Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S
15180 EU-EC- ¥ 15 Professional EEA Vears Male  [Pneumonia (4wk - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007618491
oLl " More
i (2021-02- Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
15181 EU-EC- 3|15 Professional EEA gla; 85 |Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10007618264 : cars
Hickorsal ¥ 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% . - - i . . .
15182 EU-EC- 15 Professional EEA §I{1an 85 |Female |Sudden death (n/a - Fatal - Results in Death) isation - /a - [n/a - n/a - n/a])
10007618072 cans
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 2021-02- Healthcare 65-85 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15183| EU-EG- 15 Professional |Non EEA  |Years |Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007617973 n/a - Intramuscular])
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- | Healthcare 65-85 . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15184 EU-EC- : 15 Professional Non EEA Vears Female |[Haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10007617968 & n/a - Intramuscular])
m b Blood pressure abnormal (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a -
15185 p 2021-02- Healthcare EEA 18-64 Male Fatal - Results in Death), Heart rate increased (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 3115 Professional Years Results in Death), Lymphadenopathy (n/a - Unknown - Other Medically Important Condition), Oxygen saturation - .3mL - Intramuscular])
10007617765 ' decreased (n/a - Fatal - Results in Death)
% 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15186 .o, . EEA Male  |Asthenia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 115 Professional Years Intramuscular])
10007617639
[elick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- |Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - Unkn
15187 EU-EC- 15 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - own - [/a-
10007617530| & n/a - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007618663&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007618573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007618491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007618264&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007618072&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007617973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007617968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007617765&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007617639&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007617530&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
& 2021-02- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
15188 : . EEA than 85 [Male  |Pneumonia bacterial (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
EU-EC- |15 Professional v, Int ul
10007616829 : ears ntramuscularl)
or scail : COVID-19 VACCINE ASTRAZENECA (CHADOX1
15189 xdl (2021-02- |Healthcare Non EEA 65-85 Female Left ventricular failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 115 Professional Years Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10007614442 n/a - Intramuscular])
Elick or scal | 3= COVID-19 VACCINE ASTRAZENECA (CHADOX1
15190 3 2021-02- Healthcare Non EEA 18-64 Male Dizziness (n/a - Unknown - Other Medically Important Condition), Sudden death (n/a - Fatal - Results in Death, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L \ |14 Professional Years Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10007612377| = - n/a - Intramuscular])
[lick or scal |} More COVID-19 VACCINE ASTRAZENECA (CHADOX1
15191 2021-02-|Healthcare Non EEA  |than 85 [Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |14 Professional Vears Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10007612344 - n/a - Intramuscular])
Elick or scall | ; Balance disorder (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), COVID-19 (2d- [COVID-19 VACCINE ASTRAZENECA (CHADOX1
15192 2021-02- |Healthcare Non EEA 65-85 Female Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Coordination abnormal (n/a - Fatal - ~ |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |14 Professional Years Results in Death, Life Threatening, Other Medically Important Condition), Tremor (n/a - Fatal - Results in Death, Life [(CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10007612103 Threatening, Other Medically Important Condition) n/a - Intramuscular])
: 1 h icall - h | .
- |5021-02-|Healthcare 65-85 COVID-19 (n/a - Npt Recovered/Not Resp lved— Ot er Medw‘a ly Important Condition), Death (n/a - Fatal - Results in TOZTNAMERAN [TOZTNAMERAN] (S- COVID-19
15193 . Non EEA Male  [Death, Other Medically Important Condition), Drug ineffective (n/a - Not Recovered/Not Resolved - Other Medically immunisation - Not applicable - [1d - n/a -
EU-EC- |14 Professional Years Important Conditi Int ul
10007611817| 32 mportant Condition) ntramuscular])
Klick or scad | 2= More . , '
15194 2021-02- |Healthcare EEA than 85 |Female Body temperature increased (1d - Recovered/Resolved - ), Cardiac arrest (n/a - Fatal - Results in Death), Malaise (1d - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |14 Professional v Recovered/Resolved - ), Myalgia (1d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
ears
10007611508
; Non
21 12021-02- Not . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
. - - . S .
15195 EU-FC- AL Eeallthc'are | Non EEA Specified Male  [Thrombocytopenia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10007610668 ; rolessiona
m : More Death (n/a - Fatal - Results in Death), Lethargy (n/a - Not Recovered/Not Resolved - Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02-|Healthcare " . . " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15196 : Non EEA  |than 85 |Female |Condition), Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Nausea (n/a - Not :
EU-EC- |1 (13 Professional - . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
=K £ Years Recovered/Not Resolved - Other Medically Important Condition)
10007610129 : - n/a - Intramuscular])
m o 2021-02-| Healthcare More COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death), Lower respiratory tract TOZINAMERAN [TOZINAMERAN] (S- COVID-19
15197 ' . Non EEA  [than 85 |Male |infection (n/a - Unknown - Other Medically Important Condition), Seizure (n/a - Unknown - Other Medically Important . el .
