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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | ; -
IN] al (2022-02- (Healthcare 12-17 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19 -
N R -
S 1 EU-EC- 03 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) na - [n/a - n/a - Intramuscular])
g' 10011481066 ]
8
o click or scan |3 ! Non COVID-19 MRNA VACCINE MODERNA (CX-
g 2 a (2022-02- Healthcare Non EEA 12-17 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of 024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- 02 Professional Years inappropriate age (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
§ 10011474099 Unknown - [n/a - 1{DF} - Unknown])
5 :
R click or scan |
= =1 (2022-02- [Healthcare 12-17 - . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
-g 3 EU-EC- 01 Professional | oM EEA  |yrors  [Male  |Thrombosis (/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10011456888
3 Cardiac failure (n/a - Fatal - Results in Death), Gastrointestinal hypomotility (n/a - Not Recovered/Not Resolved - Other ME
S click or scan || Medically Important Condition), Myocarditis (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), mﬂﬁgg [n];;)_z[rrlj/a 1 {RD':I;! Sa_])(D VID-19
K=y - 5 Paranoia (n/a - Unknown - Other Medically Important Condition), Pneumococcal sepsis (n/a - Fatal - Results in Death), b -
S 022-01-|Healthcare 12-17 . . - . [CLONAZEPAM] (S- Agitation, Depression - n/a -
<| 4 : EEA Male  [Pneumonia pneumococcal (n/a - Fatal - Results in Death, Other Medically Important Condition), Substance abuse (7d -
= EU-EC- 31 Professional Years - " TR . ; L . [n/a - 8mg - n/a]), [LEVOMETHADONE,
S o 7. Unknown - Other Medically Important Condition), Suicidal ideation (7d - Unknown - Life Threatening), Toxicity to various
2 10011439953 e . A LEVOMETHADONE HYDROCHLORIDE] (S- n/a -
w agents (0d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (Od - Not Recovered/Not Dose not changed - [n/a - 1mL - n/a])
8 Resolved - Caused/Prolonged Hospitalisation)
5
3 click or scan | SPIKEVAX [COVID-19 MRNA VACCINE
% 5 2022-01- |Healthcare Non EEA 12-17 Male Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, MODERNA (CX-024414)] (S- Product used for
o] EU-EC- 28 Professional Years Caused/Prolonged Hospitalisation) unknown indication - Not applicable - [n/a - 1 {DF} -
g 10011422944 Intramuscular])
[}
‘gn click or scan
¥ |2022-01-|Healthcare 12-17 L L . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
LEC- : - - X - - . S .
%;:)‘ 6 0 (;51154];%973 28 Professional Non EEA Years Male  |Adverse event following immunisation (n/a - Fatal - Results in Death), Head banging (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
©
c
B
2
S click or scan | ;31 :
= 7 21 2022-01- | Healthcare EEA 12-17 Female Completed suicide (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Nervous system disorder (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
a EU-EC- L 27 Professional Years Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
E 10011401678/ 2%
5
3 click or scan |: - Non
g 8 31 (2022-01- Healthcare Non EEA 12-17 Female Anaphylactic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 26 : Years in Death) immunisation - Not applicable - [1d - n/a - n/a])
10011392794 Professional
click or scan |3 =
9 ex® (2022-01-|Healthcare EEA 3-11 Male Acute respiratory failure (5d - Fatal - Results in Death), Diarrhoea (1d - Fatal - Results in Death), Irritability (2d - Fatal - |(COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- o (25 Professional Years Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10011385663 ;
click or scan ; Non
10 EU-EC. 5222_01_ Healthcare  |[EEA ;ZC;Z Female |Cardiac arrest (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) ﬁﬂﬁﬁg.@%m 1 (8- Immunisation -
10011380953 . Professional
E. el -
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011456888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011439953&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420973&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011401678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392794&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011385663&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Purposes
N dlick or scan |3 I . COMIRNATY [TOZINAMERAN] (S- COVID-19
S 1 EU-EC- 2 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death), Myocarditis (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .2mL -
& 10011358589 Intramuscular])
=)
g Jick ;
@ click or scan | ;
& 5, 5022-01-|Healthcare 12-17 COMIRNATY [TOZINAMERAN] (S- COVID-19
Q| 12 EU-EC- 51 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
Fl 10011353365 i Intramuscular])
g
§- click or scan |; L Non Cardiac disorder (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
.’é 13 1 12022-01- Healthcare Non EEA 12-17 Male Death, Other Medically Important Condition), Off label use (n/a - Unknown - Results in Death, Other Medically Important|[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: EU-EC- 20 Professional Years Condition), Product administered to patient of inappropriate age (n/a - Unknown - Results in Death, Other Medically Immunisation - Not applicable - [n/a - n/a -
g 10011323051 Important Condition), Thrombosis (n/a - Unknown - Results in Death, Other Medically Important Condition) Unknown])
3 .
= click or scan |: i ) ) ) ) ) ME )
S| 14 4 12022-01- | Healthcare Non EEA 12-17 Male Cyanosis (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Extensive swelling of vaccinated limb (n/a - Fatal - Results in mﬁﬁgﬁ ggzellNlicable i [1] d(-S mg?\/u)w
S EU-EC- 18 Professional Years Death), Oedema (n/a - Unknown - ) PP
s 10011304341 Intramuscular])
E
[}
e .
3 clidcorsean 2022-01-|Healtheare 12-17 COMIRNATY [TOZINAMERAN] (S - COVID-19
gl 15 EU-EC- E 18 Professional |Non EEA  |years |Female |Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a -
a 10011303586 Intramuscular])
3
5
£
% C-reactive protein increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal -
5 Results in Death, Caused/Prolonged Hospitalisation), Computerised tomogram abnormal (n/a - Fatal - Results in Death
2 Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (10h
%_:) - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cytokine storm (n/a - Fatal - Results in Death, Other
= click or scan |- L Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug )
2l 16 % 202201 |Healtheare |\ o (12407 | fineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (12h - Fatal - Resaults in Death En(r’?ﬁ‘sjt‘imonlh_ N Joﬁozlli]ci‘b‘f;m_ I['“l d“_”ng_ COVID-19
% EU-EC- 17 Professional Years Caused/Prolonged Hospitalisation), Fatigue (12h - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Fibrin D Intramuscular]) PP
g 10011287208 dimer increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
) Oxygen saturation decreased (12h - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (12h - Fatal -
E Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Other Medically
.?n. Important Condition), Serum ferritin increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
= Tachypnoea (12h - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
< .
= click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
2 Non
2022-01- 12-17 L . . . " 024414) [COVID-19 MRNA VACCINE MODERNA
% 17 EU-EC- 17 Ere;l%};;:iir:al Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
5 10011286584 applicable - [n/a - 1{DF} - Unknown])
click or scan |- i Non COVID-19 MRNA VACCINE MODERNA (CX-
a1 12022-01- 12-17 . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
18 EU-EC- 17 lf)lﬁ;kslsci?)r;al Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10011283421 i applicable - [n/a - 1{DF} - Unknown])
click or scan | -A
2022-01-|Healthcare 12-17 : . . ) ) COMIRNATY [TOZINAMERAN] (S - COVID-19
19 BU-EC- 13 Professional Non EEA Vears Female |Chills (n/a - Fatal - Results in Death), Pruritus (n/a - Fatal - Results in Death), Rash (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10011259316 Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011358589&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011353365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011323051&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011304341&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011303586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011287208&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011283421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011259316&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Purposes
dlick or scan | Non . . : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
q 2022-01- 0-1 Ascites (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Foetal malformation (n/a - Fatal - . .
S| 20 EU-EC 13 Healthcare EEA Month Male Results in Death). Mitral valve atresia (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
q S Professional on Results in Death), Mitral valve atresia (n/a - Fatal - Results in Death) - Not applicable - [n/a - .5mL - Transplacental])
& 10011247724 o PP : P
=)
1 -
e lick or scan | &=
[ C it = _
® 4 2022-01- Healthcare 12-17 Pneumonia (n/a - Fatal - Results in Death), Shock (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
al 21 LR( . EEA Female . immunisation - Not applicable - [n/a - 1{DF} -
- EU-EC . 13 Professional Years Results in Death)
3 10011247690 =g Intramuscular])
[2]
£
g_ click or scan || COMIRNATY COVID-19 MRNA VACCINE
2 _— 2022-01- Non 12-17 (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
'EE_ 22 BU-EC- ! 12 Healthcare EEA Vears Female |Dyspnoea (35d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S|
10011231915 Professional - Immunisation - Not applicable - [n/a - .3mL -
Intramuscular])
% click or scan | ‘& ik Non COVID-19 VACCINE JANSSEN (AD26.COW2.5)
S| 23 "2112022-01- Healthcare Non EEA 12-17 Male Off label use (n/a - Unknown - Results in Death), Pharyngitis streptococcal (n/a - Fatal - Results in Death), Product [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- 11 Professional Years administered to patient of inappropriate age (n/a - Unknown - Results in Death) Immunisation - Not applicable - [n/a - n/a -
g 10011221257 Unknown])
>
m
8 dlick or sean | Non 2 Foetal exposure during pregnancy (n/a - Recovered/Resolved - ), Transposition of the great vessels (176d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
5 2022-01- Months . . - P - 024414) [COVID-19 MRNA VACCINE MODERNA
24 Healthcare Non EEA Male  [Death, Congenital Anomaly, Other Medically Important Condition), Tricuspid valve incompetence (n/a - Not Recovered/Not . .
A EU-EC 07 Professional 2 Resolved - Congenital Anomaly, Other Medically Important Condition) (CX-024414)] (S~ COVID- 19 immunisation - Drug
% 10011191214 Years ’ withdrawn - [n/a - 1{DF} - Transplacental])
o
g click or scan | ; Non
[} 2022-01- 12-17 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
—_— = =) - -
% 25 EUEC |i 07 Eﬁ;ﬁf& EEA Vears Female [Arrhythmia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death) na- [n/a- 1{DF} - n/a])
10011189943
‘gn
%-:) Anaphylactic reaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Breath sounds (n/a - Fatal -
g click or scan || Results in Death, Caused/Prolonged Hospitalisation), Circulatory collapse (n/a - Fatal - Results in Death
T 2022-01- Non 12-17 Caused/Prolonged Hos;}italisation), Cyanosis (n/a - Fatal - Rgsu.lts in Death, Caused/Prolonged Hospitalisation), Dizziness | (OMIRNATY [TOZINAMERAN] (S- COVID-19
26 EU-EC | 06 Healthcare ~ |Non EEA |70 o [Male  |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - /a - n/a])
% 10011180703 - Professional Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Nausea (n/a -
g Fatal - Results in Death, Caused/Prolonged Hospitalisation)
T
£
£ click or scan | Epistaxis (n/a - Unknown - ), Feeling hot (n/a - Unknown - ), Foaming at mouth (n/a - Unknown - ), Interchange of vaccine
g 27 2022-01-|Healthcare Non EEA 12-17 Male products (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
E EU-EC- 06 Professional Years Condition), Obstructive airways disorder (n/a - Unknown - ), Off label use (n/a - Fatal - Results in Death), Pain in extremity |immunisation - Not applicable - [n/a - n/a - n/a])
_'5; 10011178514 (n/a - Unknown - )
B Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
S Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
o click or scan |; Medically Important Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition),
28 F 2022-01- Healthcare Non EEA 12-17 Male Head injury (n/a - Unknown - ), Hypotension (n/a - Unknown - Other Medically Important Condition), Intestinal ischaemia |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- L3 |05 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition), Liver disorder (n/a - Unknown - ), Loss of immunisation - Not applicable - [n/a - n/a - n/a])
10011172923 ;i consciousness (n/a - Unknown - Other Medically Important Condition), Renal disorder (n/a - Unknown - ), Shock (n/a -
Unknown - Other Medically Important Condition), Ventricular fibrillation (0d - Recovered/Resolved - Other Medically
Important Condition)
click or scan |;
2022-01-|Healthcare 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
29 BU-EC. 05 Professional Non EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10011169392 Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011231915&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011221257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011191214&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011189943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011180703&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011178514&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011172923&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
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Date Regulatory
Purposes
click or scan |:
8 a0 2022-01-|Healtheare | o {1247 | |Asthenia (/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (' - Fatal - Results in mgﬁgf ggﬁm‘ﬁ‘i‘fbf:_ﬂ[? d(_sr-vg)wnw
S EU-EC- 05 Professional Years Death), Musculoskeletal stiffness (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) PP
& 10011169374 = Intramuscular])
('-‘3'7 lick Depressed level of i (n/a - Fatal - Resul Death), Headache (n/a - Fatal - Resul Death), H i
) click or scan | ;; el evel of consciousness (n/a - Fatal - Results in Death), He: e (n/a - Fatal - Results in Death), Hypotension R
g 31 12022-01- |Healthcare Non EEA 12-17 Male (n/a - Unknown - ), Meningitis meningococcal (n/a - Fatal - Results in Death, Other Medically Important Condition), mﬁgﬁgﬁ [NT(gZalNﬁi\:ggéﬁ] d(_S n/aC(_)VlD-19
= EU-EC- | §F 05 Professional Years Purpura (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death), Rash pruritic (n/a - Fatal - Results in Death), Septic Intramuscular]) 2
3 10011164976/ shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death)
[2]
£
S
R click or scan | =ti:f
El a 2022-01-|Healtheare | oo (01| Bedridden (n/a - Fatal - Results in Death, Life Threatening), Death (/a - Unknown - Life Threatening), Respiratory distress ?’CHADO‘QZEV%AI\I[%\‘fgﬁg(;A n/OCIa e AST]O mm . [EIH/;E_CA
: EU-EC- 04 Professional Month (n/a - Fatal - Results in Death, Life Threatening)
g 10011159955 wa - Intramusclar])
% click or scan | ; i Non
S| 13 "2112022-01- Healthcare Non EEA 3-11 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
‘(>; EU-EC- 04 Professional Years Medically Important Condition), Suspected COVID-19 (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
© 10011151229 ;
=
m
@ click or scan | ; Non
5 2021-12- 12-17 Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Seizure (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S - COVID-19
34 Healthcare Non EEA Female
3 EU-EC- 30 Professional Years Medically Important Condition), Somnolence (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
< 10011121938
o}
o
- Abdominal pain (n/a - Fatal - Results in Death, Other Medically Important Condition), Abnormal faeces (n/a - Fatal -
g Results in Death), Anaemia (n/a - Fatal - Results in Death), Anaphylactic reaction (n/a - Fatal - Results in Death,
g click or scan | EIAAILHE Other Medically Important Condition), Defaecation disorder (n/a - Fatal - Results in Death, Other Medically Important
- |a8 : Non Condition), Dizziness (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results
g 21 12021-12- 12-17 > : S A e Ly Lmp: , ratigue —=2 |(COMIRNATY [TOZINAMERAN] (S- COVID-19
) 35 EU-EC- 2. 9 Hea%thc_areal NonEEA |;° o |Male |in Death), Lung disorder (/a - Fatal - Results in Death ), Myocarditis (n/a - Fatal - Results in Death Other. Medically |ir 00 misation - Not applicable - [1d - n/a - n/a])
10011121872 E Profession: Important Condition), Nerve injury (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death
%_?) Other Medically Important Condition), Shock (n/a - Fatal - Results in Death, Other Medically Important Condition),
e Vomiting (n/a - Fatal - Results in Death)
c
% lick or scan | Lt -
B Lhekor sean - i -
A 2 2021-12- [Healtheare 1217 , . , COMIRNATY [ TOZINAMERAN] (8- COVID-19
2| 36 BU-EC 30 Professional Non EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
£ foag ! Intramuscular])
= 10011121807
g_
2 37 2021-12- |Healthcare Non EEA 12-17 Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Drowning (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 30 Professional Years Results in Death, Other Medically Important Condition immunisation - Not applicable - [n/a - n/a - n/a
ko
10011120193
B
© Diet refusal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Emotional distress (n/a - Fatal - Results in
click or scan || 5 Death, Caused/Prolonged Hospitalisation), Exposure via breast milk (n/a - Fatal - Results in Death, Caused/Prolonged
_— 5021-12- Non Months Hospitalisation), Failure to thrive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hepatic enzyme TOZINAMERAN [TOZINAMERAN] (S- COVID-19
38 EU-EC- 2, 19 Healthcare Non EEA | D) Male |increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Insomnia (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a -
10011120129 ” Professional Vears Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - | Transmammary])
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011159955&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011151229&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011121872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011121807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011120193&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011120129&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
Anal sphincter atony (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Bladder sphincter atony (n/a - Fatal
« - Results in Death, Caused/Prolonged Hospitalisation), Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged
N Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest discomfort (n/a -
o Sp Sp!
m Fatal - Results in Death, Caused/Prolonged Hospitalisation), Crepitations (n/a - Fatal - Results in Death
=} dlick or scan | EV AR Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyskinesia
8 = | ik i 2021-12-| Healthcare 12-17 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (1/a - Fatal - Results in Death, TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% 39 BU-EC- ; 29 Professional Non EEA Years Female |Caused/Prolonged Hospitalisation), Jugular vein distension (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a -
a 10011110840 ;s Hospitalisation), Nervous system disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen Intramuscular])
= saturation immeasurable (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Postictal state (n/a - Fatal -
§ Results in Death, Caused/Prolonged Hospitalisation), Pupils unequal (n/a - Fatal - Results in Death, Caused/Prolonged
5 Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results
@ in Death, Caused/Prolonged Hospitalisation), Ventricular fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged
-§ Hospitalisation)
3 cute myocardial infarction (n/a - Fatal - Results in Death er y Important Condition), Anaemia (n/a - Fatal -
A dial infarction (n/a - Fatal Other Medically I Condition), Anaemia (n/a - Fatal
g Results in Death), Back pain (n/a - Unknown - ), Bone marrow failure (n/a - Fatal - Results in Death, Other Medically
] Important Condition), Cardiogenic shock (n/a - Fatal - Results in Death, Other Medically Important Condition), Critical
= illness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dizziness
= (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved -
S Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Haemoglobin decreased (n/a - Not Recovered/Not Resolved -
.\g click or scan |; Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged
0 40 2021-12- Healthcare Non EEA 12-17 Female Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypoaesthesia (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
@ EU-EC- 29 Professional Years Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Not Recovered/Not Resolved - Life immunisation - Not applicable - [1d - n/a - n/a])
g 10011108137 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain in extremity (n/a - Unknown - ),
oo} Paraesthesia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Red blood cell abnormality (n/a - Not
o] COVET ot Resolved - Life eatenin used/Prolon; ospitalisation), Seizure (n/a - Not overed/Not Resolved -
g Re ed/Not Resolved - Life Thr ing, Caused/Prol Hospitalisation), Sei n/a - Not Rec: d/Not Resolved
a Caused/Prolonged Hospitalisation, Other Medically Important Condition), Somnolence (n/a - Not Recovered/Not Resolved -
g Caused/Prolonged Hospitalisation), Syncope (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other
5 Medically Important Condition), Thrombosis (n/a - Unknown - Other Medically Important Condition), Thrombotic
g thrombocytopenic purpura (n/a - Fatal - Results in Death, Other Medically Important Condition)
é click or scan | ; Brain injury (n/a - Fatal - Results in Death, Life Threatening), Cardio-respiratory arrest (n/a - Recovered/Resolved - Life ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
< 41 2021-12- |Healthcare EEA 12-17 Male Threatening), Electrocardiogram QT prolonged (n/a - Unknown - Other Medically Important Condition), Headache (n/a - immunisation - n/a - [n/a - 1{DF} - n/a]), KAFTRIO
%_;) EU-EC- 29 Professional Years Unknown - ), Injection site pain (n/a - Unknown - ), Loss of consciousness (n/a - Recovered/Resolved - Life Threatening), [TEZACAFTOR, ELEXACAFTOR, IVACAFTOR] (S
%\ 10011103759 Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - ) -n/a-n/a- [4wk - n/a - n/a))
e
é dlick or scan |3 B | 00112 | Healtheare 1217 Diabetic ketoacidosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
Q| 42 » . Non EEA Female |Results in Death), Palpitations (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ), Vaccination site  [immunisation - Not applicable - [1d- n/a -
o) EU-EC- 3128 Professional Years ain (n/a - Unknown - ) Intramuscular])
£ 10011098855 g P own usC
E.
= click or scan | : MERAN]
i 43 24 (2021-12-|Healthcare Non EEA 12-17 Female Feeling cold (n/a - Unknown - ), Musculoskeletal stiffness (n/a - Unknown - ), Unresponsive to stimuli (n/a - Fatal - Results mﬁﬁgﬁ ggilNlicable -1 d(_sl;/g?nv/lﬁ ﬁore
k) EU-EC- ey 3128 Professional Years in Death, Other Medically Important Condition), Vaccination site pain (n/a - Fatal - Results in Death) . PP
g 1 in ICSR])
0011096615
5
O
click or scan Brain herniation (2d - Fatal - Results in Death, Other Medically Important Condition), Brain injury (2d - Fatal - Results in|SPIKEVAX [COVID-19 MRNA VACCINE
2021-12- |Healthcare 12-17 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac arrest (2d - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
44 EU-EC- THEL (24 Professional |Non EEA  |years  |Female |De ath, Other Medica]l){ Important Condition), Dizziness (n/a - Recovered/Resolv@d -), Headache (n/a —_Unknom -), immunisation - Unknown - [n/a - 1{DF} -
10011073362 Multiple organ dysﬁ!nctlon syndrome (2d - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a- |Intramuscular])
Unknown - ), Pyrexia (n/a - Unknown - )
click or scan -
45 il (2021-12-|Healthcare EEA 12-17 Female Long QT syndrome congenital (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden cardiac death |COMIRNATY [TOZINAMERAN] (S- COVID-19
-EC- A rofessional ears a - Fatal - Results in Death er cally Important Condition immunisation - Not applicable - -n/a-n/a
EU-EC 23 Professional Y n/a - Fatal Other Medically I Conditi i isation - N licable - [1d - n/a - n/;
10011062466, ]
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan = Non Aneurysm (n/a - Fatal - Results in Death), Cerebellar haemorrhage (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal -
q 46 ¥12021-12- Healthcare Non EEA 12-17 Female Results in Death), Headache (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
S EU-EC- x* 5 |23 Professional Years Subarachnoid haemorrhage (n/a - Fatal - Results in Death), Subdural haematoma (n/a - Fatal - Results in Death), Vomiting|immunisation - Not applicable - [1d - n/a - n/a])
g' 10011057758 (n/a - Fatal - Results in Death)
3 :
9 click or scan | ‘ra Non
® . A (2021-12- 12-17  |Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
0| 47 EUEC | mo 0 Healthc'are Non EEA Years  |Specified Myocarditis (n/a - Fatal - Results in Death) mmmisation - Not applicable - [/a - n/a - n/a)
3 10011005220 E Professional
g
Q .
R click or scan |
.’é 48 21 2021-12- Healthcare Non EEA 12-17 Male Completed suicide (n/a - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - ), Nasal | COMIRNATY [TOZINAMERAN] (S- COVID-19
: EU-EC- 3 (17 Professional Years congestion (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
g 10010994802
3 click or scan || Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in
S - A 2021-12- |Healthcare 12-17 Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
B| 49 EU-EC- 17 Professional Non EEA Vears Male  [Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - immunisation - Not applicable - [1d - n/a -
3 10010994770 : Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Intramuscular])
1; Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
m
4] click or scan |;
g 2021-12- | Healthcare 12-17 Headache (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Scizure (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (8- COVID-19
50 . Non EEA Male R . immunisation - Not applicable - [1d - n/a -
3 EU-EC- 3117 Professional Years Death, Life Threatening) I ul
g 10010990331 ntramuscular])
o
g dlick or scan : 2021-12- Non 12-17 Anaphylactic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coagulopathy (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
=] 51 : Healthcare Non EEA Female |(in Death), Dizziness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rash (n/a - Fatal - Results in . P .
1S EU-EC- B 17 : Years i rr: immunisation - Not applicable - [1d - n/a - n/a])
% 10010988637 23 Professional Death, Caused/Prolonged Hospitalisation)
=)
e}
%_; click or scan |;
> 2021-12- |Healthcare 3-11  [Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; . - - ) . o .
Tl 2 EU-ECG- | £ 16 Professional Non EEA Years  |Specified Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
§ 10010986554
B
% click or scan | pmg 2
£ 2021-12- |Healthcare Months . COMIRNATY [TOZINAMERAN] (S- COVID-19
= 3 EU-EC- | £ale 16 Professional | CA -2 Female Foetal death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
<} 10010982581 | =3 Years
=
3 click or scan |; ME
B 2021-12-|Healthcare 12-17 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results G)MIRNATY (TOZIN . ] (S- COVID-19
54 . Non EEA Male |, immunisation - Not applicable - [1d - n/a -
g EU-EC- B 15 Professional Years in Death) Intramuscular])
¢} 10010968305 i
click or scan Non
12021-12- 12-17  |Not . . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) . S .
55 EU-EC- 15 E:;lg;:gsa] Non EEA Years  |Specified Accident (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10010963145
click or scan |;
2021-12-|Healtheare 12-17 Asthenia (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in | OMIRNATY [TOZINAMERAN] (8- COVID-19
56 . Non EEA Male immunisation - Not applicable - [1d - n/a -
EU-EC- T 15 Professional Years Death) Tntramuscular])
10010960337
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ];): | Group ex Route])
gulatory
Purposes
N dlick or scan | 502112 Healtheare 17 Chills (1h - Recovered/Resolved - ), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia |COMIRNATY [TOZINAMERAN] (S- COVID-19
NI 57 : Non EEA Female |(1h - Recovered/Resolved - ), Pain (n/a - Unknown - ), Pyrexia (1h - Recovered/Resolved - ), Vomiting (n/a - Fatal - Results |immunisation - Not applicable - [1d- n/a -
N EU-EC- 15 Professional Years in Death, Caused/Prolonged Hospitalisation) Intramuscular])
& 10010958355 Andeatd, P
1
o
T .
w click or scan . Non
e} 2021-12-|Healthcar 12-17 COMIRNATY [TOZINAMERAN] (S- COVID-19
g 58 EU-EC- X (10 Pro fessciorf Al Non EEA  |yeqrg  (Male  |Anaphylactic shock (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
{/__? 10010923828
S
g
3 click or scan | g
2021-12- Non 0-1 Not COMIRNATY [TOZINAMERAN] (S- COVID-19
59 Healthcare EEA .. _[Heart disease congenital (n/a - Fatal - Results in Death, Congenital Anomaly immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 10 Month  [Specified
Q 10010922347 Professional Transplacental])
3
:;:” click or scan | 3 ) SPIKEVAX [COVID-19 MRNA VACCINE
© 60 =i (2021-12- Healthcare Non EEA 12-17 Male Headache (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in MODERNA (CX-024414)] (S- Product used for
E} EU-EC- 08 Professional Years Death, Other Medically Important Condition) unknown indication - Not applicable - [n/a - 1{DF} -
@ 10010889205 : Intramuscular])
(8]
5
o] click or scan | ;== . Non
% 61 &t 2021-12- Healthcare Non EEA 12-17 Male Cardiac arrest (n/a - Fatal - Results in Death), Cardiomegaly (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
a EU-EC- i |07 Professional Years Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
= 10010880395
3
€ click or scan | = bt 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 62 ar |2021-12- |Healthcare Non EEA Months {Not Foetal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Stillbirth (1d - Fatal - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
§> EU-EC- o (07 Professional -2 Specified Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
%'; 10010878803 Years - Not applicable - [1d - n/a - Transplacental])
> H
g click or scan |: Non
g 63 2021-12- Healthcare Non EEA 12-17 Male Chest pain (n/a - Fatal - Results in Death), Diabetes mellitus (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
= EU-EC- 06 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
% 10010868932 =¥ h
g
= click or scan | : : Non
1]
S| 64 i 202112 |\ poltheare [EEA 1217 I\fle  |Sudden death (/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8 - COVID-19
=z EU-EC- 06 Professional Years immunisation - Not applicable - [n/a - n/a - n/a)
2 10010868257
: lick
8 Cick or sean | ¢ % 02112 Healtheare 17 COMIRNATY [TOZINAMERAN] (S - COVID-19
Ol 65 : . EEA Female |Cardiac arrest (1d - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 02 Professional Years Intramuscular])
10010835805 :
[ COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug
click or scan | & ! ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
'.: 2021-12-|Non 12-17 Haematemesis (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - COMIRNATY [TOZWMRAN] (S- COVID-19
66 EU-EC- B (02 Healthcare ~ |Non EEA  [yeqrs |Male  |Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [n/a - n/a -
10010826185 J Professional Medically Important Condition), Pulmonary sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Intramuscular])
Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition),
Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010958355&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010923828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010922347&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010889205&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010880395&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010878803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010868932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010868257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010835805&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010826185&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

7 | EUuEC

10010811785

click or scan | ;:

2 2021-12-
=k 01

Healthcare
Professional

EEA

12-17
Years

Female

Cardiac arrest (0d - Fatal - Results in Death), Respiratory failure (0d - Fatal - Results in Death)

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

click or scan

68 | EUEC
10010719029

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

EF12021-11-

22

Healthcare
Professional

EEA

0-1
Month

Male

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

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010811785&_xpt=1&_xf=pdf
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Primary
U Local th Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# Numb‘::' ICSR Form R:c:iV::y Source fo(:-“n ry Age S:Xlen Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan |- Non COVID-19 VACCINE (AD26.COV2-S
q 6 2021-11- Healthcare Non EEA 12-17 Male Death (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - Results in Death), Product administered to patient |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
S EU-EC- | 3 119 Professional Years of inappropriate age (n/a - Unknown - Results in Death) JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
g' 10010696156 applicable - [n/a - .5mL - Unknown])
1
(-Q,D- click or scan COVID-19 MRNA VACCINE MODERNA (CX-
© i (2021-11-|Healthcare 0-1 . e . . 024414) [COVID-19 MRNA VACCINE MODERNA
o) 70 EU-EC- 18 Professional Non EEA Month Male  |Death neonatal (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
3 10010681141 applicable - [n/a - 1{DF} - Transplacental])
[2]
5 4
g click or scan = Non
= &12021-11- 12-17 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
'g 71 EUEC |3 %‘{ w17 Eresi‘tez;zrgal Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
10010672595 23
8 click or scan | g
& b 2021-11-|Healthcare 12-17 COMIRNATY [TOZINAMERAN] (S- COVID-19
B 72 EU-EC i B | o Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death), Pumonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
> - o ]
g 10010661990 Intramuscular])
>
u Cataract cortical (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
?._:’ Condition), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
§ Disabling, Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life
© Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Gait disturbance (n/a - Not
g Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
— ) Condition), Hemiparesis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
& click or scan : Important Condition), Infarction (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
g 3 2021-11- Healthgare Non EEA 12-17 Female |Disabling, Other Medically Important Condition), Intracranial pressure increased (n/a - Unknown - Life Threatening, COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- - 16 Professional Years Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Malaise (n/a - Unknown - Life immunisation - Not applicable - [1d - n/a - n/a])
< 10010660918 Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Muscular weakness (n/a -
=)
S Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Platelet
%_;) count decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
% Condition), Thrombocytopenia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
c Medically Important Condition), Vomiting (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
% Other Medically Important Condition)
s
@) .
E lick or scan 5 [2021-11-|Healtheare 12-17 Cardiac arrest (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Fatal - Results in Death), Nervous system disorder COMIRNATY [TOZINAMERAN] (S- COVID-19
£| 74 EU-EC- : 15 Professional Non EEA Vears Female |(n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - ; isation - Not applicable - [1d- n/a - Unknown])
g 10010650054 Results in Death), Sudden death (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) PP
£
% dlickcor scan 3 2001-11- | Healthcare 12-17 Death (n/a - Fatal - Results in Death, Life Threatening), Decreased appetite (n/a - Fatal - Results in Death, Life COMIRNATY [TOZINAMERAN] (S- Immunisation -
gl 75 . EEA Male  |Threatening), Headache (n/a - Fatal - Results in Death, Life Threatening), Myocarditis (n/a - Fatal - Results in Death,
EU-EC- 12 Professional Years . . . " . ? n/a - [n/a - 2{DF} - n/a])
Is} 10010632312/ ; Life Threatening), Pyrexia (n/a - Fatal - Results in Death, Life Threatening)
lick or scan | 2021-11- Non 12-17 Bronchospasm (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S- COVID-19
76 EU-EC- 11 Healthcare Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [1d - n/a - n/a])
10010620335 Professional Medically Important Condition), Vaccination site pain (n/a - Unknown - ) PP
click or scan Non
{2021-11- 12-17 . . .. TOZINAMERAN [TOZINAMERAN] (S- COVID-19
77 BU-EC. 10 E:jllggsciir;al Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10010607769

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010696156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010681141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010672595&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010661990&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010660918&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010650054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010632312&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010620335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010607769&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | E0% ; . . .
_ i Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important
N 2021-11-|Healthcare 0-1 Not . . : " - - COMIRNATY [TOZINAMERAN] (S- COVID-19
N - -
S 78 EU-EC- % (03 Professional EEA Month [Specified Oond%t%on), Limb malformation (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important immunisation - Drug withdrawn - [1d- 1 {DF} - n/a])
) Condition)
8 10010546914
1
e lick or scan
g clckcor scan Arrhythmia (n/a - Fatal - Results in Death), Cardiac failure acute (n/a - Fatal - Results in Death), Hypoventilation (n/a -
B 1. 3 , , Hyp AMERAN] (S-
al 79 B o 2021-11 Healthc_are EEA 12-17 Male  [Not Recovered/Not Resolved - Other Medically Important Condition), Nasopharyngitis (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZIN. (8- COVID-19
- U-EC- |3 02 Professional Years . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
; ), Pulmonary oedema (n/a - Fatal - Results in Death)
3 10010535956
£
8 lick or scan | E0%
—g 80 - 4 (2021-11- II;I(e)zllllthcare EEA 0-1 Male  |Metabolic syndrome (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
: EU-EC- Frr 02 Professional Month syn u immunisation - Drug withdrawn - [1d - 2 {DF} - n/a])
g 10010520787
% click or scan | ; Y
= h 2021-10-|Healthcare 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
k= ; - - ) . S .
S 81 EU-EC- 29 Professional EEA Years Male  |Sudden death (1 - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
[ 10010493474
5
>
]
@ click or scan |; g Non
2| 82 2021-10- evithcare [NonEEA 1217 |Female |Cardiac disorder (n/a - Fatal - Results in Death), Ovarian enlargement (n/a - Fatal - Results in Death) COMIRNATY [TOZINA ] (5- COVID-19
loa} EU-EC- | &g x (28 . Years immunisation - Not applicable - [1d - n/a - n/a])
o Professional
& 10010477762,
o
= ) COMIRNATY [TOZINAMERAN] (S- COVID-19
& lick or sean | 2021- 10 Eialtheare - immunisation - Drug vithdrawn - [n/a - 1 {DF} -
=] 83 . EEA Female [Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Intramuscular]), [ETHINYLESTRADIOL,
£ EU-EC- 3 (21 Professional Years )
% 10010391161 : LEVONORGESTREL] (S - Contraception - Drug
5 withdrawn - [n/a - 21 {DF} - Oral])
e}
click or scan | MERA!
%i 84 2021-10-|Healthcare —|pp O-1  INile  |Foctal death (n/a - Fatal - Results in Death) mﬁﬁg [gr(u)gzngthdram ; []m(: - ?{(1)3\121;% P
] EU-EG- | & 3 21 Professional Month Transplacental])
2 10010391147 P
g Brain herniation (n/a - Unknown - Other Medically Important Condition), Brain oedema (n/a - Unknown - Other Medically
E dlick or scan Important Condition), Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition), Gastric
S _— 5021-10- | Healthcare 12-17 disorder (n/a - Unknowp -), Gastric ulcer (n/a_ - Unknown - cher _Meﬂlcally Important Condition), Cgstntls erosive (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
3| 85 EU-EC- 50 Professional Non EEA Vears Male  [Unknown - Other Medically Important Condition), Myocardial bridging (n/a - Unknown - Other Medically Important immunisation - Not applicable - [n/a - n/a - n/al)
£ 10010376118 Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary PP
o congestion (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Unknown - Other Medically
g Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition)
8 click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
5 S 5021-10.Non 1217 024414) [COVID-19 MRNA VACCINE MODERNA
86 EU-EC- 2 20 Healthcare ~ |Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10010371169| 3 Professional applicable - [/a - 1{DF} - Unknown])
click or scan | ; Non
2021-10- 12-17 . COMIRNATY [TOZINAMERAN] (S- COVID-19
R - . S .
87 EU-EC- 19 Hea]thqare EEA Vears Male  [Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10010360356/ 2 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=10010535956&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010520787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010493474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010477762&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010391161&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010391147&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010376118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010371169&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010360356&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | ] Non
N 2021-10- 12-17 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
N - - . . . .
S 88 EU-EC- ! 18 Eﬁgsl;:iirgal Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
I 10010350152/
=)
1
(-Q,D- click or scan | L Non SPIKEVAX [COVID-19 MRNA VACCINE
g 89 a3 (2021-10- Healthcare EEA 12-17 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - Unknown - Other MODERNA (CX-024414)] (S- COVID-19
- EU-EC- S (15 Professional Years Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
3 10010338768 i Unknown])
[2]
£
§- click or scan L
= =112021-10- Healthcare 0-1 Not Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly), Limb malformation (105d - Fatal - |[COMIRNATY [TOZINAME S- COVID-19
B 90 EEA
g EU-EC- : 11 Professional Month  [Specified Results in Death, Congenital Anomaly), Limb reduction defect (105d - Fatal - Results in Death, Congenital Anomaly)  |[immunisation - Not applicable - [1d - n/a - n/a])
10010286244
% click or scan = COVID-19 MRNA VACCINE MODERNA (CX-
= i 12021-10-|Healthcare 0-1 Not . o ) . 024414) [COVID-19 MRNA VACCINE MODERNA
,g 91 EU-EC- 08 Professional Non EEA Month [Specified Death neonatal (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
%’ 10010269731 applicable - [n/a - 1{DF} - Transplacental])
>
L_L! click or scan || ADAMTSI3 activity decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
S R e ey 27 o (o P el ey Draten, Camons opiton) et P+ cououry oz s- counis
loa} EU-EC- 06 Professional Years TR TN S S longed Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in immunisation - Not applicable - [n/a - n/a - n/a])
o 10010236495 Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results
g in Death, Life Threatening, Caused/Prolonged Hospitalisation)
5
[}
g click or scan
g T Non
[ B 2021-10- 12-17 . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
-EC- - - . L .
g 93 10(151[32]:;)(72879 05 lf)lﬁzkslscizrgal EEA Years Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
z
:
8 click or scan | MERAN]
% 04 2021-10- Healthcare EEA 0-1 Female Hypoxic-ischaemic encephalopathy (n/a - Fatal - Results in Death), Neonatal anoxia (n/a - Fatal - Results in Death), mm}?gﬁglz gcgzamlicable I d(_S 1_ {%l):;,{]}w
€ EU-EC- |04 Professional Month Neonatal multi-organ failure (n/a - Fatal - Results in Death) PP
S| [10010210329 ; Intramuscular])
o
£ 4
= dlick o scan | : Cerebral haemorrhage (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important SPIKEVAX [COVID-19 A VA
2 & (2021-10- (Healthcare 12-17 i . . L . MODERNA (CX-024414)] (S- COVID-19
95 . Non EEA Male  |Condition), Cerebral ventricular rupture (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically |. L .
ko EU-EC- Ty |01 Professional Years fmportant Condition) immunisation - Not applicable - [1d - 1{DF} -
S 10010193681 h mp Intramuscular])
O
click or scan | Bz COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-09- | Healthcare 12-17 P - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
926 EU-EC- 54 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10010127333 - n/a - Intramuscular])
dlick or scan (5 2021-09- Non 12-17 Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (- Immunisation -
97 Healthcare EEA Male  |Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia
EU-EC- 22 Professional Years a - Not Reo /Not Resolved A/Proloneed Hospitalisati n/a- [n/a-n/a-n/a])
10010093552 ! rofession: (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010350152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010338768&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010286244&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010269731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010236495&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010217879&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010210329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010193681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010127333&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010093552&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | i 2
q 98 2021-09- |Healthcare EEA Months {Not Foetal exposure during pregnancy (14d - Fatal - Results in Death), Heart disease congenital (14d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 20 Professional -2 SpecifiedDeath) immunisation - Not applicable - [n/a - n/a - n/a])
g' 10010073173 Years
8
@ click or scan | :m 5 COVID-19 VACCINE ASTRAZENECA (CHADOX1
© al 12021-09- Healthcare 12-17 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
o) 99 EU-EC- = |1 Professional Non EEA Vears Female |Cerebrovascular accident (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
3 10010010062 b - n/a - Intramuscular])
[2]
5 ‘ :
R click or scan | =
= 2021-09- | Healthcare 12-17 . L . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
—g 100 BU-EC- 15 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
10010007112
% click or scan |; i Non
= i (2021-09- 0-1 Not Anencephaly (n/a - Fatal - Results in Death, Congenital Anomaly), Maternal exposure before pregnancy (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [78d
2| 101 Healthcare EEA . .
> EU-ECG- |4 14 Professional Month |Specified Results in Death) - n/a- n/a])
S 10009989870
g
]
)
(‘% click or scan
¥ (2021-09- |Healthcare 12-17
% 102 EU-EC- L 102 Professional  |[EEA Years [Male  [Septic shock (26d - Fatal - Results in Death) COMIRNATY EOZIEAM]SEELAN]I - (X)V[ull)19
a 10009864895 L immunisation - n/a - [n/a - . - Intramuscular])
5]
kS
£
i Ak (2021-09- |Healthcare 12-17 . . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19
%'; 103 EU-EC- 01 Professional EEA Years Male  |Leukaemia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
> 10009860999
g
é click or scan |; ;
¥ (2021-08-|Healthcare 12-17 . . . I COMIRNATY [TOZINAMERAN] (S - Immunisation -|
[a] A - - - -
E 104 EU-EC- 5 o 27 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) a - [n/a- v/a - n/a])
5 10009817992
E_
£ click or scan | g . Non
=| 105 2021-08- Healthcare Non EEA 12-17 Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZI.NAMERAN] (S- COMID-19
g EU-EC- 27 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10009815542,
B
© click or scan = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
106 iEH [2021-08- Healthcare Non EEA 0-1 Not Foetal exposure during pregnancy (n/a - Unknown - Other Medically Important Condition), Hydrocephalus (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- R 25 . Month |Specified Results in Death, Congenital Anomaly) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
e T g Professional
10009789688 - - n/a - Transplacental])
click or scan ] Disseminated intravascular coagulation (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged
click or scan e 1200108 Healthcare 12-17 Hospgahsatpn), Multiple organ dysfunction syndrome (23h - Fatgl - Results in Death, L}fe Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (- Immunisation -
107 | pygc 50 Professional EEA Vears Male  |Hospitalisation), Pulmonary haemorrhage (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Wa- [n/a- 2{DF} - n/a))
10000747324 23 Hospitalisation), Pyrexia (23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Septic shock
(23h - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010073173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010010062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10010007112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009989870&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009864895&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009860999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009817992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009815542&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009789688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009747324&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan C Non
g 108 2021-08-|yitheare [NonEEA 1217 |Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
I EU-EC- 20 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
g' 10009743215
1
e lick or scan | ‘w3
o) ¢ i -
g 109 2021-08- le]lz:l theare Non EEA 0-1 Not Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), %ﬂ%%o&iozlliiﬁw&g- COVID-19
- EU-EC- ; 09 . Month  |SpecifiedPremature baby (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) PP
3 10009631536 Professional Transplacental - More in ICSR])
£
S
g
B click or scan Non
Ef [2021-07- |Healthcare 12-17 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g% 110 | guEgc 29 Professional NonEEA |70 o |Male |Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /a])
10009528413
ks
5
2
] click or scan | ;
L_L! 11 2021-07-|Healthcare EEA 0-1 Male Antibody test abnormal (n/a - Fatal - Results in Death), Isoimmune haemolytic disease (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
§ EU-ECG- |8 L 12 Professional Month Rhesus antibodies positive (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
§ 10009340528 3
<
g click or scan |, Non COVID-19 MRNA VACCINE MODERNA (CX-
— 2021-07- 12-17 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Product administered to patient of 024414) [COVID-19 MRNA VACCINE MODERNA
112 Healthcare Non EEA Male Y 1mp! p
g EU-EC- 09 Professional Years inappropriate age (n/a - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation -
g 10009321122 ;i Unknown - [n/a - 1{DF} - Unknown])
g click or scan || 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
g - 2021-07-|Healthcare 0-1 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
%_; 113 BU-EC. | 09 Professional EEA Month Male  |Growth retardation (n/a - Fatal - Results in Death), Premature delivery (n/a - Fatal - Results in Death) - Not applicable - [n/a - 1 {DF} - Transplacental]),
> 10009320743 [ATENOLOL, ATENOLOL BP] (S- Cardiac valve
g disease - Not applicable - [n/a - n/a - Oral])
é click or scan |; x Non
Ol 114 d (2021-07- Healthcare Non EEA 12-17 Male Cardiomegaly (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Pericardial effusion (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
E EU-EG | ., (08 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
= 10009305404 ;
g
= .
= didorsan I 2021-06- |Healthcare 0-1 . COMIRNATY [TOZINAMERAN] (8 - COVID-19
2| 115 . EEA Female |Foetal death (n/a - Fatal - Results in Death), Generalised oedema (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 7 3130 Professional Month I 1
% 10009213103 5% : Transplacental])
o]
click or scan | e : Non 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
116 =1 2021-06- Healthcare Non EEA Months Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Maternal exposure during breast feeding (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 30 Professional -2 Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10009206279 Years - n/a - Transmammary])
COVID-19 (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Chills (n/a - Not Recovered/Not
click or scan |; i Resolved - ), Completed suicide (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved - ),
. % boolog- NN | oo 1217 |, [Diathoca (n/a - Not RecoveredNot Resolved - ), Drug neffective (n/a - Not RecoveredNot Resolved - Other Medically ;ﬁ‘mﬂfnpﬁ N JOETaOZIIig‘b‘IIC‘IE_ I[ o L é/sa-_oownw
EU-EC- 24 Professional Years Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - ), Feeling abnormal (n/a - Not Recovered/Not Resolved - Intramuscular - MoreI;rIl) ICR))
10009129480 ), Headache (n/a - Not Recovered/Not Resolved - ), Hypersomnia (n/a - Not Recovered/Not Resolved - ), Illness (n/a - Not
Recovered/Not Resolved - ), Lethargy (n/a - Unknown - ), Pain in extremity (n/a - Unknown - )