EU-EC- 13 Professional - immunisation - Not applicable - [1d - n/a - n/a])
;s Years Condition)
10007610105
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- |Healthcare 18-64 . .. . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
15198 EU-EC- 13 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Vomiting (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10007608563 y n/a - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007612377&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007612103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007611817&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007611508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007610668&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007610129&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007610105&_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
Bacterial infection (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved - Other Medically|
Important Condition), Fall (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (n/a - Not
Klickor scal A Recovered/Not Resolved - Other Medically Important Condition), Hypopnoea (n/a - Not Recovered/Not Resolved - Other COVID-19 VACCINE ASTRAZENECA (CHADOXI1
15199 i [2021-02- Healthc'are 'Non EEA 65-85 Female |Medically Important Condition), Hypotension (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE AST RAZENECA
EU-EC- 13 Professional Years Oxygen saturation decreased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pallor (n/a- Not ~ [(CHADOXI NCOV-19)] (8- n/a - Not applicable - [1d
10007608452 Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Other - 1/ - Intramuscular])
Medically Important Condition), Skin exfoliation (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
Rlick orscad : 5021-02- | Healthcare More Cardiac failure (n/a - Fatal - Results in Death), Dementia (n/a - Unknown - Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
15200 EU-EC- : 13 Professional Non EEA  |than 85 |Female |Diarrhoea (n/a - Recovered/Resolved - ), Headache (n/a - Recovered/Resolved - ), Pain (n/a - Recovered/Resolved - ), immunisation - Not applicable - [1d - n/a -
10007608442 Years Respiratory tract infection (n/a - Fatal - Results in Death), Swelling face (n/a - Recovered/Resolved - ) Intramuscular])
oLl ; More
15201 i (2021-02- Healthqare Non EEA  |than 85 |Male  |Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening) TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
EU-EC- 13 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10007608434
Eetick or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15202 EU-EC- 13 Professional Non EEA Vears Male  [Pneumonia (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10007608186 - n/a - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02-|Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) :
15203 pupc |3 13 |Professional |NONEEA vy |[Male |Sepsis (n/a- Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10007608179| = - n/a - Intramuscular])
) 502100 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15204 EU-ECG- by (13 Professional |EEA than 85 |Female |Acute pulmonary oedema (n/a - Fatal - Results in Death) }nimmlsat:‘i)n - Not applicable - [/a - 1{DF} -
10007608096 Years ntramuseular])
Rlickor scal | & 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15205 : : EEA than 85 [Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mL -
EU-EC- ; 13 Professional v, Int ul
10007608035 33 cars ntramuscular])
: MERAN]
i (2021-02-|Healthcare More Hypertension (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke COMIRNATY (TOZIN . (8- COVID-19
15206 . EEA than 85 |Female N PTIY immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 13 Professional (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Years Intramuscular])
10007608030
Elick or scal | ) 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15207 : : EEA than 85 (Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- L, (13 Professional v Int lar])
10007608029 : cars niramuseuar
2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15208 ; . EA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |: 13 Professional
10007608020 ’ 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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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
: : 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15209 : . EEA than 85 |Female |Sudden death (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 13 Professional v Int Jlar])
10007608011 s nramsear
lick or scal : 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15210 M . EEA than 85 |Female |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 13 Professional Vears Intramuscular])
10007608007
Rlick or cal |3 & 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15211 : : EEA Female |Death (n/a - Fatal - Results in Death), Subileus (n/a - Unknown - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | &7 13 Professional Years Intr: ular])
10007607887, 3 amuseuar
COMIRNATY [TOZINAMERAN] (S- COVID-19
oLl ¢ More immunisation - Not applicable - [n/a - .3mL -
; . . . . ) . , . ) ) .
15212 221 2021-02 Health({are EEA than 85 |Female Acute rw‘p]ratory distress syndr(?me (n/a - Fatal - Results in Death) Hyperten§1on (n/a - Not Recovered/Not Resolved Intramuscular]), FENTANYL [FENTANYL,
EU-EC- 13 Professional Results in Death), Tachycardia (n/a - Not Recovered/Not Resolved - Results in Death) . .
Years FENTANYL CITRATE] (S- Pain - Not applicable -
10007607854
[n/a - n/a - Cutaneous])
Elickcor scal 30 5021-02- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
15213 cukc 13 Healthcare EEA than 85 [Male  |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007607789| : Professional Years Intramuscular])
3 2021-02-| Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15214 BU-EC- 3 Professional EEA than 85 (Female [Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007607779 Years Intramuscular])
2021-02 ith More COMIRNATY [TOZINAMERAN] (S - COVID-19
2 -02-|Healthcare —|ppA than 85 (Male ; ; immunisation - Not applicable - [n/a - 1{DF} -
15215 EU-EC- 13 Professional Years Chest pain (n/a - Fatal - Results in Death) Ppp.
10007607762 Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular]), PLAVIX [CLOPIDOGREL,
Elickor scal ! CLOPIDOGREL HYDROGEN SULFATE] (S - Product
15216 24 12021-02- Healthcare EEA 65-85 Male Acute abdomen (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anaemia (n/a - Fatal - Results in used for unknown indication - Dose not changed - [n/a
EU-EC- 13 Professional Years Death, Caused/Prolonged Hospitalisation) - 1{DF} - Oral]), [COLCHICINE] (S- Gouty arthritis -
10007607617 Dose not changed - [n/a - 1{DF} - Oral]),
[DILTTAZEM HYDROCHLORIDE] (S - Product used
for unknown indication - Dose not changed - [n/a -
1{DF} - Oral])
: 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15217 o : EEA than 85 [Male  |Respiratory failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 13 Professional
10007607610/ & Years 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
; 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15218 : . EEA than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 13 Professional v Int lar])
10007607455 cars nLramuscLar
: 4 15021-02- [ Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
15219 . EEA Male  [Lymphopenia (n/a - Not Recovered/Not Resolved - Results in Death), Septic shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 13 Professional Years Intr: Jar])
10007607447 amuseuar
: ¥ 12021-02-|Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
- -02- ; . _ _ . , : _ - i . o e )
15220 BU-EC- ! 3 Professional EEA 21(12111 85 |Male  |Diarrhoea (11d - Fatal - Results in Death), Hyperpyrexia (11d - Fatal - Results in Death) immunisation - n/a - [/a - .3mL - Intramuscular])
10007606632| =X cans
or scaij i Non COVID-19 MRNA VACCINE MODERNA (CX-
i 12021-02- Not . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
15221 EU-EC- 12 l};l:jgslsciirga] Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10007604518 Unknown - [n/a - 1{DF} - n/a])
; 8% 12021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
¥ . e . 1 i - - i . .. . -
15222 EU-EC- .. 12 Professional EEA gl(lan 85 |Female |Acute respiratory failure (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007604081 =2 cans
: Non More
15223 202102y ltheare |EEA than 85 |Female |COVID-19 (22d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 12 Professional Vears immunisation - Not applicable - [1d - 1{DF} - n/a])
10007603914
Elickor scal | L Hypoxia (n/a - Unknown - Other Medically Important Condition), Lung infiltration (n/a - Unknown - ), Pyrexia (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
15224 =1 (2021-02- Healthcare Non EEA 65-85 Female Unknown - ), Respiratory distress (n/a - Unknown - Other Medically Important Condition), Respiratory failure (450min - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Years Fatal - Results in Death, Other Medically Important Condition), Sepsis (1350min - Fatal - Results in Death, Other (CX-024414)] (S- COVID-19 immunisation - Not
10007603247 Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
: Vore
15225 2021-02- Healthcare Non EEA  |than 85 |Female COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Unknown - Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional v, SARS-CoV-2 test positive (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
ears
10007603152
15226 1 (2021-02- Healthcare EEA than 85 Not General physical health deterioration (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional Specified Death), Respiratory tract infection (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a])
Years
10007602606
Elidcorscad | i ! More COVID-19 MRNA VACCINE MODERNA (CX-
15227 24 2021-02- Healthcare Non EEA  |than 85 |Female Back pain (3d - Fatal - Results in Death), Cardiac disorder (1d - Fatal - Results in Death), Death (1d - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 12 Professional Vears Death), Dizziness (2d - Fatal - Results in Death), Pain in extremity (3d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007601617 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=10007603152&_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
Apathy (n/a - Not Recovered/Not Resolved - Life Threatening, Disabling, Other Medically Important Condition), Eating
: disorder (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Fatigue (n/a - Fatal -
- i 2021-02- Non 65-85 Results in Death, Other Medically Important Condition), General physical health deterioration (n/a - Fatal - Results in ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
15228 EU-EC- 12 Healthcare EEA Vears Female [Death, Life Threatening, Other Medically Important Condition), Language disorder (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [n/a - 1{DF} -
10007599728 { o Professional Other Medically Important Condition), Memory impairment (n/a - Not Recovered/Not Resolved - Other Medically Important | Intramuscular])
Condition), Nausea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vomiting (n/a - Fatal -
Results in Death, Other Medically Important Condition)
e More
A 12021-02- [Healthcare than 85 . o . COMIRNATY [TOZINAMERAN] (S - Immunisation -
-EC- . - - Results in Death)
15229 EU-EC 12 Professional EEA Years Female |General physical health deterioration (n/a - Fatal - Results in Death na - [n/a - n/a - n/a])
10007599192
] | 2021.00. | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
% e . i i - - i . . . )
15230 EU-EC- 1) Professional EEA ?:;fs Male |Cardiac failure (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10007599036
Rlikcorsead | 502102 Healtheare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
15231 : EEA Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a- .5SmL
EU-EC- 112 Professional Years Int lar])
10007598963 ] - mrarsouar.
15232 2021-02- Healthcare EEA 65-85 Male Cough (12d - Fatal - Results in Death), Diet refusal (9d - Fatal - Results in Death), General physical health deterioration |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EG |3 7 (12 Professional Years (9d - Fatal - Results in Death), Restlessness (12d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a))
10007598507
15233 2021-02- |Healthcare EEA than 85 Not Asthenia (n/a - Unknown - Other Medically Important Condition), Cardiac death (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 3 112 Professional v Specified Musculoskeletal pain (n/a - Unknown - Other Medically Important Condition) n/a - [n/a - n/a - n/a])
ears
10007598354
More
15234 2021-02- Healthcare EEA than 85 |Female Cardiac arrest (n/a - Fatal - Results in Death), Dehydration (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |{ |12 Professional Results in Death), Infarction (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
: Years
10007598105 i
15235 i 2021-02- Healthcare EEA 65-85 Male General physical health deterioration (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [22d
EU-EC- 7 (12 Professional Years Death) - n/a - Intramuscular])
10007598081
Blicicor scal | 5 ; More
15236 i (2021-02- |Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Gaze palsy (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
EU-EC- |57 112 Professional Vears Death), Opisthotonus (n/a - Fatal - Results in Death) n/a - Intramuscular])
10007598076 &3
: More
15237 g [2021-02- Healtheare | than 85 |Male  |Death (5d - Fatal - Results in Death), General physical health deterioration (5d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 7 (12 Professional immunisation - n/a - [n/a - n/a - Intramuscular])
10007597682 Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
2 (2021-02- [Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
15238 EU-EC- 3 112 Professional EEA ?:;SS Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10007597273
. More . . . . .
2021-02-[Healthcare than 85 Decr§a§ed appetite (n/a - Unknown - ), Drug ineffective (n/a - Fatal - Results in Death, Other Medically }mportant TOZINAMERAN [TOZINAMERAN] (S- COVID-19
15239 |U.EC- {1 Professional | Non EEA Vears Female Cond%tpn), Py.rex1a (n/a -'Unkn.own -), S:spectedOOVID-19 (n/a - Fatal - Results in Death Qha Medically Important ;1 0ioeion - Not applicable - [1d - /a - n/a])
10007596811 Condition), Urinary tract infection bacterial (n/a - Unknown - Other Medically Important Condition)
i % [2021-02- | Healtheare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
- : - ) i i .
15240 EU-EC- 1) Professional EEA ?:;ISS Male  |Multi-organ disorder (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10007596055 f
More General physical health deterioration (5d - Fatal - Results in Death), Heart rate increased (5d - Fatal - Results in Death), .o
15241 EU-EC- ¥ %221-02- E:(é)igs]sci?)rg al EEA than 85 |Female (Loss of consciousness (5d - Fatal - Results in Death), Oxygen saturation decreased (5d - Fatal - Results in Death), ﬁﬂﬁé{éﬁ?ﬁgﬁnﬁm (8- Immunisation -
10007595470 Y : Years Respiratory arrest (5d - Fatal - Results in Death), Terminal state (5d - Fatal - Results in Death)
; 4 2021-02- |Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
15242 EU-EC- || Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening) immunisation - n/a - [/ - 1 {DF} - Intramuscular])
10007594370
iy o
412021-02- | Healthcare 65-85 . COMIRNATY [TOZIN. . RAN] (8- COVID-19
15243 : . EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- | Edis 3112 Professional Years Intr dar])
10007594349| 2 amuseuar
3 ; More Acute coronary syndrome (n/a - Fatal - Results in Death), Atrial fibrillation (n/a - Fatal - Results in Death), Myocardial
15244 ooype : %321-02- g:jg;;ifm EEA than 85 |Female |infarction (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death), Venous oxygen saturation mﬁgﬁgﬁ [n];;)_zgsﬁvﬁw grslt-ra(rxn)u\s/lcﬁalr%
10007594325 K Er Years decreased (n/a - Fatal - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - Results in Death)
; More
4 12021-02- | Healthcare . . . .. . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . .
15245 EU-EC- || Professional EEA ?:;ISS Male  |Cardiogenic shock (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) orophy ks - Drug wthdeawn - [1/a - 1/a - 1/a])
10007594300
Elickor scal | 5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15246 : . EEA than 85 |Female |Pyrexia (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 3112 Professional v, Intr: Jlar])
10007594292 cans amuscuiar
52 02100 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15247 EU-EC- : 2 Professional EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Unknown - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
10007594275 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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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
A 2021-02-|Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15248 . EEA Female [COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC-  |§ 112 Professional Years Int ul
10007594199 ntramuscular])
lick or scal i 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15249 . EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 3112 Professional v Int dar])
10007594197 ears ntramuscular
1 (2021-02- (Healthcare 18-64  |Not . . . ) . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - X - - . S
15250 EU-EC- ) Professional EEA Years | Specified Asthenia (n/a - Fatal - Results in Death), Carotid artery dissection (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 3mL - Intramuscular])
10007592490
Qr _scail it
15251 "z |2021-02-|Healthcare EEA i\ﬁgrrleg s [Male Body temperature increased (n/a - Unknown - ), Confusional state (n/a - Unknown - ), Depressed level of consciousness (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |1 (12 Professional Vears Unknown - ), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death), Hypovolaemic shock (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007589880
Elickcor scal | : More COMIRNATY [TOZINAMERAN] (S- COVID-19
i (2021-02- Healthcare Arrhythmia (n/a - Unknown - Results in Death), Cerebrovascular accident (n/a - Unknown - Results in Death), Death (n/a|. P R
15252 : EEA than 85 |Female . immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 12 Professional Y. - Fatal - Results in Death) Int Jar])
10007589407 ears ntramuscular
S 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S COVID-19
15253 EU-EC. |1 2 Professional EEA Vears Male  |Lungdisorder (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) imtmmisatti‘;)n - Not applicable - [n/a - 1 {DF} -
10007589133 ntramuscular])
Elickcor scal 2021-02- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
15254 . EEA Female |Pneumonia (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |3 12 Professional Years Int ar])
10007589122| & ntramuscular
Elickcor sead | 5021.0-Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15255 : EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EG- | 12 Professional Years Intr: ular])
10007589120 amuscuiar
b ¢ 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15256, : . EEA than 85 [Male  |Sudden death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 12 Professional Vears Intramuscular])
10007588070
Rlickor scal | Abnormal behaviour (n/a - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Cardio-respiratory COVID-19 A VA MODE (CX-
2021-02- Healthcare 65-85 . . s . 024414) [COVID-19 MRNA VACCINE MODERNA
15257 . Non EEA Male |arrest (1d - Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), Resuscitation (1d - Fatal - Results in . L
EU-EC- 7 |11 Professional Years Death (CX-024414)] (S- COVID-19 immunisation - Not
10007590756 Death) applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-02-| Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
15258 BU-EC- & 1 Professional Non EEA Years Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007590678 ; ; 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=10007590756&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; More COVID-19 MRNA VACCINE MODERNA (CX-
15259 :112021-02- Healthcare Non EEA  |than 85 |Male Chills (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Hip fracture (n/a - Fatal - Results in Death), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | ¢ 11 Professional Vears Pain (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007590664 y Unknown - [n/a - 1{DF} - Intramuscular])
click or scarl More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare . A . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . L
15260 EU-EC- =AM Professional Non EEA ?:;ISS Female |Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007590561 ] applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15261 EU-EC- |11 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007590538 applicable - [n/a - 1{DF} - Intramuscular])
ek or scall | COVID-19 MRNA VACCINE MODERNA (CX-
2021-02-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
15262 pygc 1 Professional |NCREEA |yors [Male  [Death (n/a- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007590534 applicable - [n/a - 1{DF} - Intramuscular])
Eetick or scall | COVID-19 MRNA VACCINE MODERNA (CX-
15263 2021-02- Healthcare Non EEA 65-85 Female Anal incontinence (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Hypotonia (1d - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- y |11 Professional Years in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007590289 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
15264 al 12021-02- Healthcare Non EEA  |than 85 |Female Intracranial aneurysm (1d - Fatal - Results in Death), Pulmonary oedema (1d - Fatal - Results in Death), Unresponsive to |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |8 y |11 Professional Vears stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007590086 Unknown - [n/a - 1{DF} - n/a])
Eickor scall | = : COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-02- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - X - - . .
15265 EUEC |3 1 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Malaise (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007590071 applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-02- (Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15266 EU-EC- |11 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007590057 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scall | i COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
15267 pupc |3 11 |Professional |NOMEEA vy |Male  Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007589810 applicable - [n/a - 1{DF} - Intramuscular])
klick or scal |} o ; More COVID-19 MRNA VACCINE MODERNA (CX-
B =i (2021-02- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15268 pupc |k 11 [Professional |NOMFEA |than 85 Female JCOVID-19 (nva - Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10007589809/ &3 applicable - [n/a - n/a - Intramuscular])
. |5021-02- |Healthcare More 'Atnal fibrillation (1d - Fatal - Results in Death Caused/Prolonged Hospltahsatlon)', Chest pain (n/a - Unknown - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
15269 : EEA than 85 (Female |in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Results in Death, Caused/Prolonged . o .
EU-EC-  |i 11 Professional RCTI immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007589645 Years Hospitalisation)
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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 Cough (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (2d - Recovered/Resolved -
15270 o [2021-02- Healtheare | than 85 |Male  |Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 11 Professional PRTI immunisation - Not applicable - [23d - 1{DF} - n/a])
Years Hospitalisation)
10007589613
Blood lactic acid increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Bradycardia (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged
: More Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Heart sounds abnormal (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
15271 =i 2021-02- Healthcare Non EEA  |than 85 |Female Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 11 Professional Vears Hospitalisation), Respiration abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Resuscitation (n/a [(CX-024414)] (S- COVID-19 immunisation - Not
10007589271 - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), White blood cell count increased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
or scal COVID-19 MRNA VACCINE MODERNA (CX-
- 2021-02-|Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
15272 EU-EC- 1 Professional Non EEA  |than 85 |Female |COVID-19 (19d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007589148 Years applicable - [n/a - 1 {DF} - Intramuscular])
: More Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dysphagia (n/a - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare A . : S 024414) [COVID-19 MRNA VACCINE MODERNA
15273 : Non EEA  |than 85 |Male  |Feeding disorder (n/a - Fatal - Results in Death), Lethargy (n/a - Fatal - Results in Death), Mobility decreased (n/a - Fatal . L
EU-EC- 11 Professional Years - Results in Death), Speech disorder (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007588052 Results in Death), Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Bk or scal | BT COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-02- [Healthcare 65-85 . . N . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
15274 EU-EC- 1 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007588041| =& applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
15275 2021-02- |Healthcare Non EEA  |than 85 |Female Dyspnoea (n/a - Fatal - Results in Death), Erythema (n/a - Fatal - Results in Death), Heart rate increased (3d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- |7 11 Professional Vears Results in Death), Hyperventilation (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007587973 Unknown - [n/a - 1 {DF} - Intramuscular])
Elick or scall | %2 COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . N
15276 puEc |3 T Professional | oM EEA  |yreors  [Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007587932 applicable - [n/a - 1{DF} - n/a])
5021-02- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
15277 EU-EC- 1 Healthcare EEA than 85 |Female |Drugineffective (4d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - .3mL -
10007587714 Professional Years Intramuscular])
Elick or scall | et art:is, COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15278 EU-EC- |71 11 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007587644 applicable - [n/a - 1{DF} - Intramuscular])
i 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15279 . EEA than 85 [Female |Hypotension (n/a - Fatal - Results in Death), Melaena (n/a - Fatal - Results in Death) . S .