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009743215&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009631536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009528413&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009340528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009321122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009320743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009305404&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009213103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009206279&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10009129480&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or scan |- 02105 Fialtheare o Death (n/a - Fatal - Results in Death), Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
| 118 EU-EC- 28 Professional Non EEA Month Male  [Medically Important Condition), Meconium aspiration syndrome (n/a - Unknown - Other Medically Important Condition), |immunisation - Not applicable - [1d - n/a -
N o Premature baby (n/a - Unknown - Other Medically Important Condition) Transplacental - More in ICSR])
8 10008822508 :
<L_g_ click or scan || COMIRNATY COVID-19 MRNA VACCINE
& e AL : 9021-05- | Healthcare 12-17 Cardiac arrest (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
al 119 EU-EC- ] : 06 Professional EEA Vears Male  [Pulmonary embolism (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
) %, Condition) - Immunisation - Not applicable - [n/a - .3mL -
3 10008557015
g Intramuscular])
9& click or scan : COVID-19 MRNA VACCINE MODERNA (CX-
IS =3l (2021-04- Healthcare 12-17 . . oo 024414) [COVID-19 MRNA VACCINE MODERNA
9120 | pupe |3 130 Professional | "M EEA  |yreor  [Female |Cardiac arrest (n/a - Fatal - Results in Death, Cased/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
g 10008490019 applicable - [n/a - 1{DF} - Unknown])
g click or scan |;
S o | 2022-02- Non Not 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 121 EU-EC- 04 Healthcare EEA Specified Male  [Immune system disorder (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
3 10011499112 : Professional - n/a - Intramuscular])
2
u click or scan | E1 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
:’o_’ SRl 2022-00-| Healtheare 18-64 (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
§ 122 EU-EC- M (0 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - Intramuscular]), VAXZEVRIA [COVID-19 VACCINE|
o 10011499105/ & - ASTRAZENECA (CHADOX! NCOV-19)] (S- n/a -
g Unknown - [n/a - n/a - Intramuscular])
g click or scan |
8| 1 2022-02- Healthcare |\ o (18464 | |Chills (n/a- Fatal - Results in Death), Fatigue (na - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), z/CHADOlG(ZEw)?lAI\I[gg\\/{IBﬁQ(SV-A \CCINE ASTRAZ [EIN;E_CA
£ EU-EC- 104 Professional Years Pain (n/a - Fatal - Results in Death), Pruritus (n/a - Fatal - Results in Death) W
3 ‘a - Intramuscular])
& 10011499100
g
%_; click or scan | ;¥ : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
>l 124 i (2022-02- Healthcare EEA Not Male Off label use (n/a - Unknown - ), Platelet count decreased (n/a - Unknown - Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
T EU-EC- .y (04 Professional Specified Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10011498853 ; n/a - Intramuscular])
B
% click or scan | ; :
£ 125 5i (2022-02-|Healthcare Non EEA 65-85 Male Deep vein thrombosis (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - Unknown - ), Musculoskeletal pain (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-ECG- |y |04 Professional Years Unknown - ), Pain (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death), Rash (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
<} 10011498734/ ¢
=
7 dlick or sean | 0% 02200 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
126 . : Non EEA Female [Abdominal pain (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
g EU-EC- 104 Professional Years - /a - Intramuscular])
¢} 10011498674
cliorsm 2022-02- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
127 . Non EEA Male  [Cough (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
EU-EC- 7, |04 Professional Years -
10011498536 - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008822508&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008557015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011499112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011499105&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011499100&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011498853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011498734&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011498674&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011498536&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

128 BU-EC-

Created by: https://t. me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

10011498517/

click or scan | ;3

5 (04

2022-02-

Healthcare
Professional

65-85
Years

Male

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

COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
- n/a - Intramuscular]), COMIRNATY
[TOZINAMERAN] (S- n/a - n/a - [n/a - n/a - n/a)),
[B/BRISBANE/60/2008 (VICTORIA LINEAGE)-LIKE
STRAIN (B/BRISBANE/60/2008, MEDI 228030),
BMASSACHUSETTS2/2012 (YAMAGATA
LINEAGE)-LIKE STRAIN
(BMASSACHUSETTS2/2012, MEDI 237751),
A/TEXAS50/2012 (H3N2)-LIKE STRAIN
(A/TEXAS50/2012, X-223A),
A/CALTFORNIA/7/2009 (HIN1)PDMO09 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE VIRUS
(B/PHUKET/3073/2013, WILD TYPE),
A/GUANGDONG-MAONAN/SWL1536/2019
(HIN1)PDMO9 - LIKE VIRUS (A/GUANGDONG-
MAONAN/SWL1536/2019, CNIC-1909), A/HONG
KONG2671/2019 (H3N2) - LIKE VIRUS (A/HONG
KONG2671/2019, IVR-208),
B/WASHINGT'ON/02/2019 - LIKE VIRUS
(B/WASHINGTON/02/2019, WILD TYPE),
B/PHUKET/3073/2013-LIKE VIRUS
(B/PHUKET/3073/2013, WILD TYPE),
A/MICHIGAN/45/2015 (HIN1)PDMO09-LIKE
STRAIN (A/MICHIGAN/45/2015, NYMC X-275),
B/COLORADO/06/2017-LIKE VIRUS
(B/VICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/SINGAPORE/INFIMH-16-0019/2016 (H3N2)-LIKE]
STRAIN (A/SINGAPORE/INFIMH-16-0019/2016,
IVR-186), B/PHUKET/3073/2013-LIKE VIRUS
(B/PHUKET/3073/2013, WILD TYPE),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE),
A/MICHIGAN/45/2015 (HIN1)PDMO09-LIKE
STRAIN (A/MICHIGAN/45/2015, NYMC X-275),
A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
(A/HONGKONG4801/2014, NYMC X-263B),
B/PHUKET/3073/2013-LIKE VIRUS
(B/PHUKET/3073/2013, WILD TYPE),
B/COLORADO/06/2017-LIKE VIRUS
(B/VICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/BRISBANE/02/2018 (HIN1)PDMO09-LIKE VIRUS
(A/BRISBANE/02/2018, TVR-190),
A/KANSAS14/2017 (H3N2)-LIKE VIRUS
(A/KANSAS14/2017, NYMC X-327)] (S-n/a-n/a-
[n/a - n/a - Intramuscular])

129 | pupc

10011497775

)
click or scan | ;a4

I3 (04

2022-02-

Non
Healthcare
Professional

Non EEA

65-85
Years

Male

Aortic stenosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results
in Death, Other Medically Important Condition), Chest discomfort (n/a - Fatal - Results in Death), Depressed level of
consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in
Death), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Fatal - Results

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

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011498517&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497775&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
~ . Lid Amnesia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Back pain (n/a - Not Recovered/Not
N} click or scan R - . .
Q _— 5022-02-/Non 65-85 Resolved - Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged
&l 30 EU-EC- Ly 04 Healthcare Non EEA  |Years  |Female Hospitalisation), Confusional state (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cystitis (n/a - Not|COMIRNATY [TOZINAMERAN] (S - COVID-19
g 10011497767 Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Epistaxis (n/a - Unknown - Caused/Prolonged Hospitalisation), |immunisation - Not applicable - [1d - n/a - n/a])
S International normalised ratio increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal disorder (n/a - Not
% Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
(a)
3 Anaphylactic shock (n/a - Unknown - Other Medically Important Condition), Chills (n/a - Unknown - ), Depressed level of
2 click or scan || consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a -
g_ —— 2022-02- | Healthcare More Unknown - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Loss of COMIRNATY [TOZINAMERAN] (S- COVID-19
= 131 e . Non EEA  |than 85 |Male |consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocardial immunisation - Not applicable - [1d - n/a -
EU-EC- 04 Professional P Y 1mp Y PP
kS 10011497752 = L Years infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Intramuscular])
% Myocarditis (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - ), Shock (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - )
3 .
é dlick or sean i 5022-02- |Healthcare 65-85 Asthenia (3d - Fatal - Results in Death), Breast pain (3d - Fatal - Results in Death), Decreased appetite (3d - Fatal - EKG))\Q/IDI;-IE 9\&%21%%]?&%(%6%\?&%] (s-
2 132 B . Non EEA Female [Results in Death), Dysphagia (3d - Fatal - Results in Death), Dyspnoea (3d - Fatal - Results in Death), Headache (3d - I RS i ]
3 EUEC | 3|04 Professional Years Fatal - Results in Death), Vaccination site pain (3d - Fatal - Results in Death) Product used for unknown indication - Not applicable -
5 10011497449 - P [n/a - n/a - Intramuscular])
>
LGL; Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arthralgia (n/a - Fatal - Results in
g Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
8 Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death
© click or scan | oz 1 Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea |qoyip.19 VACCINE ASTRAZENECA (CHADOX1
g = |3 % 12022-02-|Healthcare 18-64 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 133 | puEC 204 Professional | EEA |{, 0~ |Female |Caused/Prolonged HosPita]isation), Irritability (n/a - Fatal - Results in Death, CausedProlonged Hospita]isation), Nawsea | c(HADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
3 10011497419 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, - /a - Intramuscular])
g Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
% Rhinorrhoea (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death,
5 Caused/Prolonged Hospitalisation)
e}
= clidcorssan | o 2022-02-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
S| 134 EU-EC- 04 Professional EEA Years Male  [COVID-19 pneumonia (15d - Fatal - Results in Death), Vaccination failure (15d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10011497306| £ .- -n/a- [69d- .5mL - Intramuscular])
B
o
2 lick or scan | BIE
= clckorsean | 5022.09./Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
% 135 EU-EC- B |04 Healthcare EEA Vears Male |Aortic dissection (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
= 10011497194 - Professional Intramuscular])
= 5
2
3 click or scan |3 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
§ 136 EU-EC. \:o 3222'02' Eﬁ;ﬁfg Al Non EEA 3123;1?2 Female [Hypertensive nephropathy (n/a - Fatal - Results in Death), Interchange of vaccine products (n/a - Unknown - ) mﬁgﬁ%\gl ?%%\S/[B]_/f 9_ \l]}:known]— ([S/ an-/a
O -EC | e ) - E CCINE] (S-n/a-
10011497183 ¢, Unknown - [n/a - n/a - n/a])
lick or scan | 502202/ Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
137 EU-EC- 2.1k Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
10011497122 o Professional Intramuscular])
click or scan |;
; 2022-02- |Healthcare 65-85 - . . COMIRNATY [TOZINAMERAN] (S- COVID-19
138 EU-EC- 04 Professional EEA Vears Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [21d - 1 {DF} -
10011497103 | ¥ EEREYEE Intramuscular])



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497767&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497752&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497449&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497419&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497306&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497194&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497183&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497103&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
N click or sean |3 ; Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 139 y 2022-02- Healthcare  |EEA 65-85 Female |Myocardial infarction (1d - Fatal - Results in Death), Venous thrombosis (19d - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
q EU-EC- 04 Professional Years - Not applicable - [n/a - 1 {DF} - Intramuscular])
g 10011497076
8
% click or scan |3 : COVID-19 VACCINE ASTRAZENECA (CHADOX1
a 140 23 (2022-02-|Healthcare EEA 18-64 Male Acute coronary syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory distress NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- 7, |04 Professional Years syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10011497048 i -n/a- [n/a- 1{DF} - Intramuscular])
S
@ click or scan |; COVID-19 VACCINE JANSSEN (AD26.COV2.5)
B 2022-02- |Healthcare 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
| 141 EU-EG | fd 04 Professional Non EEA Years Female Dyspnoea (n/a - Fatal - Results in Death) Product used for unknown indicatis)n - Not appli?abfe -
% 10011497002| =% : [n/a - n/a - Intramuscular])
% Back pain (n/a - Unknown - Other Medically Important Condition), Chest pain (n/a - Unknown - Other Medically Important
= Condition), Dysstasia (n/a - Unknown - Other Medically Important Condition), Eosinophilic myocarditis (n/a - Fatal -
S Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - Other Medically Important Condition),
g Haematuria (n/a - Unknown - Other Medically Important Condition), Hepatocellular injury (n/a - Fatal - Results in Death,
T click or scan || | Other Medically Impoftant Condition),' Hyponatraemia (n/a - Unknovm - Other Medically Imp_onant Condition), Lethargy
y  |5022-00- | Healthcare 18-64 (n/a - Fatal - Mﬂl)egth), Malaise (n/a - qupown - Other Medlcally Important Con(.htlon), Musculoskeletal stlffne?ss COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 142 EU-EC- 04 Professional Non EEA Vears Female |(n/a - Unknown - Other Medy:ally Important Condmon), Myocardltls (n/a - Fatal - w, Oropharypgeal pain | ation - Not applicable - [/a - n/a - n/a])
3 10011496876 (n/a - Unknown - Other Medically Important Condition), Pain (n/a - Unknown - Other Medically Important Condition), Pain
© in extremity (n/a - Unknown - Other Medically Important Condition), Pollakiuria (n/a - Unknown - Other Medically
E Important Condition), Pulmonary mass (n/a - Fatal - Results in Death, Other Medically Important Condition),
= Splenomegaly (n/a - Fatal - Results in Death, Other Medically Important Condition), Thymoma (n/a - Fatal - Results in
g Death, Other Medically Important Condition), Urinary tract infection (n/a - Unknown - Other Medically Important
= Condition)
% Arrhythmia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
‘gn Condition), Blood pressure increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Unknown -
%-:) Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral ischaemia (n/a - Fatal -
3 Results in Death, Other Medically Important Condition), Diabetes insipidus (n/a - Unknown - Caused/Prolonged
T Hospitalisation, Other Medically Important Condition), Fall (n/a - Unknown - ), Fibrin D dimer increased (n/a - Unknown -
% Other Medically Important Condition), Generalised oedema (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxic-
g dlick or scan | 3 1 ischaemic encephalopathy (n/a - Fatal - Results in Death, Other Medically Important Condition), Immune system disorder
a —— % 022-02- |Healthcare 18-64 (n/a - Unknown - Other Medically Important Condition), Liver disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), [COMIRNATY [TOZINAMERAN] (S - COVID-19
g 143 EU-EC- ; 04 Professional Non EEA Vears Male  |Loss of consciousness (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other immunisation - Not applicable - [n/a - n/a -
= 10011496873 - Medically Important Condition), Lymphocytic infiltration (n/a - Fatal - Results in Death), Multi-organ disorder (n/a - Fatal |Intramuscular])
@ - Results in Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important
= Condition), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Oxygen saturation decreased
= (n/a - Unknown - Caused/Prolonged Hospitalisation), Polyuria (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulseless
) electrical activity (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
B Pyrexia (n/a - Recovered/Resolved - ), Renal impairment (n/a - Fatal - Results in Death, Other Medically Important
g Condition), Respiratory rate increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Ventricular tachycardia (n/a -
O Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)
lick or scan | ; ¥, COMIRNATY [TOZINAMERAN] (S - COVID-19
2 (2022-02- |Healthcare 65-85 Bedridden (1d - Recovered/Resolved - ), Death (n/a - Fatal - Results in Death), Malaise (1d - Recovered/Resolved - ), . S .
1441 puEc B |04 Professional | M EEA Iyears  [Ma® Nccination site pain (1d- - immunisation - Not applicable - [1d- n/a -
] pain (1d - Recovered/Resolved - ) Intramuscular])
10011496852, :
Abdominal distension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Abdominal pain (n/a - Fatal -
click or scan | i . More Results in Death), Constipation (n/a - Fatal - Results in Death), Diverticulitis (n/a - Fatal - Results in Death), Intestinal
145 2 (2022-02- |Healthcare Non EEA  |than 85 |Female obstruction (n/a - Fatal - Results in Death, Other Medically Important Condition), Intestinal perforation (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG | uE 104 Professional Vears Results in Death), Large intestinal obstruction (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), |immunisation - Not applicable - [1d - n/a - n/a])
10011496846 Nausea (n/a - Fatal - Results in Death), Swelling (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in
Death)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497048&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011497002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496876&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496873&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496852&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496846&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
]
S click or scan
m EE [022-02- | Healtheare 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
Q| 146 EU-EC- 04 Professional Non EEA Vears Female |Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
<L_g_ 10011496841 Intramuscular])
©
(a)
3
i< click or scan | :az : Cerebral haematoma (n/a - Unknown - Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in
gl 4 31202202 Healtheare |\ 16585 | Death, Caused/Prolonged Hospitaliation, Other Medically Important Condition), Cerebral ventricular rupture (n/a - COMIRNAT Y ggﬁmﬁgﬁf‘f‘ﬁ] e
= EU-EC- 04 Professional Years Unknown - Other Medically Important Condition), Dysarthria (n/a - Unknown - ), Headache (n/a - Unknown - ), Nausea (n/a Intramuscular]) PP
i 10011496837 - Unknown - )
g% dlick or sean | : Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
23 (2022-02- [Healthcare 65-85 - TR . . > TOZINAMERAN [TOZINAMERAN] (S- COVID-19
G| 148 : Non EEA Male  |Important Condition), Thrombotic thrombocytopenic purpura (n/a - Fatal - Results in Death, Life Threatening, . oo .
= EU-EC- 7 |04 Professional Years o : . immunisation - Not applicable - [1d - n/a - n/a])
= 10011496834 Caused/Prolonged Hospitalisation, Other Medically Important Condition)
E
E’ click or scan |3 :
@l 149 2 (2022-02- |Healthcare Non EEA 65-85 Male Cardiac flutter (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Palpitations (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- P 104 Professional Years Results in Death), Tachycardia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
3 10011496823 | & i
% >
a click or scan | a2iE L SPIKEVAX [COVID-19 MRNA VACCINE
= =1 2022-02- Healthcare 18-64 Cardiac failure (1d - Fatal - Results in Death, Other Medically Important Condition), Myocardial ischaemia (1d - Fatal - MODERNA (CX-024414)] (S- COVID-19
&l 150 2 Non EEA Male S T—— Y rip 4
ol EU-EC- 104 Professional Years Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ) immunisation - Not applicable - [1d - 1{DF} -
g 10011496290, Intramuscular - More in ICSR])
g) dlick or scan | 45 2022-02-|Healtheare 18-64 Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
%_; 151 EU-EC 04 P . Non EEA Female |Fatal - Results in Death, Other Medically Important Condition), Near drowning (n/a - Fatal - Results in Death, Other . P .
2 -EC- ] rofessional Years Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
% 10011496116
B
o
E click or scan £
£ b 2022-02-|Healthcare 65-85 Cerebral haemorrh: n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhage intracranial (n/a COMIRNATY [TOZIN . RAN] (8- COVID-19
5l 152 Non EEA Female age Y & immunisation - Not applicable - [1d - n/a -
< EU-EC- 04 Professional Years - Fatal - Results in Death, Other Medically Important Condition) PP
= 10011496109 Intramuscular])
2
ko
B "
© lick or scan | g 2002-02-Non 65.85 [Not Chest discomfort (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
153 EU-EC- 04 Healthcare Non EEA Years |Specified Results in Death), Influenza like illness (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in immunisation - Not applicable - [1d - /a - n/a])
10011496102 Professional Death, Other Medically Important Condition) PP
lick or sean COMIRNATY [TOZINAMERAN] (S- COVID-19
154 2022-02- Healthcare Non EEA 18-64 Male Aerophobia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hydrophobia (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a -
EU-EC- 7, |04 Professional Years Death, Caused/Prolonged Hospitalisation) Intramuscular]) PP
10011496101 :