EU-EC- 11 Professional v immunisation - Not applicable - [n/a - n/a - n/a])
10007587136 cars
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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
2021-02-|Healthcare . . .. COMIRNATY [TOZINAMERAN] (S - Immunisation -
15280 EU-EC- 11 Professional EEA %1:;:5 Male  |Death (0d - Fatal - Results in Death, Other Medically Important Condition) na- [n/a- 3mL - n/a])
10007585761 i
: Non
15281 2021-02-|Healthcare  |EEA 18-64  |Male  [Pyrexia (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death), Urosepsis (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 11 Professional Years Death) immunisation - n/a - [n/a - n/a - n/aJ)
10007584814
£ 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15282 : EEA Male  |Cachexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 11 Professional Years Int dar])
10007584512 ntramuscular
ElickCor scal | ; Non More
3 .d 12021-02- Cough (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
15283 Healthcare EEA than 85 |Male A
EU-EC- 11 Professional v, Results in Death) - n/a-n/a])
10007584469 ; olesiond e
xdl (2021-02- |Healthcare 65-85 . . .. . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
. - - N - -
15284 EU-EC. |+ B 1) Professional EEA Vears Male  |Diarrhoea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007584467 ]
T
41 2021-02- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
15285 EUEC |1d 1 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007583472/
klick or scall | ¥ More ' y
15286 2021-02-|Healthcare EEA than 85 [Male Asthenia (24h - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), General physical condition abnormal ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 3y 11 Professional Vear (24h - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10007582961 : cars
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-02- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
% - - Unkn
15287 EU-EC- 11 Professional Non EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - own - [n/a -
10007582929 " n/a - Intramuscular])
41 (2021-02- [Healthcare 65-85  [Not . .. . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . - - N - - ) P
15288 EU-EC- |3 R 11 Professional EEA Years | Specified Death (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007582669 i
: Non
15289 =1 (2021-02- Healthcare EEA Not Male Asthenia (6d - Fatal - Results in Death), Chills (6d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 11 . Specified Malaise (6d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007582271 Professional
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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
:
15290 =1 (2021-02- Healthcare EEA 65-85 Male Cold sweat (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Malaise |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | f58 11 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10007581296 =
15291 2l | 2021-02- | Healthcare Non EEA Not Male Cough (n/a - Unknown - Other Medically Important Condition), Haemorrhage (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | g 11 Professional Specified Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10007580612
Y 2021-02- | Healthcare More
15292 EU-EG- XH |11 Professional  |EEA than 85 |Female |Cardiovascular disorder (0d - Fatal - Results in Death) COMIRNATY [TOZIN?MSRAI\II]]/ ¢ ;]/CD\Y/]I/D-19
10007580463 Years immunisation - Not applicable - [n/a - n/a - n/a])
il (2021-02- (Healthcare 65-85 . — . COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
? - -
15293 EU-EC- A Professional EEA Vears Female |General physical health deterioration (n/a - Fatal - Results in Death) n/a - Intramuscular])
10007580407
2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15294 . EEA than 85 |Female |Infection (3d- Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 11 Professional v Int Jar])
10007580314 cans nlramuseuiar
Elick or scall | ' COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-02- | Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
15295 EU-EC- LI Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation -
10007579963 y Unknown - [n/a - 1{DF} - Intramuscular])
; More
i (2021-02- Healthcare . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . S
15296 EU-EC- | ¢ 11 Professional EEA ?:;SS Ml (Sudden death (1d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10007579876
Elickcor scad | % : 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15297 ; : EEA than 85 |Female |Cardiac failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |3 11 Professional v, Intr: Jlar])
10007579874 cars amuscurar
lick or scal | 5 i 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15298 . EEA than 85 [Male |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- |1 11 Professional v Int ul
10007579737 cars ntramuscular])
klick or scar Confusional state (n/a - Unknown - Other Medically Important Condition), Diarrhoea (n/a - Unknown - Other Medically COVID-19 VA AST NECA ( Xl
2021-02- |Healthcare 65-85 o L . X . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
15299 : Non EEA Female |Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening), Paramnesia (n/a - Unknown
EU-EC-  |; 11 Professional Years . ", . - - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
! - Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition)
10007579568 n/a - Intramuscular])
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Qualification Group Route])
Date Regulatory
Purposes
More
15300 ke %(1)21-02- Eealthgare EEA than 85 |Female |General physical health deterioration (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
-EC- |1 rofessional Vears n/a - [n/a- 1{DF} - Intramuscular])
10007579510
kol 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15301 EU-EC- 11 Professional EEA $$55 Female |Sudden death (n/a - Fatal - Results In Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007579349
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular]), KEPPRA 500 MG FILM-COATED
TABLETS[LEVETIRACETAM] (S - Product used for
unknown indication - Dose not changed - [n/a - 1{DF}
- Oral]), [ACETYLSALICYLIC ACID, D,L-LYSINE
ACETYLSALICYLATE] (S- Product used for
unknown indication - Dose not changed - [n/a - 1{DF}
- Oral]), [ATORVASTATIN, ATORVASTATIN
CALCIUM] (S- Product used for unknown indication -
Dose not changed - [n/a - 1{DF} - Oral]),
[FUROSEMIDE] (S - Product used for unknown
indication - Dose not changed - [n/a - 1{DF} - Oral]),
Elick or scall | ' [METFORMIN, METFORMIN HYDROCHLORIDE]
2021-02- Healthcare 65-85 . (S- Product used for unknown indication - Dose not