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496837&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496834&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496290&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496101&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ; -
11 2022-02- | Healthcare Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - ) . S .
155 EU-EC- ! 3 (04 Professional EEA Specified Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10011496096/ 3%
lick or scan b |5022-00- | Healtheare 65-85 Dyspnoea (n/a - Fatal - Results in Death), Embolic stroke (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
156 : . Non EEA Female |Results in Death), Hemiplegia (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death), Pulmonary . S .
EU-EC- |04 Professional Years 7 R immunisation - Not applicable - [1d - n/a - n/a])
embolism (n/a - Fatal - Results in Death)
10011496095
click or scan |;
1 (2022-02- (Healthcare Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . - - ) . S .
157 EU-EC- 7 |04 Professional EEA Specified Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10011496085
dlick or scan | 2002-02- Non 65-85 Brain injury (n/a - Unknown - Other Medically Important Condition), Chest discomfort (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
158 . Healthcare Non EEA Male  |Dizziness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fall (n/a - Unknown - ), Myocardial |. o .
EU-EC- 3|04 Professional Years infarction (n/a - Fatal - Wa - Fatal " immunisation - Not applicable - [1d - n/a - n/a])
10011496084 rofession: infarction (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death)
lick or scan |5 & 5022-02- | Healthcare More Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S- COVID-19
159 : : Non EEA  |than 85 |Female |Circulatory collapse (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Pyrexia (n/a -|immunisation - Not applicable - [1d - n/a -
EU-EC- 04 Professional K
- Years Fatal - Results in Death) Intramuscular])
10011496083
lick or sean ¢ i 2022-02- | Healthcare 18-64 Acute myocardial infarction (n/a - Fatal - Results in Death), Cardiac failure congestive (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
160 h . Non EEA Male  [Chest pain (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - . P .
EU-EC- 104 Professional Years . immunisation - Not applicable - [1d - n/a - n/a])
; Results in Death)
10011496063
click or scan | :aa: .
= a1 |2022-02- | Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
161 EU-EC- 04 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
10011496057, ;
click or scan | B Asthenia (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death), Cardiomyopathy (n/a - Fatal - Results in
el : Non Death), Cerebral infarction (n/a - Fatal - Results in Death), Cerebral thrombosis (n/a - Fatal - Results in Death),
162 BU-EC- h %222-02- Healthcare Non EEA lYiﬁj Male  |Cerebrovascular accident (n/a - Fatal - Results in Death), Chills (n/a - Unknown - ), Congestive cardiomyopathy (n/a - Fatal ﬂi‘\ﬁlﬁﬁgﬁ ggilNﬁgﬁSﬁ/éé ;I/(alx?\rlll/];]-)w
10011496045 p Professional - Results in Death), Cough (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Feeling of body temperature change (n/a - PP
Unknown - ), Influenza like illness (n/a - Unknown - ), Pain in extremity (n/a - Unknown - )
Basal ganglia haematoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Brain death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
lick , . Condition), Brain herniation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
click or sean | ¥, ¢ 2022-00- | Health 65-85 Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
163 EU-EC 04 e Prof. care A [NonEEA v 3 Male Important Condition), Depressed level of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, |[COMIRNATY [TOZINAMERAN] (S- COVID-19
1001 121 o 6E) 44 rolession: cars Other Medically Important Condition), Haematemesis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,  |immunisation - Not applicable - [1d - n/a - n/a])
Other Medically Important Condition), Hydrocephalus (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Intracranial pressure increased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
lick or sean |3 ; Non COMIRNATY [TOZINAMERAN] (S- COVID-19
i (2022-02- 18-64 Coma (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - . P .
164 o Healthcare Non EEA Male . immunisation - Not applicable - [1d - n/a -
EU-EC- |04 . Years Results in Death), Nausea (n/a - Unknown - ) ol
10011496040 Professional Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496057&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496045&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011496040&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
« dlick or sean 2022-02- | Healthcare 65-85 Hypertension (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Not &(2)4\!‘[ 1]2—)1 [ga)Vlle ]\9//?\/IRN A \B\/{(C)I]C)I]?\]I{EN{\\/IC()%)](E-RN A
N 165 . Non EEA Male  |Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved - Caused/Prolon; . L
<] Sp yr
N EU-EC 25|04 Professional Years Hospitalisation), Tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (8- COVID-19 immunisation - Not
8 10011495997 0 g E—— applicable - [n/a - 1{DF} - Unknown])
2
(=] COVID-19 VACCINE ASTRAZENECA (CHADOX1
& click or scan |3 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
[a} 221 |2022-02- | Healthcare 65-85 . . . . oo (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 166 BU-EC- ¥ 04 Professional Non EEA Years Male  [Concomitant disease progression (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - Intramuscular]), VAXZEVRIA [COVID-19
g 10011495950 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
S (S- n/a - Unknown - [n/a - n/a - Intramuscular])
§ Acute kidney injury (n/a - Fatal - Results in Death), Acute polyneuropathy (n/a - Fatal - Results in Death), Anaemia (n/a
® - Fatal - Results in Death), Anuria (n/a - Fatal - Results in Death), Cardiomyopathy (n/a - Fatal - Results in Death),
% Cardiovascular insufficiency (n/a - Fatal - Results in Death), Disseminated intravascular coagulation (n/a - Fatal - Results
click or scan |; in Death), Guillain-Barre syndrome (n/a - Fatal - Results in Death), Heparin-induced thrombocytopenia (n/a - Fatal -
81 167 i 2022-02- | Healthcare EEA 65-85 Female Results in Death), Hepatic lesion (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Multiple mﬁﬁgﬁ ggﬁlNﬁgﬁwﬁ--(?XL?w
&8 EU-EC- 04 Professional Years organ dysfunction syndrome (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - Results in Death), Intramuscular]) PP .
E” 10011495756 Paraesthesia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Quadriplegia (n/a -
3 Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death), Rhabdomyolysis (n/a - Fatal - Results in
-‘g Death), Sepsis (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death), Tracheobronchitis
m (n/a - Fatal - Results in Death)
@
g click or scan |z x Non More Cardio-respiratory arrest (24d - Fatal - Results in Death, Life Threatening), Cerebrovascular accident (24d - Fatal - Results
3 168  (2022-02- Healthcare EEA than 85 |[Female in Death, Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), Enteritis infectious (24d - Fatal -  |COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- 104 Professional Vears Results in Death, Life Threatening), Pneumonia (24d - Fatal - Results in Death, Life Threatening), Respiratory failure  |immunisation - Not applicable - [n/a - n/a - n/a])
a 10011495046 (24d - Fatal - Results in Death, Life Threatening), Thrombosis (24d - Fatal - Results in Death, Life Threatening)
g . Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (n/a - Not
g dlick o sean |5 ! 2022-02- | Healthcare More Recovered/Not Resolved - ), Dyspnoea exertional (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Loss of personal COMIRNATY [TOZINAMERAN] (S - COVID-19
% 169 BU-EC- : 04 Professional Non EEA  [than 85 |Female |independence in daily activities (n/a - Not Recovered/Not Resolved - ), Oedema (n/a - Unknown - ), Pericarditis (n/a - Fatal - |immunisation - Not applicable - [1d - n/a -
5 10011495006 It Years Results in Death, Other Medically Important Condition), Pericarditis tuberculous (n/a - Unknown - Other Medically Intramuscular])
S Important Condition), Weight increased (n/a - Unknown - )
%_?) dlick or scan | H% Chronic respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition),
%‘ — |ud : 2022-02- | Healthcare More Condition aggravated (n/a - Fatal - Results in Death, Life Threatening), Dehydration (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 170 EU-EC- » 04 Professional Non EEA  [than 85 |Female |Malnutrition (n/a - Fatal - Results in Death), Marasmus (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal |immunisation - Not applicable - [n/a - n/a -
% 10011495005 - Years - Results in Death, Life Threatening, Other Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in  |Intramuscular])
B Death, Other Medically Important Condition)
o
T Blood creatinine increased (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Colitis
E (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Death (n/a - Fatal - Results in
- Death, Life Threatening, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Life Threatening,
%‘ dlick or scan || L] Other Medically Important Condition), Hepatotoxicity (n/a - Fatal - Results in Death, Life Threatening, Other Medically |COMIRNATY [TOZINAMERAN] (S- COVID-19
= |y 4 2022-02- |Healtheare 65-85 Important Condition), Interchange of vaccine products (n/a - Fatal - Results in Death, Life Threatening, Other Medically ~|immunisation - Not applicable - [n/a - n/a - n/a]),
Bl 17 EU-EC- 04 Professional Non EEA Vears Female |Important Condition), Myalgia (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), |PEMBROLIZUMAB [PEMBROLIZUMAB] (S- Small
B 10011494996 Myocarditis (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Myositis (n/a - Fatal - |intestine carcinoma metastatic - Unknown - [n/a -
g Results in Death, Life Threatening, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, (400mg - n/a])
O Life Threatening, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death, Life Threatening,
Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Other
Medically Important Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011495997&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011495950&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011495756&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011495046&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011495006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011495005&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494996&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Acute disseminated encephalomyelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
« Important Condition), Arteriosclerosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Blood pressure decreased (n/a -
g Unknown - Other Medically Important Condition), CSF glucose increased (n/a - Unknown - Other Medically Important
N click or scan | ; - Condition), CSF protein increased (n/a - Unknown - Other Medically Important Condition), Cytomegalovirus test positive
g, 172 d2022-02- | Healthcare Non EEA 65-85 Female (n/a - Unknown - ), Myelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important mﬂﬁgﬁ ggﬁmﬁi\:ﬁwg '3C§LV{D'19
8 EU-EC- 104 Professional Years Condition), Neuromyelitis optica spectrum disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Intramuscular]) PP :
% 10011494987 Medically Important Condition), Ovarian cyst (n/a - Unknown - ), Pleural effusion (n/a - Unknown - ), Pneumonia (n/a -
a Unknown - Other Medically Important Condition), Pneumothorax (n/a - Unknown - Other Medically Important Condition),
g Rectal ulcer (n/a - Unknown - Other Medically Important Condition), Sepsis (/a - Unknown - Other Medically Important
b Condition), Thrombotic cerebral infarction (n/a - Unknown - Caused/Prolonged Hospitalisation)
£
g_ click or scan |; Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Blood pressure
E 2022-02- |Healthcare 65-85 decreased (n/a - Unknown - Other Medically Important Condition), Depressed level of consciousness (n/a - Unknown - Other [COMIRNATY [TOZINAMERAN] (S- COVID-19
3 173 EU-EC- 04 Professional Non EEA Years Female Medically Important Condition), Pneumonia (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Not immunisation - Not applicable - [n/a - n/a - n/a])
% 10011494986 Recovered/Not Resolved - )
% click or scan | L More
=| 174 12022-02- |Healthcare Non EEA |than 85 |Female Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis with COMIRNATY [TOZINAMERAN] (S- COVID-19
2 EU-EC- 104 Professional thrombocytopenia syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
> Years
© 10011494971
5
>
- Jick
g Cick or sean | o, 05 02200 Non 65.85 Amnesia (n/a - Unknown - ), Aphasia (n/a - Unknown - ), Cerebrovascular accident (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S| 175 EU-EC- : 04 Healthcare Non EEA Vears Female |Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Condition aggravated (n/a - Unknown - ), immunisation - Not applicable - [n/a - n/a -
ﬁ 10011494800| : Professional Transient ischaemic attack (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
8
& dlick or sean A 2022-02-|Healthcare More Basal ganglia stroke (61d - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - I(\I:OC\O/[\I/?-IIQQ) E&ngfﬁmjm ]EA(S:TAR(CHADOZEI JEC)E
B 176 : Non EEA  |than 85 |Female |Other Medically Important Condition), Myalgia (n/a - Unknown - Other Medically Important Condition), Thrombosis (n/a - . o
g EU-EC- A I (04 Professional Vears Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10011494552 %3 : ¥ mp - Not applicable - [1d - n/a - Intramuscular])
g -
e}
% click or scan |3 i COVID-19 VACCINE JANSSEN (AD26.COV2.S)
4 12022-02- |Healthcare 65-85 . . o . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
> . - - - - . . . .
i 177 EUEC |} L2 I Professional Non EEA Years Female [Asthenia (n/a - Fatal - Results in Death), Disorientation (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
% 10011494374 | =i [n/a - n/a - Unknown])
B
% click or scan |3 : Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically =~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
E| 178 il |2022-02- |Healthcare Non EEA 65-85 Female Important Condition), Left ventricular failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ EU-EC- 104 Professional Years Medically Important Condition), Myocardial ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
a 10011494197 Other Medically Important Condition) - Not applicable - [1d - n/a - Intramuscular])
=
2 click or scan |; : Non
Bl 179 202202\ yealtheare |EEA 0585 I\fale  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
g EU-EC- 7 |04 Professional Years - n/a-n/a])
S 10011494159,
click or scan | s L
180 2 (2022-02- |Healthcare EEA 65-85 Female Chest pain (n/a - Fatal - Results in Death), Platelet count decreased (n/a - Fatal - Results in Death), Pulmonary embolism | COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- 104 Professional Years (n/a - Fatal - Results in Death), Pulmonary infarction (n/a - Fatal - Results in Death) n/a - n/al)
10011493838
click or scan | ity
2022-02- |Healthcare More Death (n/a - Fatal - Results in Death), Nausea (1d - Fatal - Results in Death), Vaccination site pain (1d - Fatal - Results SPIKEVAX [COVID-19 MRNA VACCI.NE.
181 . EEA than 85 |Female |, .. . MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 104 Professional in Death), Vomiting (1d - Fatal - Results in Death)
10011493763 EE Years [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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494987&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494986&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494800&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494552&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494197&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011494159&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493763&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Date Qualification Regulatory Group Route])
Purposes
« dlick or sean 2022-02- | Healthcare 18-64 Coma (15d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Resuscitation (15d - Fatal - COMIRNATY [TOZINAMERAN] (S- Immunisation -
| 182 . EEA Male  [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ventricular fibrillation (15d - Fatal - Results in
I EU-EC- 104 Professional Years - . oo n/a - [n/a - 1{DF} - n/a])
) Death, Life Threatening, Caused/Prolonged Hospitalisation)
8 10011493715 o
8_ Asthenia (40d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (40d - Fatal - Results in
L lick or scan | s . Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Gangrene (40d - Fatal - Results in
® clicK or scan | s Death, Sp: > , angr Results in AMERAN] (S-
[a) 183 "2 (2022-02- II;IZ:] theare EEA 1\]1[;);68 5 [Male Death, Caused/Prolonged Hospitalisation), Movement disorder (40d - Fatal - Results in Death, Caused/Prolonged mﬁﬁgﬁ ggzxamlicable [ d(_S 3;1“?{”}19
g EU-EC- 7, |04 Professional Vears Hospitalisation), Renal failure (40d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (40d - Fatal - Ttramuscular]) PP ’
7] 10011493649 Results in Death, Caused/Prolonged Hospitalisation), Urinary retention (40d - Fatal - Results in Death, Caused/Prolonged
5 Hospitalisation), Wheelchair user (40d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
§ Abdominal pain upper (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 (10d -
8 click or scan |3 Recovered/Resolved - Other Medically Important Condition), Functional gastrointestinal disorder (n/a - Unknown - Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
184 2022-02- | Healthcare Non EEA 18-64 Female Medically Important Condition), Gastric cancer (n/a - Fatal - Results in Death, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o |04 Professional Years Hepatic cancer (n/a - Fatal - Results in Death, Other Medically Important Condition), Lung neoplasm malignant (n/a - Fatal|(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
) 10011493448 - Results in Death, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other |- Not applicable - [1d - n/a - Intramuscular])
IS Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
‘g click or scan | :az : COVID-19 VACCINE ASTRAZENECA (CHADOX1
S : gl | 2022-02- | Healthcare 18-64 — . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - :
E 185 EU-EC- I Professional Non EEA Vears Male  |Pericardial haemorrhage (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [0y
@ 10011493444 - n/a - Intramuscular])
(8]
5 .
3 dlick or sean |; 0 02200 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
©| 186 . Non EEA Female [Chest pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
a EU-EC- 7, |04 Professional Years na - Intramuscular])
g 10011493415
5
1S click or scan |z : COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
g 187 3 il (2022-02- (Healthcare Non EEA 18-64 Female Cyanosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
<% EU-EC- 3 |04 Professional Years Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
% 10011493411 Unknown - [n/a - n/a - Intramuscular])
>
] click or scan | s COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
% 188 2022-02- | Healthcare Non EEA 18-64 Female Cyanosis (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (1/a - Fatal - Results in Death, - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
w EU-EC- 04 Professional Years Caused/Prolonged Hospitalisation) ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
% 10011493411 Unknown - [n/a - n/a - Intramuscular])
£
i ot ¥ 12022-02- [Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
£ 189 ; : Non EEA Male  |Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= EU-EC- 7 |04 Professional Years a - Intramuscular])
2 10011493410,
ko
g click or scan | ;3 L Non
O 190 3202202 | althcare |EEA 6585 | pemale  |Cardiac disorder (1d- Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 3 |04 Professional Years n/a - [n/a - n/a - Intramuscular])
10011492785
click or scan | ;g ) ) . . . SPIKEVAX [COVID-19 MRNA VACCINE
2022-02- |Healthcare EEA 18-64 Ml Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Multiple organ dysfunction syndrome |MODERNA (CX-024414)] (S- COVID-19
P11 puEc 3 (04 Professional | " Years @€ |(n/a- Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
10011492504 & : Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493649&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493448&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493444&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493411&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493411&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011493410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492504&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 23 of 2352