15302 pypc 11 |Professional |PA Years |[Male  Death (na- Fatal - Results in Death) changed - [/a - 1{DF} - Oral]), [OXAZEPAM] (S-
10007578922 B Product used for unknown indication - Dose not
changed - [n/a - 1{DF} - Oral]), [PANTOPRAZOLE,
PANTOPRAZOLE SODIUM, PANTOPRAZOLE
SODIUM SESQUIHYDRATE] (S - Product used for
unknown indication - Dose not changed - [n/a - 1{DF}
- Oral]), [POT ASSIUM CHLORIDE, POT ASSIUM
CHLORIDE, ETHYLCELLULOSE
MICROENCAPSULATED 80-90%] (S - Product used
for unknown indication - Dose not changed - [n/a -
1{DF} - Oral]), [TIAPRIDE HYDROCHLORIDE] (S-
Product used for unknown indication - Dose not
changed - [n/a - 145mg - Oral]), [ZOPICLONE] (S-
Product used for unknown indication - Dose not
changed - [n/a - 1{DF} - Oral])
m b= T Diarrhoea (4h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (4h - Fatal - Results in Death
15303 i | 2021-02- | Healthcare EEA ]t\}/llg:leS 5 |Female Caused/Prolonged Hospitalisation), Malaise (4h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen mﬁgﬁ;ﬁ ggigﬁgﬁm;% -1 ?]I))b};[ ]_)-19
EU-EC- 11 Professional Years saturation decreased (4h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tachycardia (4h - Fatal - Results in Intramuscular])
10007578890 Death, Caused/Prolonged Hospitalisation)
: i (2021-02- Healthcare More COMIRNATY [TOZINAME RAN] (S - COVID-19
15304 FU-EC. |13 1 Professional EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10007578850/ 43 Years Intramuscular])
I Cerebrovascular accident (4d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results CCINE ~
(SRRVESS : b 12021-02-|Healthcare More in Death), Decreased appetite (4d - Fatal - Results in Death), Grip strength decreased (4d - Fatal - Results in Death), (%)4\2[3)1 [gc%ﬂ\?g_\]\;/?\mNA \X(OZEDI%{EN{\\/K()%)}(ERNA
15305 cupc i A Professional | EEA [than 85 [Male  {Hemiplegia (4d - Fatal - Results in Death, Other Medically Important Condition), Hypotonia (4d - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - Not
10007578222 2 Years Death), Speech disorder (4d - Fatal - Results in Death), Weight decreased (4d - Fatal - Results in Death) applicable - [1/a - 1{DF} - Intramuscular])
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Date Regulatory
Purposes
: % Anaphylactic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-02- (Healthcare 65-85 X . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
15306 . Non EEA Female [Results in Death), Hypertension (n/a - Fatal - Results in Death), Intracranial aneurysm (n/a - Fatal - Results in Death), . .
EU-EC- 1 Professional Years Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Tmportant Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007576024 ] applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
A |2021-02- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
15307 EU-EC- 11 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007575416, applicable - [n/a - 1{DF} - Intramuscular])
Eickor scall | & More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . A
15308 BU-EC- 1 Professional Non EEA gl;::rSSS Male  |Cardiac arrest (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007575367 i applicable - [n/a - 1{DF} - Intramuscular])
More Abdominal distension (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening), Anal fistula (n/a - Fatal -
15309 [ g [2021-02- Healthc_are EEA than 85 |Female |Results in Death, Life Threatening), General physical health deterioration (n/a - Not Recovered/Not Resolved - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | 1E 11 Professional - . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Years Death, Life Threatening)
10007575089
Elickor sal |5 : 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15310 ; . EEA than 85 [Male  |Acute respiratory failure (Od - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 11 Professional v, Intr: Jlar])
10007574895 cans amusciar
: : COVID-19 MRNA VACCINE MODERNA (CX-
3l | 2021-02- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
183U pype 1 Professional |NOM EEA  |yors  [Female [Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007574015 applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scad | 7 : 2021-00- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
15312 EU-EC- : h 1 Healthcare EEA than 85 [Male  |[Pulmonary oedema (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
10007573492 Professional Years Intramuscular])
ke i COVID-19 MRNA VACCINE MODERNA (CX-
15313 !‘k 3 (2021-02-|Healthcare Non EEA 65-85 Male COVID-19 (2d - Fatal - Results in Death), Pyrexia (2d - Fatal - Results in Death), Respiratory depression (2d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | %f 11 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007573079 applicable - [n/a - 1{DF} - Intramuscular])
b= : More COVID-19 MRNA VACCINE MODERNA (CX-
ik i | 2021-02- | Healthcare . . .. . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X s - - . L
15314 FUEC. |1 B (1o Professional Non EEA ?:;ISS Male  |Malaise (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007579444 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | 5 : COVID-19 MRNA VACCINE MODERNA (CX-
15315 : i (2021-02-|Healthcare Non EEA 65-85 Male Fall (n/a - Fatal - Results in Death), Posture abnormal (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 10 Professional Years in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10007579430 Unknown - [n/a - 1{DF} - Intramuscular])
Klick orscal | il COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-02- (Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1316 pupc |33 2110 |Professional | NOMEEA yeyrs  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007579428| £ i applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007576024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575089&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007574895&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007574015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007573492&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007573079&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007579444&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007579430&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007579428&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
=i |2021-02- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
18317 pugpe |5 10 Professional |NOMEEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007579213 ;2 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl
2021-02- | Healthcare 65-85 L . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
A - - . o .