Primary
EV . Source . . . .
Primar: Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Sourcey Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |3 Non SPIKEVAX [COVID-19 MRNA VACCINE
N 2022-02- 18-64  [Not , 4 - MODERNA (CX-024414)] (S- COVID-19
N - R
S 192 EU-EC- = 04 Eﬂ;ﬁf&l Non EEA Years  |Specified Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
g' 10011492363 i Unknown])
<L_g_ Cognitive disorder (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dehydration (n/a -
% Fatal - Results in Death), Delirium (n/a - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a -
a click or scan | L Non Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Fatal - Results in Death),
g 193 a1 2022-02- Healthcare Non EEA 65-85 Female Headache (n/a - Fatal - Results in Death), Hypothermia (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
7] EU-EG |3 L3 (04 Professional Years Condition), Lethargy (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - immunisation - Not applicable - [1d - n/a - n/a])
o Results in Death), Pyrexia (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death er Medically
5 10011492096 Pyrexia (n/a - Fatal n/a - Fatal Other Medicall;
@ Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition),
‘§ Urosepsis (n/a - Fatal - Results in Death, Other Medically Important Condition)
g click or scan |: .
194 2 2022-02-|Healthcare Non EEA 65-85 Male Arrhythmia (n/a - Fatal - Results in Death, Other Medically Important Condition), Sudden death (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
-EC- oy rotessional ears Death, er Medically Important Condition immunisation - Not applicable - -n/a-n/a
% EU-EC % 04 Professional Y Other Medically Imp Conditi i isation - Not applicable - [1d - n/a - n/;
S 10011492093
g lick i
= click or scan | ;m® LR
3 i i 2022-02- | Healtheare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
wi 195 EU-EC- 04 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
8 : Intramuscular])
5 10011492038
ﬁ lick ¥ Arrhythmia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
© click or scan | A Non More Condition), Cardiac failure congestive (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
=} 196 gl 2022-02- Healthcare Non EEA  [than 85 |Female |Other Medically Important Condition), Immunisation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged TOZINAMERAN [TOZWAWRAM (S- COVID-19
& EU-EC- j (04 Professional Years Hospitalisation, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Life immunisation - Not applicable - [1d - n/a - n/a])
g 10011492037 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
% Blood pressure decreased (n/a - Unknown - Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal -
‘gn Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Choking (n/a - Unknown - Other Medically
%-:) Important Condition), Cough (n/a - Unknown - Other Medically Important Condition), Crying (n/a - Unknown - Other
2 dlick or scan Medically Important Condition), Dizziness (n/a - Fatal - Results in Death), Eye pain (n/a - Unknown - Other Medically
© L : Non Important Condition), Fatigue (n/a - Unknown - Other Medically Important Condition), Haemoptysis (n/a - Fatal - Results
% 197 | i » 3222-02- Healthcare ~ [Non EEA ?{zﬁ: Male  |in Death), Haemorrhage (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Heart rate increased mﬁgﬁgﬁ ggﬁlNﬁggﬁS‘_Aﬁ] d(_Sl;/gx_)n\;l;]))'w
10011492030 - Professional (n/a - Unknown - Other Medically Important Condition), Hypertension (n/a - Unknown - Other Medically Important PP
g Condition), Increased upper airway secretion (n/a - Fatal - Results in Death), Lethargy (n/a - Fatal - Results in Death),
g Malaise (n/a - Unknown - Other Medically Important Condition), Respiratory arrest (n/a - Unknown - Other Medically
= Important Condition), Thrombotic stroke (n/a - Fatal - Results in Death), Vision blurred (n/a - Fatal - Results in Death),
E_ Visual impairment (n/a - Unknown - Other Medically Important Condition)
£ i [
L dlick or scan i 2022-02- | Healthcare More Altered state of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |COMIRNATY [TOZINAMERAN] (S - COVID-19
21 198 EU-EC- : 04 Professional Non EEA  [than 85 |Female |Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [1d - n/a -
% 10011492027 o Years Important Condition) Intramuscular])
© Abdominal pain (n/a - Fatal - Results in Death), Arterial thrombosis (n/a - Fatal - Results in Death), Atrial fibrillation
(n/a - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (n/a - Fatal - Results in Death),
click or scan | L Non Gastrointestinal disorder (n/a - Unknown - ), Influenza like illness (n/a - Fatal - Results in Death), Nausea (n/a - Fatal -
199 al (2022-02- Healthcare Non EEA 65-85 Female Results in Death), Peripheral swelling (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Other Medically ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 104 Professional Years Important Condition), Sepsis (n/a - Fatal - Results in Death, Other Medically Important Condition), Small intestinal immunisation - Not applicable - [1d - n/a - n/a])
10011492020 : obstruction (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in
Death, Other Medically Important Condition), Vaccination site erythema (n/a - Fatal - Results in Death), Vaccination site
pain (n/a - Fatal - Results in Death), Vaccination site rash (n/a - Fatal - Results in Death)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492363&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492093&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492038&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492030&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011492020&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Agitation (n/a - Fatal - Results in Death), Angioedema (n/a - Fatal - Results in Death), Anxiety (n/a - Fatal - Results in
« click or scan | Death), Bronchospasm (n/a - Fatal - Results in Death), Chest discomfort (n/a - Fatal - Results in Death), Dizziness (n/a -
g 200 2022-02- Healthcare Non EEA 65-85 Male Fatal - Results in Death), Feeling of body temperature change (n/a - Fatal - Results in Death), Headache (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
m EU-EC- 1 (04 Professional Years Results in Death), Influenza like illness (n/a - Fatal - Results in Death), Mouth ulceration (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a - n/a])
=} 10011491989 Death), Pyrexia (n/a - Fatal - Results in Death), Rash (n/a - Fatal - Results in Death), Urticaria (n/a - Fatal - Results in
8 Death), Vaccination site pain (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
§ click or scan |
3| e |3 _ YR Eﬁte};;zf | [Non EEA gseﬁ: Male  |Myocardial ischacmia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) mgﬁgf ggﬁgﬁgﬁ?ﬁ] d(_sl;/;:?nw/;;w
f’g’ 10011491977
g
-§ click or scan | ;g3 Non
| 202 2022-02- Healthcare EEA 65-85 Female General physical health deterioration (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), |COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- |04 Professional Years Pyrexia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
rofession:
3 10011491959
E click or scan || Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest discomfort (n/a - Fatal -
k=l —— Non Results in Death), Coma (n/a - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - Fatal -
@ 203 | Lupc = 3222_02_ Healthcare ~ [Non EEA g)etciﬁ ogfemale |Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death, Other mﬂﬁgl ggﬁmﬁgﬁw d(_sr;/gx_)nw/;]ilg
B 10011491948 P Professional Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown - ), Seizure (n/a - Fatal - PP
w Results in Death, Other Medically Important Condition)
8 .
5 click or scan |
3 204 : 21 2022-02-|Healthcare Non EEA 65-85 Male Bronchospasm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- (04 Professional Years Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
[a} 10011491935 ;
3
[}
E dlick orsean Non COMIRNATY [TOZINAMERAN] (S - COVID-19
HE (2022-02- Not Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ) S . )
»g,) 205 EU-EC- B (04 E:(?Il"g;;:i?)rr?al EEA Specified Male Cxil dition) ( E—— ged Hosp ¥ mp immunisation - Not applicable - [n/a - n/a - n/a])
%—:) 10011491903
z
< TOZINAMERAN [TOZINAMERAN] (S- COVID-19
% immunisation - Not applicable - [1d - n/a - n/a]),
g [A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
) (A’HONGKONG4801/2014, X-263B),
E B/BRISBANE/60/2008-LIKE STRAIN
.?n. click or scan || | Arrhythmia (n/a - Fatal - Results in Death), Body temperature increased (990min - Recovered/Resolved - ), Fatigue (n/a-  |(B/BRISBANE/60/2008, WILD TYPE),
= — X [022-00- Non 18-64 Not Recovered/Not Resolved - ), Heart rate increased (n/a - Not Recovered/Not Resolved - ), Left ventricular dysfunction (n/a|A/CALIFORNIA/7/2009 (HIN1)PDMO09-DERIVED
< | 206 EU-EC- : 04 Healthcare Non EEA Vears Male |- Fatal - Results in Death), Myalgia (n/a - Not Recovered/Not Resolved - ), Myocarditis (n/a - Fatal - Results in Death, |STRAIN USED (NYMC X-181), AAHONG
3 10011491861 P Professional Other Medically Important Condition), Oropharyngeal pain (n/a - Recovered/Resolved - ), Product use issue (n/a - Unknown - | KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
B ), Tachycardia (n/a - Unknown - ) KONG4801/2014, X-263B), B/BRISBANE/60/2008-
g LIKE STRAIN (B/BRISBANE/60/2008, WILD
(8] TYPE), AMICHIGAN/45/2015 (HIN1)PDM09-LIKE
STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
INFLUENZA VACCINE] (S - Immunisation - Not
applicable - [1d - n/a - n/a])
dlick or sean : More COMIRNATY [TOZINAMERAN] (S- COVID-19
207 a (2022-02-|Healthcare Non EEA  |than 85 |Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results immunisation - Not applicable - [1/a - n/a -
EU-EC- 04 Professional in Death, Other Medically Important Condition), Hypopnoea (n/a - Unknown - Other Medically Important Condition) pplicable - {na - /a
10011491834) § L 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491989&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491948&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491935&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491903&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491861&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491834&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
N 2022-02- |Healthcare 65-85 . . . . - 024414) [COMID-19 MRNA VACCINE MODERNA
N - R - -
S 208 EUEC | o 04 Professional Non EEA Vears Male  [COVID-19 (n/a - Unknown - ), Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
S 10011491710| &8 applicable - [n/a - 1{DF} - Unknown])
1
2- click or scan | 5 SPIKEVAX [COVID-19 MRNA VACCINE
© 2 2022-02- Healthcare 18-64 . . MODERNA (CX-024414)] (S- COVID-19
; - - ) . e ;
o| 209 EU-EC- .y (04 Professional Non EEA Years Male  |Coronary artery disease (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
3 10011491667 3 Unknown])
£
S . :
R click or scan |z More
= 2022-02- |Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
-g 210 EU-EC- 104 Professional EEA 2?:;585 Female - Death {nfa - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10011491531
% click or scan | i i
= 2022-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
k= ; - - ) . S
g 21 EU-EC- by |04 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
5 10011491528
>
m
8
§ click or scan
< S B 022-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
_EC- TET . - - Results in Death) . S
g 212 10(51{4]::)?527 04 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
5]
kS
;
‘gﬂ click or scan |3 : SPIKEVAX [COVID-19 MRNA VACCINE
=1 (2022-02- [Healthcare 65-85 .. . . . MODERNA (CX-024414)] (S- COVID-19
%;;‘ W puRc L3 |04 Professional | oM EEA  |yrears  [Male  |Headinjury (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
s 10011490841 Unknown])
é click or scan | ; - SPIKEVAX [COVID-19 MRNA VACCINE
[a) 2l (2022-02- |Healthcare 18-64 . . . . .. MODERNA (CX-024414)] (S- COVID-19
‘QE; 214 EU-EC- 3|04 Professional Non EEA Vears Male  |Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) . isation - Not applicable - [n/a - 1{DF} -
£ 10011490840 Unknown])
>
=3
? lick or scan | 3 More Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX1
& 215 i 2022-02- | Healtheare Non EEA  [than 85 |Female |Results in Death, Caused/Prolonged Hospitalisation), Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
B EU-EC- i1 (04 Professional Vears Hospitalisation) > E———— (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - - n/a - Intramuscular
g 10011490742, P Not applicable - [1d-n/a- I ul
(¢}
click or scan | = 72B Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |{COVID-19 VACCINE ASTRAZENECA (CHADOX1
216 2022-02- |Healthcare Non EEA 65-85 Male Condition), Embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |zE 04 Professional Years Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011490737 Hospitalisation, Other Medically Important Condition) - Not applicable - [1d - n/a - Intramuscular])
click or scan | : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
il (2022-02- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] R - Unkn
217 EU-EC- m E:jggsciir;al Non EEA Specified Male  [Pulmonary thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10011490687 n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491710&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491531&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011491527&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490840&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490687&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
dlick or scan || Arterial thrombosis (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results
—— A in Death), Dizziness (n/a - Fatal - Results in Death), Feeling cold (n/a - Fatal - Results in Death), Hypotension (n/a - ME
g 28 | popc » 3222-02- Efjg;;ifa] Non EEA 3;?_2 Female |Fatal - Results in Death), Palpitations (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in mﬂggﬁ [Tllrcgzamlicabl{:/-xﬁ] d(_s]-vg)x;%w
m 10011490631 - Death), Sudden death (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - PP
Q Results in Death)
1
=) . [ Decreased appetite (n/a - Fatal - Results in Death, Other Medically Important Condition), Dysphagia (n/a - Fatal - Results CCINE RAZE CHADO
% lick or sean (5 ) 5022-02- | Healthcare 65-85 in Death, Other Medically Important Condition), General physical health deterioration (n/a - Fatal - Results in Death I(\IZOC\O/[\I/—)-I{)Q) E&WDI?&FXCUNENESI‘AR(AZENECXAI
ajf 219 : . Non EEA Female |Other Medically Important Condition), Huntington's disease (n/a - Fatal - Results in Death, Other Medically Important . .
- EU-EC- |04 Professional Years . . - . - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
3 10011490471 Condition), Hypophagia (n/a - Fatal - Results in Death Other Medically Important Condition), Lethargy (n/a - Fatal - - Not applicable - [1d- n/a - Intramuscular])
g Results in Death, Other Medically Important Condition)
g_ 'VAXZEVRIA SUSPENSION FOR INJECTION
= click or scan |; COVID-19 VACCINE (CHADOX1-S
'EE_ 220 2022-02- Healthcare EEA 65-85 Male COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), [RECOMBINANT ) [COVID-19 VACCINE
EU-EC- 04 Professional Years Vaccination failure (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |[ASTRAZENECA (CHADOX1 NCOV-19)] (S-
10011490438 Immunisation - Not applicable - [n/a - .5mL -
) Intramuscular])
5 click or scan | ;e
k=2 e ; Non . N . - COMIRNATY [TOZINAMERAN] (S- COVID-19
: -02- - eadac - - X - - , - - S .
=1 221 . 2022-02 Healthcare EEA 18-64 Female H he'(l 1d - Fatal - Results in Death), Hypertensive crisis (11d - Fatal - Results in Death), Vomiting (11d - Fatal immunisation - Not applicable - [n/a - 1{DF} -
S U-EC- ) |04 Professional Years Results in Death) Intramuscular])
T 10011490085
;q_’j e
5 click or scan |zt i
3 : % 2022-02- Healthcare 65-85 . VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
| 222 o . EEA Male  [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
© EU-EC 3|04 Professional Years - Not applicable - [n/a - .5mL - Intramuscular])
af 10011490075 E PP :
o :
kS click or scan | s ; Non
1S 3l (2022-02- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - Results in Death), - - Results in Death) . o
5 223 BU-EC- 2 |04 Eﬁ;ﬁf& EEA Vears Male  [COVID-19 (14d - Fatal - Results in Death), Respiratory fatigue (14d - Fatal - Results in Death immunisation - n/a - [n/a - 3mL - Intramuscular])
<% 10011490065 ;]
= click or scan | g 8 | 022.02- Heattheare 65.85 Acute myocardial infarction (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Malaise (Id- |[COMIRNATY [TOZINAMERAN] (S- COVID-19
Z| 224 : : EEA Female |Fatal - Results in Death), Metabolic acidosis (1d - Fatal - Results in Death), Nausea (1d - Fatal - Results in Death), immunisation - Not applicable - [n/a - 30ug -
EU-EC- 04 Professional Years . L .
% 7 Shock (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) Intramuscular])
® 10011489867
o
T
IS click or scan |z : Non
= 5 |2022-02- 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
- R
fé?_ 225 BU-EC- e |04 Ereai‘thciar; | EEA Vears Female |Fatigue (6d - Fatal - Results in Death) - n/a- n/a])
E 10011489633 oressiond
=y
% dlick or sean & 5022-02- Non 18-64 Arthralgia (n/a - Fatal - Results in Death), Back pain (n/a - Fatal - Results in Death), Chest discomfort (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 226 : Healthcare Non EEA Female [Results in Death), Chest pain (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death, Other ) P .
(@] EU-EC- i (03 . Years - b immunisation - Not applicable - [1d - n/a - n/a)])
Professional Medically Important Condition)
10011489224 ;
Death (0d - Fatal - Results in Death), Epilepsy (42d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
click or scan |; Medically Important Condition), Movement disorder (32d - Fatal - Results in Death, Disabling, Other Medically Important
. p0m-02 30 6585 |\, |Condition), Paralysis (32d- Fatal - Results in Death, Disbling, Other Medically Important Condition). Rehabiltation %Rggsgzﬂggg&‘)"“[T%;I’?\IOCIMI JERAN] -
EU-EC- 03 Professional Years therapy (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Seizure COVID-19 - n/a - [n/a - n/a - n/a])
10011489125 ; (42d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Speech disorder
(32d - Fatal - Results in Death, Disabling, Other Medically Important Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490631&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490471&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490075&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011490065&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011489867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011489633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011489224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011489125&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
'VAXZEVRIA SUSPENSION FOR INJECTION
« click or scan | L COVID-19 VACCINE (CHADOX1-S
N 228 i (2022-02-|Healthcare EEA 18-64 Male COVID-19 (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), [RECOMBINANTT]) [COVID-19 VACCINE
m EU-EC- 03 Professional Years Vaccination failure (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |ASTRAZENECA (CHADOX1 NCOV-19)] (S-
=} 10011488644 Immunisation - Not applicable - [n/a - .5mL -
8 Intramuscular])
©
(a]
3 click or scan
g B 2022-02- | Healthcare 65-85 COVID-19 pneumonia (11d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (11d[COMIRNATY [TOZINAMERAN] (S - COVID-19
S| 229 EU-EC- 03 Professional EEA Vears Male |- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination failure (11d - Fatal - Results |[immunisation - Dose not changed- [1d-n/a-n/a-
§ 10011488476 in Death, Life Threatening, Caused/Prolonged Hospitalisation) More in ICSR])
3
g click or scan |;
S — 9022-02- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
B| 230 EU-EC. 03 Professional EEA than 85 |Female [COVID-19 pneumonia (29d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
@ 10011488321 . Years Intramuscular])
o
@ click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 2022-02- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5
/ . - -
3 231 EU-EC- 03 Professional Non EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
% 10011487788 n/a - Intramuscular])
o
g click or scan |3 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
o 2022-02- 18-64 . . . . R NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£| 232 EUEC |8 03 Eﬁ;ﬁf& Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Leg amputation (n/a - Unknown - Disabling) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
5 10011487779| =i - n/a - Intramuscular])
=)
e}
% click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
> 2022-02- 18-64  Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - ;
T 23| puEC |; 03 peaneare - NONEEA - Iyenrs |specifieg CorePra! disorder (na - Fatal - Results In Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
g 10011487710 - n/a - Intramuscular])
s
% click or scan | zaz : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ 24 (2022-02- Not - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S|P BuEC 203 Eﬁ;ﬁfg " Non EEA o ifiedFemale [Thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
=2 10011487608 n/a - Intramuscular])
=
z click or scan |; i
B 235 o (2022-02- |Healthcare Non EEA 65-85 Female Generalised tonic-clonic seizure (n/a - Fatal - Results in Death, Other Medically Important Condition), Seizure (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- 03 Professional Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
¢} 10011487021 5
— 2022-02-|Healthcare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
236 EU-EC- 03 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011486933 wa - Intramuscular])
dlick or sean | Non . . ‘ TOZINAMERAN [TOZINAMERAN] (S - COVID-19
2022-02- 18-64 Dyspnoea (215d - Not Recovered/Not Resolved - Other Medically Important Condition), Thrombosis (215d - Fatal - Results |. o .
237 Healthcare Non EEA Female |, - - immunisation - Not applicable - [n/a - n/a -
EU-EC- 03 Professional Years in Death, Other Medically Important Condition) P I
10011486517 rofession: arenteral])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011488644&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011488476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011488321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011487788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011487779&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011487710&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011487608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011487021&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011486933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011486517&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa tent | Reaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | Non
N 2022-02- 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
N - - . . . .
S 238 EUEC |38 03 Eﬁgsl;:iirgal Non EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
g' 10011485974/ =¥
8_ Bacteraemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
% Important Condition), Cardiorenal syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
a Hospitalisation, Other Medically Important Condition), Dementia (n/a - Fatal - Results in Death, Life Threatening,
g click or scan | More Caused/Prolonged Hospitalisation, Other Medically Important Condition), Endocarditis (n/a - Fatal - Results in Death, Life
2| 239 2022-02- |Healthcare Non EEA  |than 85 [Female Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypernatraemia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
o -EC- rotessional Years Results in Death, Life eatening, Caused/Prolonged Hospitalisation, cr cally Important Condition), Pleural 1mmunisation - Not applicable - [n/a - n/a - n/a
5 EU-EC 03 Professional Life Thr ing, Caused/Prolonged Hospitalisation, Other Medically I Condition), Pleural i isation - N licable - [n/a - n/a - n/:
@ 10011485930 effusion (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
‘§ Condition), Respiratory distress (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
] Medically Important Condition), Urosepsis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
g Hospitalisation, Other Medically Important Condition)
% click or scan |; Non
S| 240 202202 | ealthcare |EEA 1864 |\ fale Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
S EU-EC-  |u 03 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
© 10011485919
E]
m
;__;'5 dlick or sean : 2022-02- | Healthcare 18-64 COVID-19 (n/a - Fatal - Results in Death, Life Threatening), Capillary leak syndrome (n/a - Fatal - Results in Death, Life COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
§ 241 EU-EC- : 03 Professional EEA Vears Female |Threatening), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Life Threatening), Rhabdomyolysis (n/a " Wa - n/a])
it 10011485844 - Fatal - Results in Death, Life Threatening), Shock (n/a - Fatal - Results in Death, Life Threatening)
o}
o
g click or scan | j N SPIKEVAX [COVID-19 MRNA VACCINE
® 21 9022-02- | on " 18-64 | . " dicall it MODERNA (CX-024414)] (S- COVID-19
£ 242 BUEC- | S 03 Eea%t care | Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - 1 {DF} -
E 10011485808 " rolessiona Unknown])
g
% click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
> -02- - A CCINE RAZENE
T 243 EU-EC- 3(3)22 02 Healthcare Non EEA ;86 a?: Male  |Hospitalisation (5wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation) m))(l[?(\gall 99)]\/?3 -n/a- ASTUIlkIlOWIl - [11/(;é
H 10011485751 Professional 1/a - Intramuscular])
s
o
T click or scan | L Multiple organ dysfunction syndrome (10d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
£l L 312020-02-| Healtheare | 18:64 |\, (Other Medically Important Condition). Peripheral swelling (n/a - Unknown - Caused/Prolonged Hospitalisation, Other ?Owjgﬁg: ggim‘li“c‘amblmflfgx{}w
- EU-EC- 03 Professional Years Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Intramuscular]) PP
= 10011485642 Hospitalisation, Other Medically Important Condition)
<
= dlick or sean |3 A . A . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 245 2022-02- |Healthcare Non EEA 18-64 Male Hypotension (n/a - Fatal - Results in Death, Life Threatening), Syncope (n/a - Fatal - Results in Death, Life (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
§ EU-EC- 1 (03 Professional Years Threatening), Tachycardia (n/a - Fatal - Results in Death, Life Threatening) na - Intramuscular])
O 10011485539 )
click or scan | S More
24 (2022-02-|Healthcare ) COMIRNATY [TOZINAMERAN] (S - COVID-19
A - - . S
246 EU-EC- 03 Professional EEA than 85 Female |Death (n/a - Fatal - Results in Death) immunisation - n/a - [/a - 14DF? - Intramuscular
Years
10011484832,
click or scan | ;s : COVID-19 MRNA VACCINE MODERNA (CX-
= (2022-02- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N~
71 puEC SR 03 Professional TN |Years |MAle  |Death (wa-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - /a - [1d
10011484813 Th - 1{DF} - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485919&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485751&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011485539&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484813&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
N lick or scan |3 & |22 Non " COMIRNATY [TOZINAMERAN] (S- COVID-19
| 248 EU-EC 03 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
« -EC- ;
g. 10011484794 Professional Intramuscular])
1
e lick or scan
o c ; -
g 249 1 2022-02- |Healthcare EEA 65-85 Male COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - mﬁgﬁgﬁ [TOZ%%“I:IA_IT]I Eis- 1%;;,;?'19
- EU-EC- |& 03 Professional Years Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]) s
3 10011484705/ = :
[2]
£
g_ COVID-19 MRNA VACCINE MODERNA (CX-
= 024414) [COVID-19 MRNA VACCINE MODERNA
lick b s y ) . coi
] click or scan | b 19022-02- [ Healthcare More COVID-19 pneumonia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (2d - Fatal - gcﬁigjti: 1_4[)1] d(—sl fg}fﬁ;gﬂﬂﬁ}? on - Not
250 | puEC Professional | EEA than 85 (Male  |Results in Death, Caused/Prolonged Hospitalisation) PP )
U-EC 03 rofession: Years VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
@ 10011484680 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
IS - Not applicable - [113d - 2{DF} - Intramuscular])
k=)
'(>; COVID-19 MRNA VACCINE MODERNA (CX-
5 dlick or scan 024414) [COVID-19 MRNA VACCINE MODERNA
> LUCK OF Sedll | 4y = . . .
"_L! 4 (2022-02-|Healthcare More COVID-19 pneumonia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (2d - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
8| 1| purc 03 Professional [0 than 85 \Male | ults in Death Caused/Prolonged Hospitalisation) applicable - [1d - 1 {DF} - Intramuscular]),
5 10011484680 Years VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
3 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% - Not applicable - [113d - 2{DF} - Intramuscular])
o
- click or scan |; ;
5 55 |5022-02- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
T 252 EU-EC & 03 P . EEA Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1{DF} -
g -EC- F: rofessional Years Intramuscular])
% 10011484604
g .
%—; click or scan |z : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
il 12022-02- 18-64  |Not - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) R -
%. 253 BU-EC- 2 03 Eﬁt;slscizrgal Non EEA Years  |Specified Thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
g 10011484524 ; n/a - Intramuscular])
g click or scan || COVID-19 VACCINE ASTRAZENECA (CHADOX1
E T 42022-02- | Healthcare 65-85 Death (n/a - Fatal - Results in Death), Drug level increased (n/a - Recovering/Resolving - ), Troponin increased (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- | 254 EU-EC th | P . Non EEA Female - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
= -EC- i rofessional Years Recovered/Not Resolved - Other Medically Important Condition) N licable - [n/a - n/a - n/al). [CLOZAPINE] (S
3 10011484307} ; - Not applicable - [n/a - nva - n/a]), [ 1(S-
=2 Schizophrenia - Not applicable - [n/a - 425mg - Oral])
=
_'5; click or scan |: Non
; 2022-02- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
% 255 EU-EC- 03 Ereallcthciar: | EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
g 10011483927 3 oressiond
click or scan |3 : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
24 (2022-02- 18-64 ) . - . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
256 EU-EC- 03 lf)lﬁ;kslsci?)r;al Non EEA Vears Male |Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10011483441 : n/a - Intramuscular])
click or scan |: Non
257 202202 | ealthcare  |EEA 6585 | pemale |Tilusion (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 03 Professional Years - n/a - n/aJ)
10011483148

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484794&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484705&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484604&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484524&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011484307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011483927&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011483441&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011483148&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
]
N
3 click or scan N Cerebral thrombosis (n/a - Fatal Other Medically T Condition), Pain (n/a - Fatal
& I 3z . | Non rebral thrombosis (n/a - Fatal - Results in Death er Medically Important Condition), Pain (n/a - Fatal - Results in B
2| 258 2022-02 Healthcare Non EEA Not .~ Male |Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Other Medically Important TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
9 EU-EC- 03 Professional Specified Condition) immunisation - Not applicable - [n/a - n/a - n/a])
@ 10011483109
©®
(a)
3
£ ‘
8 clickor scan [ B | 000.02. [Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
£ 259 BU-EC- : 03 Healthcare EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} -
g 10011483012 Professional Intramuscular])
] click or scan |3 i Acute kidney injury (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aortic thrombosis (6d - Fatal - )
IS 260 "1 2022-02-|Healthcare EEA i\ﬁg;eg 5 [Fomale [Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure (6d - Fatal - Results in Death, Caused/Prolonged mﬁﬁgﬁ ggilNﬁgﬁSﬁ/ﬁ 1({-32;[ l_)19
= EU-EC- 1 (03 Professional Vears Hospitalisation), Leriche syndrome (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (6d - Fatal Intramuscular]) PP
3 10011482848 - Results in Death, Caused/Prolonged Hospitalisation)
1'-:3 lick
click or scan |3 i
8 ¥, 12022-02- [Healtheare 65-85 ) COMIRNATY [TOZINAMERAN] (8 - COVID-19
£| 261 EU-EC- 1.0, 1P Professional EEA Vears Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
@ 10011482666 ; Intramuscular])
8
g lick or scan | ; 2002-02- Non 65-85 COVID-19 pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chest pain (n/a |COMIRNATY [TOZINAMERAN] (S - COVID-19
o| 262 EU-EC- 03 Healthcare EEA Vears Male |- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Not immunisation - Not applicable - [n/a - 1{DF} -
g 10011481999 Professional Recovered/Not Resolved - Caused/Prolonged Hospitalisation) Intramuscular])
=)
< click or scan | ;g Non Encephalitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lung
%_; 263 2022-02- Healthcare EEA 65-85 Male neoplasm malignant (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
%‘ EU-EC- 03 . Years Condition), Myelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important - n/a - n/aJ)
< 10011481937 Professional Condition)
B
= !
> click or scan . N
2 Y 12020-00- om 65.85 A SPIKEVAX [COVID-19 MRNA VACCINE
£ 264 EU-EC. =¥ (03 A EEA Y Male  |Cardiac death (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
3 -EL : Professional cars [/a - 3{DF} - n/a))
j=3 10011481856
=
o
Abnormal behaviour (n/a - Unknown - ), Amnesia (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Decreased appetite (n/a - ME ME
% click or scan | ix+" Non Unknown - ), Disturbance in attention (n/a - Unknown - ), Epistaxis (n/a - Unknown - ), Fall (n/a - Unknown - ), Feeling cold %ﬂsation%oﬁ?ﬁgble E%N]ng_ S/g]\)/[]}w
jo { 2022-02- Not (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), ) Sl i
O] 265 EU-EC- 13 |03 Ere(?g;sciirr?al Non EEA Specified Male Indifference (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important L;?g&?m\/&&q%g}?; $)U]?1]l?n]:)/1]vwgs— _[:/gofhf/; )
10011481162 T Condition), Pain (n/a - Unknown - ), Respiratory disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive wa))
to stimuli (n/a - Unknown - Other Medically Important Condition)
clidcorsan | A, 202-00. Non 65-85 Nervous system disorder (6d - Fatal - Resullts in Death, Caused/Prolonged Hospitalisation, Other Medically Tmportant | VA ZC VRIA [COVID-19 VACCINE ASTRAZENECA
266 ; Healthcare  [EEA Female OLS Y SESws 10 Deatd, P g Y imp (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -
EU-EC- i (03 . Years Condition)
10011480266 : Professional 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011483109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011483012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011482848&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011482666&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011481999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011481937&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011481856&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011481162&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011480266&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
dlick or sean Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - Other Medically Important COVID-19 VA AST ocn IENECA ( Xl
Q| 267 2022-02-|Healtheare g ppa (0585 g e Condition), Influenza like illness (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Fatal - NCOV-19) [COVID-19 VA ASTRAZENECA
S EU-EC- 14 (03 Professional Years Results ir; Death ? (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g' 10011480167, ] - Not applicable - [1d - n/a - Intramuscular])
1
(-Q,D- click or scan | ; More
g 268 2022-02- | Healthcare EEA than 85 |Female Acute respiratory distress syndrome (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - COMIRNATY [TOZINAMERAN] (S - Immunisation -
- EU-EC- .y (03 Professional Years Fatal - Results in Death), Myocarditis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a- [n/a - 3{DF} - n/a])
2 10011480125 :
[} T
R click or scan | ;LB L
= : &1 (2022-02- |Healthcare 65-85 . . . . o COMIRNATY [TOZINAMERAN] (S - Immunisation -
'g 269 EUEC |k 03 Professional EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) na - [n/a- 1{DF} - n/a - More in ICSR])
10011480086|
:
= click or scan . X7 RAZENE
4 2022-02-|Healtheare 65-85 Death (n/a - Fatal - Results in Death) wﬁgg\\/ﬂ Bﬁg(sVAI?namﬁan ~n/a- [x?//;
@ | 270 | EU-EC | i (03 Professional [EEA Years  |Female
El 10011480071 --SmL - Intramuscular])
m
;0_,)'
5
@ click or scan | ; - Non
o} =l (2022-02- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- -
% 271 BU-EC- 03 E:jg;;irsa] EEA Vears Female |Death (n/a - Fatal - Results in Death) Wa- [n/a- 1{DF} - n/a])
10011480000 }
[}
% click or scan | s ; Non
= 5 12022-02- 18-64 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
g 272 EU-EC- : 03 Eﬁt;slscizrgal Non EEA Years Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- n/a - n/a])
10011479688 &
z
§ click or scan | s :
] i (2022-02- (Healthcare 18-64 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
g 273 EU-EC- - 03 Professional EEA Vears Female |Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
T 10011479671 =3
£
E_ click or scan ;
E= t (2022-02- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
3o . - - - Results in Death) . S .
'; 274 EU-EC- R (03 Professional Non EEA Years Female | Cardio-respiratory arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1/a - n/a - n/a])
2 10011479656,
gol
g click or scan | ; :
© 275 4 (2022-02- (Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Cardiac failure congestive (n/a - Fatal - Results in Death), Sudden death (n/a| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- h 03 Professional Years - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10011479636 &
click or scan | L
276 i (2022-02- |Healthcare Non EEA 18-64 Male Inappropriate schedule of product administration (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 03 Professional Years Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10011479610,

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011480167&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011480125&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011480086&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011480071&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011480000&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479656&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479610&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | i - Non
N 5 (2022-02- 18-64 . . ” COMIRNATY [TOZINAMERAN] (S- COVID-19
N R -
S 277 EU-EC- 03 Hea]thqare Non EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
& 10011479608 E; Professional
g ;
8
@ click or scan | :x# More COVID-19 VACCINE ASTRAZENECA (CHADOX1
© 2022-02- Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
0| 278 EU-EC- 03 Professional Non EEA %1:;585 Female [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
3 10011479376 - Not applicable - [n/a - n/a - Intramuscular])
[2]
2 . g
g creotsan 1y More COMIRNATY [TOZINAMERAN] (S - COVID-19
= 2022-02- |Healthcare . . . s .
8| 2719 BU-EC- 03 Professional EEA than 85 |Female |Sepsis (n/a - Fatal - Results in Death), Septic shock (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
% 10011479364 . Years Intramuscular])
% click or scan | ;o : -
S| 280 =i (2022-02- |Healthcare EEA 65-85 Male Haemorrhage coronary artery (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
S EU-EC- L+ |03 Professional Years Myocardial rupture (n/a - Fatal - Results in Death), Pericardial haemorrhage (n/a - Fatal - Results in Death) n/a - Intramuscular])
(& 10011479250 ;
5
>
m
@ click or scan |;
5 2022-02- |Healthcare 18-64 T . . COMIRNATY [TOZINAMERAN] (S- COVID-19
5
; - - , - - . S
3 281 EU-EC- 03 Professional EEA Vears Female |Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - 1/a - [1Va - 1 {DF} - Intramuscular])
g 10011479138
o}
o
ol click or scan | Non More
o 282 2022-02- Healthcare EEA than 85 [Male Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Death ~ |COMIRNATY [TOZINAMERAN] (S - Immunisation -
% BU-EC- 03 Professional Years (/a - Fatal - Results in Death) n/a - [n/a - 3{DF} - n/a)
10011479104 :
=)
e}
%_; click or scan | - Non More
%. 283 i 2022-02- Healthcare EEA than 85 [Male Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - | COMIRNATY [TOZINAMERAN] (S - Immunisation -
c EU-EC- e |03 Professional Vears Fatal - Results in Death) n/a - [n/a - 3{DF} - n/a])
E 10011479080 ¥
8
ol click or scan | T Non COVID-19 VACCINE (AD26.COV2-S
£ u 2022-02- 18-64 [RECOMBINANTT) JANSSEN [COVID-19 VACCINE
£ - - Results in Death) e
g 284 EU-EC- |03 E:(?i‘g;sciirga] EEA Vears Male  [Death (n/a - Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
=3 10011479059, 1B [n/a - 1{DF} - n/a])
=
5 dlick or sean |5 : COMIRNATY [TOZINAMERAN] (S- COVID-19
B i (2022-02- | Healthcare 65-85 . . : vl X
g 285 EU-EC- 03 Professional EEA Vears Female [COVID-19 pneumonia (5d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
S 10011479024 B Intramuscular])
lick or scan |5 i 2022-02- | Healthcare 65-85 Aortic dissection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ]?;(I)I]SEE\@ [(%?(\_/([)]2}41‘91 4] (S/_X CVSVIDW
286 . on e o-respiratory arrest - Fatal - Results in Death, rolon, ospitalisation, er Medic: mportant . L .
B : Non EEA Female |Cardio-respiratory 1d - Fatal Caused/Prols Hospitalisation, Other Medically Imp
U-EC- L3 |03 Professional Years Condition) immunisation - Not applicable - [1d - 1{DF} -
10011478893 : Intramuscular])
dlick or sean | & 02200 Non ot VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
287 BU-EC. : 03 Healthcare Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011478610 x Professional n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479364&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479250&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479138&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479104&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479080&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479059&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011479024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011478893&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011478610&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |3 Non COVID-19 MRNA VACCINE MODERNA (CX-
N 2022-02- 18-64 . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
N - -
S 288 EU-EC- 03 Eﬁgsl;:iirgal Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
g' 10011478582, applicable - [n/a - 1{DF} - Unknown])
1
e lick or scan | i
o c ; :
g ; . |5002-00- | Healtheare 18-64 ' VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Of 289 . Non EEA Female [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
- EU-EG |3 03 Professional Years n/a - Intramuscular])
3 10011478488
g
o8 click or scan | ;g : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
IS L i (2022-02- 65-85 . . o . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R - , - -
8| 290 EUEC |3 03 Ereai‘thciar;al Non EEA Vears Male  [Syncope (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
g 10011478400 ofessio [Va - n/a - Intramuscular])
8 .
S click or scan | § Non JANSSEN COVID-19 VACCINE (AD26.COV2-S
5 2022-02-|pealtheare 65-85 Cardiac arrest (0d - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important [RECOMBINANT]) [COVID-19 VACCINE JANSSEN
3| 201 EU-EC- & 103 : EEA Yo Female |Condition) (AD26.COV2.9)] (S- COVID-19 immunisation - n/a -
© : Professional cars
E’ 10011478182 [n/a - n/a - n/a])
)
5 . L
@ dlick or scan |; 502202 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
w®| 292 : Non EEA Female |Hypoxia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
a EU-EC- ; 03 Professional Years - Tntramuscular])
= 10011477869/ 24 ]
g
g click or scan | ir# s COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
8 a1 (2022-02-|Healthcare 18-64 . . . . - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
5 2| EuEC 03 Professional | O" FEA |yeqrg  [Male  [Haematochezia (n/a - Fatal - Results in Death, Life Threatening) ASTRAZENECA (CHADOX] NCOV-19)] (S- n/a -
%'; 10011477868 Unknown - [n/a - n/a - Intramuscular])
>
8 click or scan |z COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [n/a
2022-02- |Healthcare 18-64 . . . . - n/a - n/a]), VAXZEVRIA [COVID-19 VACCINE
é 24 BUEC 2 |03 Professional | "M EEA  [yrears  [Male  [Haematochezia (n/a - Fatal - Results in Death, Life Threatening) ASTRAZENECA (CHADOXI NCOV-19)] (S- n/a -
% 10011477868 T Unknown - [n/a - n/a - Intramuscular])
£
?n' dlick or sean | ; i More Cerebrovascular accident (6d - Fatal - Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - Other Medically CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
Q. 2 (2022-02- Healthcare .. . . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ 295 . Non EEA  [than 85 |Male  |Important Condition), Pyrexia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vomiting (n/a - CHADO . .
= EU-EC- 5 |03 Professional Years Not Recovered/Not Resolved - Other Medically Important Condition) ( X1 NCOV-19)] (S- COVID-19 immunisation
2 10011477867 Y imp - Not applicable - [1d - n/a - Intramuscular])
ko
g click or scan | COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
(8] 2022-02- |Healthcare 18-64 . e - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
2 | pupc | 03 Professional | oM EEA [yrars  [Male  |[Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
10011477777| 2% (S- n/a - Unknown - [n/a - n/a - Intramuscular])
click or scan |: COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
2022-02- |Healthcare 18-64 . o - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
297 EU-EC- th 03 Professional Non EEA Vears Male  |Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
10011477777 3% (S- n/a - 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011478582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011478488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011478400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011478182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477777&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
N dlick or sean | 502202 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 298 EU-EC- 03 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
& 10011477741 '3 wa - Intramuscular])
=)
1
e lick or scan | ]
& clekorsean | o, ) 5022-02- | Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
ol 299 EU-EC 03 Professional on Years e minal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation - -n/a- own - [n/a -
RO : Non EEA Mal Abdominal pain (n/a - Fatal Caused/Prolonged Hospitalisati CHADOX1 NCOV-19)] (S- n/a - Unkny n/
Fl 10011477667| 33 i n/a - Intramuscular])
£
click or scan | ;a3 -
lick More COVID-19 MRNA VACCINE MODERNA (CX:
.’é 300 1 2022-02- Healthcare EEA than 85 |Female Acute respiratory failure (3d - Fatal - Results in Death), Cardiac failure (3d - Fatal - Results in Death), Pyrexia (3d - Fatal |024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 13 (03 Professional Vears - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
g 10011477061 y Unknown - [n/a - 1{DF} - Intramuscular])
g click or scan |3
E — 2002-02- Non 18-64 Back pain (n/a - Fatal - Results in Death), Burning sensation (n/a - Fatal - Results in Death), Cystitis haemorrhagic (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
B| 301 EU-EC- 03 Healthcare EEA Vears Male  |Fatal - Results in Death), Dysentery (n/a - Fatal - Results in Death), Hepatic neoplasm (n/a - Fatal - Results in Death), |immunisation - Not applicable - [n/a - .3mL -
3 10011476988 Professional Thrombosis (n/a - Fatal - Results in Death) Intramuscular])
o
@ click or scan | More COVID-19 MRNA VACCINE MODERNA (CX-
5 2022-02- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
5
; - - . L
3 302 EU-EC- 03 Professional EEA 21(1;11_585 Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
% 10011476592 [n/a - .5mL - Intramuscular])
o
g click or scan | ; Non
ke 303 2022-02- Healthcare ~ |[EEA 65-85 Female |Cerebrovascular accident (0d - Fatal - Results in Death) CDMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- 03 Professional Years immunisation - n/a - [n/a - n/a - n/a])
10011476581
g
%_; click or scan |; T Non
> 304 4 (2022-02- Healthcare EEA 65-85 Male Chest pain (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
] EU-EC- 03 . Years Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
2 10011476443 7 Professional
8
ol dlick or scan |4 Non Arrhythmia supraventricular (n/a - Fatal - Results in Death), Atrial fibrillation (n/a - Fatal - Results in Death), Pain (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
£ 2022-02- 18-64 X . - . - 024414) [COVID-19 MRNA VACCINE MODERNA
£ 305 BU-EC- 03 Healthcare EEA Vears Female |Fatal - Results in Death), Ventricular arrhythmia (n/a - Fatal - Results in Death), Ventricular extrasystoles (n/a - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
g 10011476374 Professional Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) applicable - [n/a - .25mL - Intramuscular])
£ .
B 306 A (2022-02- |Healthcare EEA 65-85 Female COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 02 Professional Years Recovered/Resolved - ), Vaccination failure (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
¢} 10011475208| 7 :
click or scan |; More
307 2022-02- Healthcare EEA than 85 |Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results (COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- L |02 Professional Vears in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10011475169 7

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



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011477061&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011476988&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011476592&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011476581&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011476443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011476374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011475208&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011475169&_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
Brain herniation (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
« Cerebral haemorrhage (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
g Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
m Disabling), Haemorrhage intracranial (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
=} . Hospitalisation, Disabling), Headache (n/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged
8 click or scan |3 oE Hospitalisation, Disabling), Hypernatraemia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.8)
% 308 2022-02-|Healthcare |\ pry (1864 | o Hospitalisation, Disabling), Loss of consciousness (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
a EU-EC- 7 02 Professional Years Hospitalisation, Disabling), Photophobia (n/a - Recovering/Resolving - Results in Death, Life Threatening, Immunisation - Not applicable - [n/a - n/a -
= 10011474522 Caused/Prolonged Hospitalisation, Disabling), Prophylaxis of nausea and vomiting (n/a - Recovering/Resolving - Results in | Unknown])
§ Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Seizure (n/a - Unknown - Results in Death, Life
5 Threatening, Caused/Prolonged Hospitalisation, Disabling), Subarachnoid haemorrhage (n/a - Unknown - Results in Death,
@ Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Fatal - Results in Death, Life
—§ Threatening, Caused/Prolonged Hospitalisation, Disabling)
3 Dehydration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (n/a
- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Leukaemia monocytic
3 click or scan | ; n (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Liver disorder (n/a [SPIKEVAX [COVID-19 MRNA VACCINE
§ 309 = (2022-02- |Healthcare Non EEA 18-64 Male || Fatal - Results in Death, Caused/Prolonged Hospitalisation), Metabolic acidosis (n/a - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
k=) EU-EC- 02 Professional Years Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged |immunisation - Not applicable - [1d - 1{DF} -
> 10011474267 7 Hospitalisation, Other Medically Important Condition), Peripheral circulatory failure (2d - Fatal - Results in Death Intramuscular])
-‘g Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
m Medically Important Condition), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
”
g click or scan | Non COVID-19 MRNA VACCINE MODERNA (CX-
oo} 2022-02- 18-64 ) ) . " . 024414) [COVID-19 MRNA VACCINE MODERNA
% 310 EU-EC- 0 I];Ire;]vg;sciirsa] Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
a 10011473745 Unknown - [n/a - 1{DF} - Unknown])
3
o click or scan | ;a3 Non COVID-19 MRNA VACCINE MODERNA (CX-
€ i 2022-02- 18-64  |Not o . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
E131 | puEc 2 |02 Eﬁ;ﬁfg MR ears[specified Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation -
‘gﬂ 10011473329 4 Unknown - [n/a - 1{DF} - Unknown])
%5‘ click or scan |y ; Non More Confusional state (n/a - Fatal - Results in Death), Coordination abnormal (n/a - Fatal - Results in Death), Creutzfeldt
© z -02- - - —)’ - - —)s - AMERAN] (S- _ _
S| 312 EU-EC- L 3222 02 Healthcare EEA than 85 |Female |Jakob disease (n/a - Fatal - Results in Death), Memory impairment (n/a - Fatal - Results in Death), Speech disorder (n/a - F?/QA_IT/\;%TY [TOZIN (8-n/a-na-[n/a
% ) Professional Years Fatal - Results in Death)
® 10011473226 :
2
£ click or scan |: . Non
= : =1 (2022-02- 18-64 - . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
< 331 puEc ; £33 02 Healthcare — INon EEA |y o [Male | Thrombosis (/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a))
E= b : Professional
= 10011473201 =%
) .
3 click or scan |; :
g 314 i1 (2022-02- |Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death), Interchange of vaccine products (n/a - Fatal - Results in Death), Off label use (n/a -|COMIRNATY [TOZINAMERAN] (S - COVID-19
(s} EU-EC- 02 Professional Years Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10011472716
click or scan | : Abdominal distension (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea AXZ CCINE ASTRAZENEC
ai (2022-02-|Healthcare 65-85 exertional (n/a - Fatal - Results in Death, Life Threatening), Headache (n/a - Fatal - Results in Death), Oxygen saturation VAXZEVRIA [COVID-19 VA AST A
315 . Non EEA Male X - : (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- X 02 Professional Years (n/a - Fatal - Results in Death, Life Threatening) 1/a - Intramuscular])
10011472058 =
click or scan | g - Non
31 2022-02- Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - . S .
316 EU-EC- ) ) Healthqare EEA Specified Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
10011472015 2332 Professional
+ o