15318 EU-EC- 10 Professional Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10007579173
Rlick or scad | More COVID-19 MRNA VACCINE MODERNA (CX-
15319 i 2021-02- Healthcare Non EEA  |than 85 |Female COVID-19 (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Exposure to SARS-CoV-2 (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |1 10 Professional Vears Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007578963 7 applicable - [n/a - 1{DF} - Intramuscular])
Fickorsad ||
2021-02-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
15320 pupc 10 Professional | CA Years [Mble [Oxyeen saturation decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10007577981
Elick or scall | = Non COVID-19 MRNA VACCINE MODERNA (CX-
-3 2021-02- Not . . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - X - - . L
15321 EU-EC- 10 E:(z::‘i};:iirgal Non EEA Specified Female [COVID-19 (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007577901 applicable - [n/a - 1{DF} - Intramuscular])
: Acute respiratory failure (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
1 12021-02- | Healthcare 18-64 - . e . " 024414) [COVID-19 MRNA VACCINE MODERNA
15322 : Non EEA Male  |Condition), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), . N
EU-EC- 10 Professional Years Hypoxia (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (€X-024414)] (S- COVID-19 immunisation - Not
10007577844 3¢ E— > applicable - [n/a - 1{DF} - Intramuscular])
Eickorscall |5 _ COVID-19 MRNA VACCINE MODERNA (CX-
| 4 (2021-02- [Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
15323 EU-EC- > 1o Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007577822 ; applicable - [n/a - 1{DF} - Intramuscular])
I Aphasia (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in COVID-19 A VA MODERNA (CX-
4 2021-02- | Healthcare 18-64 - . - ) - - 024414) [COVID-19 MRNA VACCINE MODERNA
15324 : Non EEA Female |Death), Death (1d - Fatal - Results in Death), Endotracheal intubation (1d - Fatal - Results in Death), Hemiparesis (n/a - . L
EU-EC- 10 Professional Years Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10007577691 Results in Death), Respiratory Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
[elick or scall | More COVID-19 MRNA VACCINE MODERNA (CX-
15325 2021-02-|Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death), Dyspnoea (4d - Fatal - Results in Death, Other Medically Important Condition), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |1 10 Professional Vears Renal failure (4d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007577551 2y applicable - [n/a - 1{DF} - Intramuscular])
Rk orscal | 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15326 ; EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1{DF} -
EU-EC- 10 Professional v Int dar])
10007577332 cans nlramuseuiar
5021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15327 : EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1 {DF} -
EU-EC- 10 Professional
10007577331 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=10007579213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007579173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007578963&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577901&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577822&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577691&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577551&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577331&_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
2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15328 EU-EC- 10 Professional EEA than 85 [Male |Circulatory collapse (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) |immunisation - Not applicable - [n/a - 1{DF} -
10007577329 Years Intramuscular])
lick or scal 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15329 . EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1{DF} -
EU-EC- . (10 Professional v Int dar])
10007577327 ; cans nlramuseuiar
B (502 1-02- [ Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15330 EU-EC- 10 Professional EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1 {DF} -
10007577326 Years Intramuscular])
Elickcor scad | 7 2021-02- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15331 : EEA Male  [Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death), Respiratory failure (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1{DF} -
EU-EC- |3 10 Professional Years Tntramuscular])
10007577324 =3
Elick or scal | 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15332 . EEA than 85 (Female |Death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1{DF} -
EU-EC- 10 Professional Y Int Jar])
10007577313 ears ntramuscular
MERAN]
15333 2021-02- Healthcare EEA 1\1/1[;?8 5 |Fomale Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Depressed level of consciousness (n/a| mﬁﬁgg [T:Ir(gZaINlicable i n/ef _1 EJI))IXI ]_} 19
EU-EC- 10 Professional - Unknown - Results in Death, Caused/Prolonged Hospitalisation) PP
Years Intramuscular])
10007577309
Elickcor scal b+, ; 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15334 : EEA than 85 [Male  |Respiratory failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-ECG-  |Z 10 Professional v Int slar]
10007577301 cars ntramuseular])
2021-02-| Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
15335 : EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 10 Professional Years Int Jar])
10007577300 nlramuscrar
Elick or scal b 4 2021-02-|Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
- : . . ) ) . ) i . _ 3 N
15336, EU-EC- 10 Professional EEA Vears Male  |Respiratory failure (n/a - Fatal - Results in Death) m;s;tlﬁ);])Not applicable - [n/a - 1{DF}
10007577298
Rk orscal | ¢ 2021-02-| Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15337 o : EEA than 85 [Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |1 3 (10 Professional
10007577296 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=10007577329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577324&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577313&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577309&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577301&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577296&_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
Efick or sead 3 2021-00-IHealtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15338 : . EEA than 85 [Female |Death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - 1{DF} -
EU-EC- 10 Professional v Int Jlar])
10007577294| 3 s nramsear
click or scarl Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
15339 EU-EC- 10 E:jg;sciirga] Non EEA Vears Male  [Sepsis (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007577182 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscall | COVID-19 MRNA VACCINE MODERNA (CX-
H: 2021-02- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
15340 e 10 Professional | "M EEA |y  [Female |Death (1d - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation -
10007577139 Unknown - [n/a - 1{DF} - Intramuscular])
Qr _scail
15341 21 (2021-02- Healthcare EEA i\}/f;);eg 5 |Female Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not RecoveredNot ~ |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 10 Professional v Resolved - ), Hypotonia (n/a - Not Recovered/Not Resolved - ) - 1{DF} - n/a])
ears
10007576645
; More COVID-19 MRNA VACCINE MODERNA (CX-
4 2021-02- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
15342 BU-EC. | & 10 Professional Non EEA 21{1:;:5 Male  [Sudden death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007576618 applicable - [n/a - 1{DF} - Intramuscular])
i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 (2021-02- (Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
15343 EU-EC- 10 Professional Non EEA ?::I:KS Female |Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10007575826 7 n/a - Intramuscular])
Eickor scall | & : More COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-02- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - , X- - - . N
15344 BU-EC- 10 Professional Non EEA 21(1:;585 Male  |Death (1d - Fatal - Results in Death), X-ray with contrast (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10007575640 applicable - [n/a - 1{DF} - Intramuscular])
2021-02- | Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . ol
15345 EU-EC- 10 Professional EEA Vears Male  [Haematemesis (n/a - Fatal - Results in Death), Upper gastrointestinal haemorrhage (n/a - Fatal - Results in Death) ; isation - 1/a - [n/a - n/a - nval)
10007575387 2
Elickor scad | k More Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in
15346 Al (2021-02- Healthcare EEA than 85 |Female Death, Caused/Prolonged Hospitalisation), Ileus paralytic (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 10 Professional v Microcytic anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in |immunisation - n/a - [n/a - n/a - n/aJ)
10007575039 cars Death, Caused/Prolonged Hospitalisation)
i More
A 2021-02- Healthcare . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
8 - R
15347 BU-EC. | 10 Professional EA gl{lea;rSSS Male  |Death (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10007574638

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=10007577294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007576645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007576618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575826&_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
il 12021-02- | Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - ) )
15348 EU-EC- 10 Professional EEA %1:;:5 Female Death (1d - Fatal - Results in Death Not applicable - [n/a - n/a - Intramuscular])
10007574145
: COVID-19 MRNA VACCINE MODERNA (CX-
a1 (2021-02- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
15349 EUEC |3 10 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10007573894 applicable - [n/a - 1{DF} - Intramuscular])
ki = (2021-02- [Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
o A - - . . s
15350 BU-EC- 10 Professional EEA Years Male  [COVID-19 pneumonia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10007573862| & ]
2021-02-|Health More Asthenia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in I(\]D(;)/[\I])-ll; \&(\?gfﬁRAZENESTA (CHADOCXAl
15351 e “AC  |Non EEA |than 85 [Female |Death), Oral pain (va - Unknown - Other Medically Important Condition) 9L CCINE ASTRAZENE
EU-EC- | 10 Professional Vears 2cath), Oral p Yy imp (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10007573709 - n/a - Intramuscular])
Elick or scal |5 : More
15352 41 (2021-02-|Healthcare EEA than 85 |Female Arterial occlusive disease (n/a - Fatal - Results in Death), COVID-19 pneumonia (8d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- |1 10 Professional v, Circulatory collapse (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
ears
10007573438
: : More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-02- Healthcare . . S . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . D
15353 BU-EC. | & 10 Professional Non EEA %1:;:5 Male  [Pulse absent (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007573236 applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scad | 75 2021-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15354 : EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Hypothermia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 10 Professional v, Unkn
10007573190 cars nknown])
Non
15355 2021-02- Healthcare EEA Not Male COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |Z 10 Professional Specified Fatal - Results in Death) immunisation - Unknown - [1d - n/a - n/a])
10007573139
ok, COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-02- Non More immunisation - Not applicable - [1d - .3mL -
. ) : . .