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011474522&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011474267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011473745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011473329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011473226&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011473201&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011472716&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011472058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011472015&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
]
N
o
«
I
=)
1
e lick or scan |
g £ ; 2022-02- | Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
af 317 . EEA Male  [Bradykinesia (n/a - Unknown - ), Cerebral haemorrhage (n/a - Fatal - Results in Death), Incoherent (n/a - Unknown - ) MODERNA (CX-024414)] (S- COVID-19
- EU-EC- 02 Professional Years . L .
3 10011471950 immunisation - Not applicable - [n/a - 1{DF} - n/a])
g :
click or scan | ;i : COVID-19 MRNA VACCINE MODERNA (CX-
Non
=  (2022-02- 18-64  |Not . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
| 318 EUEC | 02 Eresi‘tez;zrgal Non EEA Years | Specified Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
g 10011471489 % applicable - [n/a - 1{DF} - Unknown])
% click or scan | ;i More
= 2022-02- |Healthcare L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
k= : - - . Al
;ﬂ 319 EUEC |5k 0 Professional EEA ?:;ISS Female |Vaccination failure (7d - Fatal - Results in Death) immunisation - n/a - [1d- 1{DF} - Intramuscular])
g 10011471444 3%
>
Lu .
g dlick or sean |5 1200 et More COMIRNATY [TOZINAMERAN] (S - COVID-19
al 320 ; : EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
o] EU-EC- £ 02 Professional
% 10011471415/ 2 Years Intramuscular])
o
5 click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
[} 2022-02- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2 - R - . S
£| 321 EU-EC- 0 Eﬁg;;irgal EEA Vears Female |Creutzfeldt-Jakob disease (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
5 10011471404 - Not applicable - [n/a - 1 {DF} - Intramuscular])
g
%i lick or scan |5 5022-02-|Heattheare 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
T 322 EU-EC- 02 Professional EEA Vears Female [Severe acute respiratory syndrome (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) imtmmisatliﬁ)n]-) Not applicable - [1d - 1{DF} -
E 10011471382 ntramuscular
g COMIRNATY [TOZINAMERAN] (S- COVID-19
E immunisation - Not applicable - [1d - 1{DF} -
S Intramuscular]), STALEVO [CARBIDOPA,
P dlick or scan | & ENTACAPONE, LEVODOPA] (S - Extrapyramidal
= —— ¢ 5022-02- Non 18-64 disorder - Dose not changed - [n/a - n/a - n/a]),
| 323 EU-EC- 0 Healthcare ~ |[EEA Vears Female |Death (n/a - Fatal - Results in Death) [FLUOXETINE HYDROCHLORIDE] (S - Depression
= 10011471380 Professional - Dose not changed - [n/a - n/a - n/a]), [MIDODRINE
B HYDROCHLORIDE] (S - Orthostatic hypotension -
S Dose not changed - [n/a - n/a - n/a]), [TRAMADOL
O HYDROCHLORIDE] (S - Pain in extremity - Dose not
changed - [n/a - n/a - n/a))
clidcorsean |5t 2022-02- |Healthcare 65-85 COMIRNATY [TOZIN. ] (8- COVID-19
324 . EEA Male  |COVID-19 pneumonia (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 02 Professional Years Intramuscular])
10011471379,
dlick or sean 502200 | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
325 : EEA than 85 |Female |Cardiac arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 02 Professional
10011471313 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471950&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471489&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471444&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471404&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471382&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471380&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471313&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
COMIRNATY [TOZINAMERAN] (S- COVID-19
« dlick or scan || : immunisation - Not applicable - [26d - 2 {DF} -
q click or scan ;
S =1 (2022-02- Healthcare More COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Intramuscular]), COVID-19 MRNA VACCINE
& | 326 EU-EC- 02 Professional EEA than 85 \Male Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414) [COVID-19 MRNA
=] 10011471295 Years 'VACCINE MODERNA (CX-024414)] (S- COVID-19
8 immunisation - Not applicable - [n/a - 1{DF} -
% Intramuscular])
[a} COMIRNATY [TOZINAMERAN] (S- COVID-19
g click or scan || immunisation - Not applicable - [26d - 2{DF} -
«f’c-'_j 327 D =1 (2022-02- Healthcare EFA i\ﬁgrrleg 5 [Male COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - ﬁg&%ﬂi&%ﬁ%ﬁgggﬁ%@ R NEI A
@ 10(5%];‘]:;?—2 o5 02 Professional Vears Results in Death, Caused/Prolonged Hospitalisation) VACCINE MODERNA (CX-024414)] (S- COVID-19
‘§ immunisation - Not applicable - [n/a - 1{DF} -
g Intramuscular])
g click or scan |: . Non
=112022-02- Not Not . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
8138 | pupe 02 Healthcare — [EEA Specified Specified et disease congenital (w/a - Fatal - Results in Death, Congenital Anomaly) immunisation - n/a - [/a - 1{DF} - Transplacental])
= 10011471290 Professional
8
:33* click or scan | i} : Non SPIKEVAX [COVID-19 MRNA VACCINE
& = (2022-02- 18-64 . . MODERNA (CX-024414)] (S- COVID-19
Q - - . . . .
% 329 EU-EC- 0 ;Igocagslsciirgal EEA Vears Female |Tachycardia (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- 1 {DF} -
3 10011471276 Intramuscular])
<
g click or scan i
= ; 4 (2022-02- | Healthare 18-64 , ) COMIRNATY [TOZINAMERAN] (S - COVID-19
o 330 o : EEA Female |Pulmonary embolism (0d - Fatal - Results in Death) immunisation - Not applicable - [ 1min - .3mL -
ol EU-EC- 02 Professional Years
g 10011471235 Intramuscular])
g” click or scan | ; ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
A [2022-02- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
%;;‘ 331 BU-EC- %02 E:jlft!;;zrgal Non EEA Years Female |Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
© 10011470744 n/a - Intramuscular])
g lick or scan i 2022-02- | Healthcare 18-64 Cardiac failure acute (n/a - Fatal - Results in Death), Pumonary haemorrhage (n/a - Not Recovered/Not Resolved - Other  |SPIKEVAX [COVID-19 MRNA VACCINE
T| 332 EU-EC- L 0 Professional EEA Vears Male  |Medically Important Condition), Pulmonary oedema (n/a - Not Recovered/Not Resolved - Other Medically Important MODERNA (CX-024414)] (S- COVID-19
E 10011470635 Condition) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
£ click or scan | za= )
2 . -02- |Healthcare - cute myocardial infarction (n/a - Fatal - Results in Death), Deat a - Not Recover ot Resolved - er Me -
& 333 2022-02- |Healthe EEA 65-85 Female A yocardial infarction (n/a - Fatal Death (n/a - Not Rex ed/Not Resolved - Other Medically |COMIRNATY [TOZINAME S- COVID-19
3 EU-EC- 02 Professional Years Important Condition) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
g 10011470631
o]
dlick or sean | Non 4 . e COMIRNATY [TOZINAMERAN] (S - COVID-19
134 2022-02- Healthcare EEA 65-85 Male Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Myocardial infarction (13d - Fatal - Results in immunisation - Not applicable - [n/a - 1 {DF} -
EU-EC- 02 Professional Years Death), Pericarditis (13d - Fatal - Results in Death), Pyrexia (n/a - Unknown - ) I 9 PP
10011470577 rofession: ntramuscular])
Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Concomitant disease aggravated (n/a -
click or scan |: Fatal - Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved - ), Echocardiogram (n/a - Unknown - ), |COVID-19 VACCINE ASTRAZENECA (CHADOX1
135 2022-02-|Healthcare Non EEA 65-85 Male Endocarditis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 02 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10011470378 Hospitalisation), Melaena (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death, - n/a - Intramuscular])
Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471290&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011471235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470744&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470631&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470378&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |: . Atrial fibrillation (n/a - Fatal - Results in Death), COVID-19 immunisation (n/a - Unknown - ), Cardiac failure (14d - Fatal - MRN CCINE
q 136 1l (2022-02- Healthcare EEA 65-85 Male Results in Death), Endotracheal intubation (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in ;S/[’CI)IEIIEE\I/{?\IPZ[(CCIZ})(\-/(I)?A? 4] (S[-Xlzin misation - n/a -
S EU-EC- 02 Professional Years Death), Respiratory failure (n/a - Fatal - Results in Death), Staphylococcal sepsis (14d - Fatal - Results in Death), [ - n/a - n/a])
g' 10011470076, Tachycardia (n/a - Fatal - Results in Death)
3 :
9 click or scan | !
® al (2022-02- (Healthcare 18-64 - . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - 3 - - ) s .
% 337 EU-EC- 02 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death), Pain in extremity (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
i 10011470064
Q .
R click or scan |
= 3 Al 2022-02- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
—g 338 BU-EC- 02 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10011470032
% Accident (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Contusion (n/a - Not Recovered/Not
8 click or scan | :az Resolved - Caused/Prolonged Hospitalisation), Craniocerebral injury (n/a - Not Recovered/Not Resolved - Caused/Prolonged MRN, CCINE
K=y 339 2022-02- |Healthcare EEA 65-85 Female Hospitalisation), Haemorrhage intracranial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pupil fixed ﬁéﬁ‘ﬁ&g‘_ﬁ?&? 4] (SI_X C%VI[H 9
3 EU-EC- 02 Professional Years (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Subdural haemorrhage (n/a - Not Recovered/Not immunisation - n/a - [n/a - 1 {DF} - n/a])
'§ 10011469599 Resolved - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Caused/Prolonged
w Hospitalisation)
@
% click or scan | ;s
3 3 2022-02- |Healthcare 18-64 L . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; B B . ! B _ .
% 340 EU-EC- 0 Professional EEA Vears Male  |Cardiac failure acute (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
o] 10011469327 ;i
g Aphasia (n/a - Unknown - ), Blood loss anaemia (n/a - Unknown - Other Medically Important Condition), Cerebral artery
g thrombosis (n/a - Unknown - Other Medically Important Condition), Cerebral infarction (n/a - Unknown - Other Medically
% click or scan g Important Condition), Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation), Condition aggravated (n/a -
5 e 4 : Unknown - Other Medically Important Condition), Haematoma (n/a - Unknown - Caused/Prolonged Hospitalisation),
D -02- - -
O 341 BU-EC- ; 3522 02 ?:(?g;;:iirr?al Non EEA ?{zﬁs Male  [Hemiparesis (n/a - Unknown - Other Medically Important Condition), Infarction (n/a - Unknown - Other Medically mﬁgﬁgﬁ [NT(gZalNﬁi\:ggéﬁ] d(_S n/aa-)yell]))-w
%_?) 10011469299 Important Condition), Lacunar infarction (n/a - Unknown - Other Medically Important Condition), Normochromic 2
%‘ normocytic anaemia (n/a - Unknown - ), Oedema peripheral (n/a - Unknown - ), Prostate cancer (n/a - Fatal - Results in
< Death, Other Medically Important Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in
% Death, Other Medically Important Condition)
g COVID-19 immunisation (n/a - Unknown - ), Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
T click or scan || Medically Important Condition), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Dyspnoea
- — on a- oWn - Tolon, ospitalisation, er Me mportant Condition), Internal haemorr] a- -
E i 2002-02- N 65-85 n/a - Unkng Caused/Prol Hospitalisation, Other Medically I Condition), I I b hage (n/ COMIRNATY [TOZINAME! S- COVID-19
| 342 o ealthcare ‘emale own - Life eatenin, used/Prolon, ospitalisation, er cally Important Condition), Mobilit T immunisation - Not applicable - [n/a - -
5 EU-EC- : 0 Health EEA Vears Female |Unkn Life Thr ing, Caused/Prolonged Hospitalisation, Other Medically Imp: Condition), Mobility decreased |i isation - Not applicable - [n/a - 1 {DF}
= 10011468627 i Professional (n/a - Unknown - ), Pain (n/a - Unknown - ), Peripheral coldness (n/a - Unknown - ), Pulmonary embolism (n/a - Unknown - |Intramuscular])
= Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - ),
ey Tremor (n/a - Unknown - )
gol
click or scan |: -
g 5 2022-02- Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Ol 343 EU-EC- 0 Professional Non EEA Vears Female |COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011468432 wa - Intramuscular])

COMIRNATY [TOZINAMERAN] (S - COVID-19
click or scan | BV immunisation - Not applicable - [1d - n/a -
| {3 5002-02- Non 18-64 Death (n/a - Fatal - Results in Death), Intestinal haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Intramuscular]), PLAVIX [CLOPIDOGREL,

344 EU-EC- 0 Healthcare Non EEA Vears Female |Hospitalisation, Other Medically Important Condition), Large intestinal haemorrhage (n/a - Unknown - Caused/Prolonged ~ |CLOPIDOGREL HYDROGEN SULFATE] (S- n/a -
10011468114/ 2B i Professional Hospitalisation, Other Medically Important Condition) Dose not changed - [n/a - 75mg - Oral)),

[ACETYLSALICYLIC ACID] (S- n/a - Dose not

changed - [n/a - 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011470032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011469599&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011469327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011469299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011468627&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011468432&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011468114&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
N click or scan | s . N
&1 345 FUEC. |} 7 3g22'02' HZ:lthcme EEA l(i-a?'j Female |Creutzfeldt-Jakob discase (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - [COMIRNATY [TOZINAMERAN] (S - Immunisation -
N 10011468081 ; Professional Results in Death), Personality change (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - [n/a - 2{DF} - n/a])
c”g
o
©®
(a)
= click or scan |:
g 2022-02- | Healthcare 18-64 . . SPIKEVAX [COVID-19 MRNA VACCINE
£ 346 EU-EC 02 Professional EEA Years Male  [Sudden cardiac death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
5 -EC- _n/a-
8 10011467931 [n/a - n/a - n/al)
g click or scan | ¥ COVID-19 VACCINE (AD26.COV2-S
g mm— 2022-02- Non 65-85 [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
347 EU-EC- 0 Healthcare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) JANSSEN (AD26.COV2.9)] (S- COVID-19
3 10011467921 Y Professional immunisation - Not applicable - [n/a - 1{DF} -
é Intramuscular])
=) -
3 click or scan | ;B Non
5 2022-02-[,° Not Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), TOZINAMERAN [TOZINAME] S- COVID-19
S| 348 Healthcare Non EEA Male P Y P
m EU-EC- L |02 Professional Specified Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10011467753 :
=
o} , i (2022-02- (Healthcare 18-64 Sudd . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
O3 puErc 02 Professional | O EEA - [yeqrg  [Fomale death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
S 10011467411
kS
% click or scan |; T
5| 350 A (2022-02- Healthcare EEA 18-64 Female Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - Results |(COMIRNATY [TOZINAMERAN] (S- COVID-19
< EU-EC- 02 Professional Years in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
% 10011467043
] o Cardiovascular disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Epistaxis (n/a -
% click or scan | ;u A Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ichthyosis acquired (n/a - Fatal - Results in
%[ 351 2022-02- | Healthcare EFA 65-85 Male Death, Life Threatening, Caused/Prolonged Hospitalisation), Pemphigoid (n/a - Fatal - Results in Death, Life Threatening, | COMIRNATY [TOZINAMERAN] (S - Immunisation -
)] EU-EC- |4 02 Professional Years Caused/Prolonged Hospitalisation), Petechiae (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged n/a- [n/a - 1{DF} - n/a - More in ICSR])
E 10011466975 Hospitalisation), Purpura (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
£ Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
;‘é"_ click or scan || Brain oedema (86d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebrovascular
kS . : accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Metastases to central nervous ME o
232 | purpc : 3222_02_ Ere(ftl‘g;sci?)rrfal EEA ?(?: ﬁ: Male |system (86d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Neoplasm progression (n/a - S/?ﬁﬁf?]{)g?ﬁ- Morlsli\nl\ll](g{—])lmmlsatlon )
B 10011466887| &3 d. Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Nervous system disorder (86d - Fatal -
g Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
(¢} ; [
dlick or sean 5022-0. Non 65.85 Fatigue (42d - Fatal - Results in Death, Other Medically Important Condition), Muscle spasms (42d - Fatal - Resultsin  |JANSSEN COVID-19 VACCINE (AD26.COV2-S
353 EU-EC- 0 Healthcare EEA Vears Male  [Death, Other Medically Important Condition), Pigmentation disorder (42d - Fatal - Results in Death, Other Medically [RECOMBINANT]) [COVID-19 VACCINE JANSSEN
10011466592 Professional Important Condition) (AD26.COV2.9)] (S-n/a-n/a- [n/a - n/a- n/a])
click or scan || COMIRNATY COVID-19 MRNA VACCINE
— Non . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
-02- - - - , - -
354 2022-02 Healthcare EEA 65-85 Female Cardlglc arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged DISPERSION FOR INJECTION [TOZINAMERAN] (S
EUEC | gt 02 Professional Years Hospitalisation) - COVID-19 immunisation - n/a - [n/a - .3mL -
10011466575/ i . ’
e Intramuscular - More 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011468081&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011467931&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011467921&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011467753&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011467411&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011467043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011466975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011466887&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011466592&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011466575&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 40 of 2352
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31EWaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N lick or scan |3 BE | 200 Healtheare 6585 Cardiac arrest (0d - Fatal - Results in Death), Loss of consciousness (0d - Fatal - Results in Death), Malaise (1wk - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
& 355 h . EEA Male  [Results in Death), Pulse absent (Od - Fatal - Results in Death), Respiratory arrest (0d - Fatal - Results in Death), Sudden|immunisation - Not applicable - [ 1min - .3mL -
IS EU-EC- ; |02 Professional Years n R
) S ) cardiac death (0d - Fatal - Results in Death) Intramuscular])
8 10011466409 ;
8
@ click or scan | 5 More SPIKEVAX [COVID-19 MRNA VACCINE
© 2 2022-02- Healthcare s . . MODERNA (CX-024414)] (S- COVID-19
; - - X - - . o ;
0] 356 EU-EC- 02 Professional EEA %1:;55 Female [Agonal respiration (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- .5mL -
3 10011466408 : Tntramuscular])
£
S
g
q dlick or scan | ¥ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 357 4 2022-02- | Healthcare Non EEA |18-64  |Female [Headache (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Vertigo (n/a - Fatal - Results in (CHADOXI N[(DV-19)] (S-n/a - Unknown - [1d- n/a
% EU-EC- by 102 Professional Years Death) - Tntramuscular])
8 10011466357
s
5
3 Acute respiratory distress syndrome (252d - Fatal - Results in Death), Altered state of consciousness (252d - Fatal -
5 Results in Death), Anaemia macrocytic (252d - Fatal - Results in Death), Apathy (252d - Fatal - Results in Death),
0 . Asthenia (252d - Fatal - Results in Death), Autoimmune disorder (252d - Fatal - Results in Death), Autoimmune lung
] click or scan |z discase (252d - Fatal - Results in Death), Cough (252d - Fatal - Results in Death), Death (0d - Fatal - Results in Death),
5 158 2022-02- |Healthcare EEA 18-64 Female Dyspnoea (252d - Fatal - Results in Death), General physical health deterioration (252d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
3 EU-EC- 3 (02 Professional Years Haemoglobin decreased (252d - Fatal - Results in Death), Interstitial lung disease (252d - Fatal - Results in Death), immunisation - Not applicable - [n/a - n/a - n/a])
{% 10011465785 Multiple organ dysfunction syndrome (252d - Fatal - Results in Death), Organising pneumonia (252d - Fatal - Results in
o Death), Oxygen saturation decreased (252d - Fatal - Results in Death), Pleural effusion (252d - Fatal - Results in Death),
= Pneumonia aspiration (252d - Fatal - Results in Death), Renal failure (252d - Fatal - Results in Death), Somnolence
T (252d - Fatal - Results in Death)
=
g click or scan | Non SPIKEVAX [COVID-19 MRNA VACCINE
5| 159 2022-02- Healthcare EEA 65-85 Female Coronary artery disease (5d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a |MODERNA (CX-024414)] (S- COVID-19
2 EU-EC  |& 1 |02 Professional Years - Unknown - ), Visual impairment (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} -
%_:) 10011465707, : Intramuscular])
>
g
A4 2022-02- Healthcare 18-64 . L . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - - X - -
g 360 EU-EC- 0 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results in Death) - n/a - Intramuscular])
E 10011465638
=5
=3
E .
= click or scan CCINE RAZENECA (CHADO:
2 L Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - COVID-19 VA AST CA( Xl
F |2022-02- |Healthcare 65-85 : ™ - N NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3| 361 EU-EC- 0 Professional Non EEA Vears Female [Not Recovered/Not Resolved - Other Medically Important Condition), Hypertension (n/a - Fatal - Results in Death), Lower (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10011465610 respiratory tract infection (n/a - Recovered/Resolved - Other Medically Important Condition) .
ol - Not applicable - [1d - n/a - Intramuscular])
O
dlick or sean | 502200 /Non ot SPIKEVAX [COVID-19 MRNA VACCINE
362 EU-EC- 0 Healthcare EEA Specified Male  |Death (n/a - Fatal - Results in Death), Palpitations (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10011465598 Professional immunisation - Not applicable - [n/a - n/a - n/a])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011466409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011466408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011466357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465707&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465638&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465610&_xpt=1&_xf=pdf
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# Numb‘::' ICSR Form R:Q::::y Source fO(;“n ry Age S:Xlen Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan | ; MRN, CCINE
q 163 2022-02- gg:]thcare EEA 18-64 Female Cardiac discomfort (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in ﬁéﬁm[(%)(%g:g ] (S[-%(\jlg\/ll) 19
S EU-EC- 3 (02 . Years Death, Other Medically Important Condition) . o ;
) 3 Professional immunisation - Not applicable - [n/a - n/a - n/a])
N 10011465597 a;
1
(=] .
@ click or scan | 3 Non More
g 364 2022-02- Healthcare EEA than 85 |Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important COMIRNATY [TOZINAMERAN] (S - Immunisation -|
g EU-EC- 02 Professional Years Condition), Influenza like illness (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) n/a - [n/a - 3{DF} - n/a])
g 10011465558
Q .
R click or scan | More
= 2022-02- Healthcare . COMIRNAT'Y [TOZINAMERAN] (S - Immunisation -
; - R
—g 365 | Lupc 0 Professional EEA 3}:;585 Male  |Death (n/a - Fatal - Results in Death Wa- [n/a- 1{DF} - n/a))
10011465555
% click or scan |3
= 2022-02- | Healthcare 18-64 . . . . . e COMIRNATY [TOZINAMERAN] (S - Immunisation -
,(;:j) 366 EUEC |3 0 Professional EEA Vears Female [Acute myeloid leukaemia recurrent (3mo - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Wa- [n/a- 1{DF} - n/a - More in ICSR])
5 10011465547
>
m
@ click or scan |; Non
5 367 2022-02- Healthcare EEA 65-85 Male Balance disorder (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -
3 EU-EC- |4 02 Professional Years Death), Memory impairment (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - 2{DF} - n/a))
©
g 10011465535
— COVID-19 VACCINE ASTRAZENECA (CHADOX1
g . . ) . . |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= Asthenia (n/a - Unl_mown - Mml)-efnh, Other‘Medlcauy Important Condition), Oough (n/a - Unknown - M (CHADOXI NCOV-19)] (S- COVID-19 immunisation
% dlick or sean Death, Other M_efhca]ly Important Condition), Drug mteract.lon (n/a - Unknown - _Results in Death OFher Medically |- Not applicable - [2d - 1{DF} - Parenteral]), COVID-
4 LICK or Scan % 022-00- Non 1864 Important Condition), DysPnoea (n/a- Unknowq - Results in Death,.cher Medically Impoﬁant Condition), Haemoptygs 19 VACCINE ASTRAZENECA (CHADOX1 NCOV-
Sl 368 s Healthqare Non EEA Male (n/a - Unknown - Results in Death, Ot}-le‘r Medwa-lly Importaqt Condition), Loss of consciousness (n/a - Fatal - Results in |19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 5 (02 Professional Years Death, Other Medically Important Condition), Peripheral swelling (n/a - Unknown - Results in Death, Other Medically 2 _n/a- i -
10011465495 o . > : r (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [2d
%. Important Condition), P!eural effusion (n/a - Unkn(.)wn - Results in Death, Other Medically Imponmt (bn-dltIOI’l), Small | {DF} - Parenteral]), [AMLODIPINE,
c cell lung cancer meta§tat1c (153d - Fatal - Results in Death, Other Medically Important Condition), Wheezing (n/a - AMLODIPINE BESILATE, AMLODIPINE
% Unknown - Results in Death, Other Medically Important Condition) MALEATE, AMLODIPINE MESILATE] (I -
g Hypertension - Drug withdrawn - [144d - Smg - Oral])
T
£ i L
£ lick or scan 502202/ Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
4| 369 EU-EC- 0 Healthcare EEA Vears Male  |Loss of consciousness (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
? 10011465356/ 2, Professional Intramuscular])
=y
gol i ! : i - i . MRN,
ki dlick or sean 5022-02- | Healthcare 65-85 Acute pulmonary oedema (1d - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest ﬁéﬁm[(g\g;}g ] (Sl_%é/g\%%iﬂ;
51 370 EU-EC _,t' 0 Professional Non EEA Vears Male  |(1d- Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other immunisation - Not applicable - [1d- 1 {DF}
- ~ 1 ) . o, - - - -
10011465219 : Medically Tmportant Condition) Tntramuscular])
dlick or scan | E1EH Cerebral infarction (12d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically =~ |COMIRNATY 30 MICROGRAMSDOSE
| u 2022-02- | Healthcare More Important Condition), Haematoma (12d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, ~ |DISPERSION FOR INJECTION COVID-19 MRNA
371 EU-EC- 0 Professional EEA than 85 [Female |Other Medically Important Condition), Haemorrhage (12d - Fatal - Results in Death, Life Threatening, Caused/Prolonged |VACCINE (NUCLEOSIDE MODIFIED)
10011465136 Years Hospitalisation, Other Medically Important Condition), Immune thrombocytopenia (12d - Fatal - Results in Death, Life  |[TOZINAMERAN] (S - Immunisation - Not applicable
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) - [n/a - .3mL - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465558&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465555&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465547&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465535&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465495&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465219&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011465136&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Date Qualification Regulatory Group Route])
Purposes
click or scan | ;2 . Non Aphasia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cachexia (n/a - Not Recovered/Not Resolved
q 372 3 ad (2022-02- Healthcare EEA 65-85 Male || Caused/Prolonged Hospitalisation), Dementia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Gait |[COMIRNATY [TOZINAMERAN] (S- COVID-19
S EU-EC- L3 102 Professional Years disturbance (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hospitalisation (n/a - Not Recovered/Not |immunisation - n/a - [n/a - 1 {DF} - n/a])
g' 10011464883 ' Resolved - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
1
(-Q,D- click or scan | ; !
© 1l (2022-02-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - .
0| 373 EU-EC- 02 Professional EEA Vears Female [Sudden cardiac death (n/a - Fatal - Results in Death) applicable - [n/a - n/a - Intramuscular])
3 10011464882
1("_‘)
S ik 5
g SISO i : 12022.02. [Non More |\ o COMIRNATY [TOZINAMERAN] (S - COVID-19
®| 374 BU-EC- 2 Y Healthcare EEA than 85 Specified Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
g 10011464731 " Professional Years Intramuscular])
% click or scan |3 Cardiac failure congestive (n/a - Fatal - Results in Death), Death {n/a - Fatal - Results in Death). Interchange of vaccine mﬁﬁiﬁ [;(gzﬁgglicable - [ld(-S I;/;?HV/I;]))' Y
B ! i 12009-02- [Healthcare 65-85 products gn/a - Fatal - Results in Death, C‘aus_ed/l?rolonged Hosp}tahsatlon), Lower respiratory tract infection (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX1
S| 375 EU-EC 0 P . Non EEA Male  [Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Off label use (n/a - Fatal -
< -EC- rofessional Years A T I NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 10011464529 a Results in Death, Caused/Prolonged Hospitalisation), Sensory processing disorder (1d - Recovered/Resolved - Other CHADOXI NCOV-19)] (S- COVID-19 i o
= Medically Important Condition), Suggishness (n/a - Fatal - Results in Death) ( . -19)] 8- immunisation
uw ? - Not applicable - [1d - n/a - Intramuscular])
[} AME
g . ? Cardiac failure congestive (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Interchange of vaccine COMIRNATY (TOZIN . RAN] (8- COVID-19
3 lick or scan |3 products (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lower respiratory tract infection (n/a - Fatal - immunisation - Not applicable - [1d- n/a - /a)),
© i |2022-02- |Healthcare 65-85 N e " ’ - COVID-19 VACCINE ASTRAZENECA (CHADOX1
376 . Non EEA Male  [Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Off label use (n/a - Fatal -
] EU-EC- 02 Professional Years " L I NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o 2 Results in Death, Caused/Prolonged Hospitalisation), Sensory processing disorder (1d - Recovered/Resolved - Other . o
= 10011464529 : Medically Important Condition), Sluggishness (n/a - Fatal - Results in Death) (CHADOX.] NCOV-19)] (8 - COVID-19 immunisation
g i - Not applicable - [1d - n/a - Intramuscular])
E click or scan | LSRR COVID-19 VACCINE ASTRAZENECA (CHADOX1
: il | 2022-02- | Healthcare 18-64 s . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ o ? - R
= 377 EU-EC- 0 Professional Non EEA Years Male  |Acute hepatic failure (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10011464486 n/a - Intramuscular])
>
2 dlick or sean |, : COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cytokine storm (2d - Fatal - Results in
4 2022-02- [Healthcare 18-64 - vatal- Resulls in Jeath, ek oot - SRS L COMIRNATY [TOZINAMERAN] (S - Immunisation -
é 378 EU-EC- 0 Professional EEA Vears Male Death, CaMProlonged Hospitalisation), Encephalopathy (2d - Fatal - Results in Death, Caused/Prolonged a - [n/a - /a - Intramuscular])
a ) Hospitalisation)
S 10011464356,
g .
_Sm_ click or scan | i : COVID-19 MRNA VACCINE MODERNA (CX-
j=3 4 2022-02- |Healthcare 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
? 379 EU-EC- 02 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
2 10011464309 - indication - Not applicable - [n/a - 1{DF} - Unknown])
8 .
g dlick or sean | 502202 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
380 : Non EEA Female |Cerebellar haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- L3102 Professional Years na - Intramuscular])
10011463964 ]
click or scan | ;i T
1 (2022-02- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S
381 EU-EC- 02 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10011463637