15356 EU-EC- 10 E:(é)igslsciz(i)rgal EEA ?:;I:KS Male  |Haemorrhagic stroke (2d - Fatal - Results in Death) Intramuscular]), [ACETYLSALICYLIC ACID] (S- n/a
10007573134 & - Drug withdrawn - [n/a - n/a - Oral])
Elickor scall | 1 More COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-02- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
15357 EU-EC. |3 10 Professional Non EEA 21(1:;585 Female |Pulse absent (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007572882 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
=1 2021-02- | Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - - X - - . N
15358 BU-EC. | & 10 Professional Non EEA Vears Female |Cardio-respiratory arrest (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007572853 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 -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
: : More COVID-19 MRNA VACCINE MODERNA (CX-
i1 (2021-02- Healthcare o . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - - . iy
15359 EU-EC. |3 10 Professional Non EEA 31:;585 Male  [SARS-CoV-2 test positive (8d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007572756 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
i1 (2021-02- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - ) . s
15360 pupe |3 210 Professional [P EEA |yeors  |Female |COVID-19(3d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10007572729 i applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | 7 ] COVID-19 MRNA VACCINE MODERNA (CX-
=l (2021-02- | Healthcare More Death (1d - Fatal - Results in Death), Erythema (n/a - Unknown - ), Localised oedema (n/a - Unknown - ), Skin warm (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
15361 o pc 10 Professional | EEA  [than 85 |Female |54 v ) (CX-024414)] (S- COVID-19 immunisation - Not
10007572288 Years applicable - [n/a - 1 {DF} - Intramuscular])
Rlick or scal | 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15362 : EEA than 85 [Male  |Cardiac arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [1d- .3mL -
EU-EC- . (10 Professional v Int lar])
10007571961 | 3 ' cars niramuseuar
i COVID-19 MRNA VACCINE MODERNA (CX-
4l 2021-02- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - N - - . .
15363 EU-EC- 10 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007571408 applicable - [n/a - 1{DF} - Intramuscular])
Eickor scall | & ’ COVID-19 MRNA VACCINE MODERNA (CX-
15364 5 (2021-02- Healthcare Non EEA 65-85 Male Injection site pain (2d - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death), Pain (1d - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | { 10 Professional Years Results in Death), Syncope (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007569602 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-02- |Healthcare o . . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . .
15365 EU-EC |3 10 Professional Non EEA ?:;ISS Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10007568979 applicable - [n/a - 1{DF} - n/a])
m i
B 2021-02- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
15366, EUEC | & 10 Professional EEA glan 85 |Female |Fall (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Not applicable - [/a - n/a - Intramuscular])
10007568912 cas
- More
i (2021-02- Healthcare . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
. - - 3 - - 3 - - )
15367 EU-EC- 2. I I Professional EEA glan 85 |Male  [Apnoea (4d - Fatal - Results in Death), Cough (4d - Fatal - Results in Death), Pyrexia (2d - Fatal - Results in Death) Not applicable - [n/a - n/a - Intramuscular])
[x ears
10007568847 %
Elickor scal | : Balance disorder (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (1d - Fatal - Results in |COVID-19 VACCINE ASTRAZENECA (CHADOX1
15368 i (2021-02- |Healthcare Non EEA 65-85 Female Death), Headache (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Lethargy (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Years Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Other (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10007568824 i Medically Important Condition), Somnolence (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) |- Not applicable - [1d - 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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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
ElickCor scal
15309l BUEC. | %821-02- Efjgs‘:lff " LA ?{Seﬁs Viale |Aortic aneuwrysm (n/a - Fatal - Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), Respiratory |COMIRNATY [TOZINAMERAN] (S~ COVID-19
10007568780 failure (n/a - Fatal - Results in Death), Superinfection bacterial (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a))
i (2021-02- Healthcare 18-64 S . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
A - - X - - . S
15370 EUEC |1 10 Professional EEA Vears Male |Cardiac failure (3d - Fatal - Results in Death), Left ventricular failure (3d - Fatal - Results in Death) mmmisation - 1/a - [1va - /3 - Scboutaneous])
10007568772| &3
2021-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
; - -
15371 EU-EC. |3 10 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) na - Intramuscular])
10007568391
2021-02-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
15372 EU-EC- | £5 10 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [1d - n/a - Intramuscular])
10007568359 =3
More
15373 2021-02- |Healthcare —1pp o than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
EU-EC- 10 Professional Vears n/a - Intramuscular])
10007568351
' si 2021-02- Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
15374 pupc i 10 Professional |0 gl(wn 85 [Male  (Thrombotic stroke (10d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10007567352| 3% ; cas
. More COVID-19 VACCINE ASTRAZENECA (CHADOX1
15375 A (2021-02- Healthcare Non EEA  |than 85 Male Death (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Syncope (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Vears Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10007567271 - n/a - Intramuscular])
Elickor scal | 5 2021-02- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
15376 : EEA than 85 |Female |Cholecystitis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 10 Professional Y Int Jar])
10007565314 cars nLramuserar
ik or scal |7 : 2021-02- | Healthcare More Cardiac arrest (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
15377 EU-EC- ;) 10 Professional EEA than 85 [Female |Hypoperfusion (n/a - Not Recovered/Not Resolved - Results in Death), Pain in jaw (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [n/a - 1{DF} -
10007565298 L Years Results in Death) Intramuscular])
4 12021-02- | Healthcare More Coronavirus infection (n/a - Unknqwq - M’ Cauged/Prolonged Hospltahsatlor}), Death (n/a - Fatal - Results COM]RNATY [TOZINAMERAN] (S- COVID-19
15378 : EEA than 85 |Female |in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Recovering/Resolving - Results in Death immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- |} 10 Professional Lo
10007565255 Years Caused/Prolonged 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

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=10007568780&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007568772&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007568391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007568359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007568351&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007567352&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007567271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007565314&_xpt=1&_xf=pdf
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