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=10011464882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011464731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011464529&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011464529&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011464486&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011464356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011464309&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011463964&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
NS 2022-02- |Healthcare EEA 18-64 Male Coma (4d - Fatal - Results in Death), Headache (4d - Fatal - Results in Death), Mydriasis (4d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 02 Professional Years Death), Subdural haematoma (4d - Fatal - Results in Death), Vomiting (4d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
g' 10011463511 applicable - [n/a - 1{DF} - Intramuscular])
g lick
o click or scan |z : )
© & 12022-02-|Healtheare 18-64 . . COMIRNATY [ TOZINAMERAN] (8- COVID-19
Of 383 . EEA Male  |Chest pain (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
- EU-EC- 02 Professional Years Intramuscular])
3 10011463468
1("_‘)
8 Jick -
g e 5022-0-Healthcare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
Q| 384 . EEA Male  (Brain oedema (3d - Fatal - Results in Death), Ischaemic stroke (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
: EU-EC- 02 Professional Years Intramuscular])
g 10011463382 s
3
ks
-g’ click or scan
© E Non More
A b - - - - i , - - i , - -
5| 385 EU-EC- 3222 02 Healthcare EEA than 85 [Male ?gl;?l}o]l{]z :lllcl(irs (iigd])e::f)d Results in Death), Internal haemorrhage (69d - Fatal - Results in Death), Tooth loss (69d mﬂﬁgﬁ [I]"l;;)_Z[IIII\I/aA_\AlE{RD,:];I} grsmsnlq)u\ifﬂ)alr%
u 10011463350 Professional Years SesuTs in Teatd,
4]
(8]
5
3
<
o}
=} click or scan |; Non
g 386 | Lupc ¥ (2)(2)22_02_ Healthcare  [EEA ?{Se :i: Female |Cognitive disorder (223d - Fatal - Results in Death), Movement disorder (223d - Fatal - Results in Death) mﬁﬁgﬁ [n'l;;)_Z[IEa /. n/a] ]()S - COVID-19
g 10011463067 3 Professional
g click or scan |3 COVID-19 MRNA VACCINE MODERNA (CX-
2022-02-|Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
2% rukc 02 |Professional |TEA |years [Fomale |Cardiacarrest (0d-Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
g 10011462974 [n/a - .25mL - Intramuscular])
g lick or scan Gastrointestinal disorder (n/a - Fatal - Results in Death), Metastatic malignant melanoma (n/a - Fatal - Results in Death ME
E 388 | 2022-02-|Healtheare |\ ppy 6585 g e |Other Medically Important Condition), Myositis (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - COMIRNATY [ TOZINA ] (S- COVID-19
- U-EC- 01 Professional Years . . L " immunisation - Not applicable - [n/a - n/a - n/a])
= 1 Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death)
= 0011462579
S
‘; click or scan | e COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2022-02- |Healthcare 65-85 L . . oo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3|3 | BuEc 01 Professional | C Years |Vl |Vaccination failure (n/a - Fatal - Results in Death, Cased/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
g 10011462365 y - Not applicable - [67d - 1{DF} - Intramuscular])
O
click or scan |; Non
2022-02- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
R - ) s .
390 EU-EC- 01 Healthqare EEA Vears Female [Oedema peripheral (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a - n/a])
o Professional
10011461506,
click or scan |
391 2022-02- Healthcare EEA 65-85 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 |- 01 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10011461305 :

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



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011463511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011463468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011463382&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011463350&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011463067&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011462974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011462579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011462365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011461506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011461305&_xpt=1&_xf=pdf
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Primary
U Local th Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa tent | Reaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification ]:: | Group ex Route])
gulatory
Purposes
click or scan |: . SPIKEVAX [COVID-19 MRNA VACCINE
q 392 = (2022-02- |Healthcare EEA Not Male Congenital midline defect (n/a - Fatal - Results in Death, Congenital Anomaly), Foetal exposure during pregnancy (n/a - MODERNA (CX-024414)] (S- COVID-19
S EU-EC- 01 Professional Specified Recovered/Resolved - Results in Death, Congenital Anomaly) immunisation - Not applicable - [n/a - 1{DF} -
g' 10011461260 0] Transplacental])
1
< lick or scan | et
o) ¢ e -
& 5022-02- Non 18-64 ] ' ) COMIRNATY [TOZINAMERAN] (S- COVID-19
0] 393 EU-EC- o1 Healthcare EEA Vears Male  |Gastric ulcer perforation (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1{DF} -
3 10011460998 Professional Intramuscular])
[2]
=
g_ Aphasia (n/a - Unknown - Caused/Prolonged Hospitalisation), Asthenopia (n/a - Unknown - Caused/Prolonged
= click or scan | T Hospitalisation), Dysphagia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Musculoskeletal stiffness (n/a
® 2022-02- Non 65-85 - Unknown - ), Nerve injury (n/a - Unknown - ), Neurological symptom (n/a - Fatal - Results in Death, Caused/Prolonged |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
394 EU-EC- 01 Healthcare EEA Vears Female |Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011460956 ! Professional Condition), Speech disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Stress (n/a - Unknown - ), |- Not applicable - [n/a - n/a - Intramuscular])
8 Tremor (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tremor (n/a - Not Recovered/Not Resolved - )
3
:;:n click or scan | ;a3 :
© 395 2l (2022-02- |Healthcare EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
E EU-EC- 01 Professional Years Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
© 10011460809 :
(8]
§ Asthenia (n/a - Unknown - Other Medically Important Condition), Cough (n/a - Unknown - Other Medically Important COVID-19 VA AST NECA ( Xl
> . . . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
% dlick or scan | EEARE Condition), Drug interaction (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
la) —— : Non Medically Important Condition), Haemoptysis (n/a - Unknown - Other Medically Important Condition), Loss of .
jl i (2022-02- 18-64 . N . . . . - Not applicable - [1d - 1{DF} - Parenteral]),
396 o Healthcare Non EEA Male  [consciousness (n/a - Fatal - Results in Death), Peripheral swelling (n/a - Unknown - Other Medically Important Condition),
S EU-EC- 01 . Years . - . . [AMLODIPINE, AMLODIPINE BESILATE,
5 Professional Pleural effusion (n/a - Unknown - Other Medically Important Condition), Small cell lung cancer metastatic (n/a - Fatal -
2 10011460635 . . e . . AMLODIPINE MALEATE, AMLODIPINE
£ Results in Death, Other Medically Important Condition), Wheezing (n/a - Unknown - Other Medically Important . icabl
% Condition) I[\;14EZLA5TE] (?);alﬁ})fpertenswn - Not applicable -
< -5mg-
g Blood creatinine increased (n/a - Recovering/Resolving - Results in Death, Other Medically Important Condition), Colitis
%_;) (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other
%\ click or scan | ; Medically Important Condition), Fatigue (n/a - Unknown - Results in Death, Other Medically Important Condition), COMIRNATY [TOZINAMERAN] (S - Prophylaxis -
c 2022-02- | Healthcare Non EEA 65-85 Femal Hepatotoxicity (n/a - Unknown - Results in Death, Other Medically Important Condition), Myalgia (n/a - Unknown - Not applicable - [n/a - n/a - n/a]), PEMBROLIZUMAB|
§ 397 | pUEC 01 Professional | "O% Years © |Results in Death, Other Medically Important Condition), Myocarditis (n/a - Unknown - Results in Death, Other [PEMBROLIZUMAB] (S- Small intestine carcinoma
® 10011460142 Medically Important Condition), Myositis (n/a - Unknown - Results in Death, Other Medically Important Condition), metastatic - Unknown - [n/a - 400mg - n/a])
% Pneumonia (n/a - Unknown - Results in Death, Other Medically Important Condition), Respiratory failure (n/a - Unknown
IS - Results in Death, Other Medically Important Condition)
;‘é"_ click or scan | iqF - Non Back pain (n/a - Fatal - Results in Death), Cardiomegaly (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal -
=z 308 i (2022-02- Healthcare Non EEA 18-64 Male Results in Death, Other Medically Important Condition), Pericarditis (n/a - Fatal - Results in Death, Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2 EU-EG |4 01 Professional Years Important Condition), Pyrexia (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death, Other Medically |immunisation - Not applicable - [1d - n/a - n/a])
B 10011459847 Important Condition), Vomiting (n/a - Fatal - Results in Death)
5 -
(s} click or scan | L Non COMIRNATY [TOZINAMERAN] (S- COVID-19
13 5 2022-02- 65-85 . immunisation - Not applicable - [n/a - n/a - n/a]),
R - . .
399 EU-EC- 01 ;Ire(a;\gslsciz:)r;al EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) [NOT AVAILABLE] (S- Carotid artery stenosis - Not
10011459790 applicable - [n/a - n/a - n/a])
click or scan | ; T
= 1022-02- Non 65-85 ' ) ' ) SPIKEVAX [COVID-19 MRNA VACCINE
400 EU-EC- o1 Healthcare EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Chills (n/a - Unknown - ), Malaise (n/a - Unknown - ) MODERNA (CX-024414)] (S- COVID-19
10011459767 25 . Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011461260&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011460998&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011460956&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011460809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011460635&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011460142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459767&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
]
S dlick or scan
& B 12022-02- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
g 401 EU-EC- o1 Professional EEA v Male  |Vaccination failure (33d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [36d - 1 {DF} -
8 10011459702 rolessiona e Intramuscular])
©
(a]
3
‘&U'_‘) lick bre it 2
g cucors B | 00.02- Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
S| 402 o, . EEA than 85 [Male  |Vaccination failure (10d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
3 EU-EC- |01 Professional Vears Intramuscular])
g 10011459629 i
. Ly . .
Q click or scan | ;ai:B Non Body temp@rature increased (2d - R'ccovered/Resolved_— ), Cerebr‘al haemorrhage (0d - Fettal - Results in Dgath), VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8| 403 2022-02- Healthcare EEA 18-64 Female Eosinophilia (0d - Fatal - Results in Death), Necrosis ischaemic (0d - Fatal - Results in Death), Petechiae (0d - Fatal - (CHADOXI NCOV-19)] (S- Immunisation - Not
S EU-EC- £ 01 Professional Years Results in Death), Pulmonary embolism (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death), applicable - [n/a - .5mL. - Intramuscular])
3 10011459505 FiFe : Thrombosis with thrombocytopenia syndrome (0d - Fatal - Results in Death) PP )
E Brain compression (n/a - Fatal - Results in Death, Other Medically Important Condition), Brain neoplasm (n/a - Fatal -
@ Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other
< click or scan |; L Medically Important Condition), Cerebellar haemorrhage (n/a - Fatal - Results in Death, Other Medically Important ME
§ 404 i (2022-02- Healthcare Non EEA 18-64 Female Condition), Cerebral haemangioma (n/a - Unknown - Other Medically Important Condition), Cerebral haemorrhage (n/a - mﬁﬁgﬁ ggimlicable I n/] E ;]/?\41)19
© EU-EC- 01 Professional Years Fatal - Results in Death, Other Medically Important Condition), Intracranial aneurysm (n/a - Unknown - Other Medically Intramuscular]) PP
g 10011459483 Important Condition), Meningioma (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a -
- Unknown - Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other
g Medically Important Condition), Tumour haemorrhage (n/a - Unknown - Other Medically Important Condition)
=
g dlick or scan Y2 5022-02- | Healtheare 15-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
%_;) 405 eiH : Non EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
@ EU-EC- 01 Professional Years - n/a - Intramuscular])
s 10011459207
s
% Activated partial thromboplastin time prolonged (n/a - Unknown - ), Alanine aminotransferase increased (n/a - Unknown -
IS Other Medically Important Condition), Amylase increased (n/a - Unknown - Other Medically Important Condition),
= Aspartate aminotransferase increased (n/a - Unknown - Other Medically Important Condition), Blood creatine phosphokinase
fé’_ MB increased (n/a - Unknown - Other Medically Important Condition), Blood creatine phosphokinase increased (n/a -
= click or scan | Unknown - Other Medically Important Condition), Blood glucose increased (n/a - Unknown - ), Blood lactate dehydrogenase
2 406 2022-02- |Healthcare Non EEA 65-85 Female increased (n/a - Unknown - Other Medically Important Condition), Blood phosphorus increased (n/a - Unknown - ), Blood ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 01 Professional Years potassium increased (n/a - Unknown - ), Blood thyroid stimulating hormone increased (n/a - Unknown - ), Brain natriuretic ~ |immunisation - Not applicable - [1d - n/a - n/a
8 .-
ki 10011459148 peptide increased (n/a - Unknown - ), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important
Is} Condition), Fibrin D dimer increased (n/a - Unknown - Other Medically Important Condition), Human epidermal growth
factor receptor decreased (n/a - Unknown - ), Lymphocyte count increased (n/a - Unknown - ), Platelet count decreased (n/a -
Unknown - ), Prothrombin time prolonged (n/a - Unknown - ), Prothrombin time ratio decreased (n/a - Unknown - ),
Vaccination site pain (n/a - Unknown - )
clidcorsean 2022-02- |Healthcare More Myocardial ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZIN. ] (8- COVID-19
407 EU-EC- 01 Professional Non EEA  |than 85 |Female C()};l dition) eSS 4 P > Y fmp immunisation - Not applicable - [n/a - .3mL -
10011459142 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459702&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459629&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459505&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459483&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459148&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459142&_xpt=1&_xf=pdf
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Primary
v Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
N click or scan | §g
N e o ) _ ) o COMIRNATY [TOZINAMERAN] (S- COVID-19
8' | s ; (2)(1)22-02- E:jg;sciifal Non EEA l(i-a?'j Female ﬁbdorlrlmal ;;)am tql:pelrv[(ari/g - F?]t/al - FRfslul:: in 3ez}thD), Al;t;]rall\%la (n/ar;/Fatia:l ;all{es;lts ]ltn !)e;;)th );lll)lzzmess (n/a- Fatal - [;;ymimisation - Not applicable - [1d- n/a -
gl 10011459138 : esults in Death), aise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) Intramuscular])
8
[0}
ks -
8 click or scan |z More
2 409 | Lok : 3?22_02_ Eﬁte};;i: 4 [Non EEA télan 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) mﬁﬁgﬁ ggﬁgﬁ:ﬁgﬂf ;/(;(_)\;I/];)D
g 10011459135 & cars
o
'gha Arteriosclerosis (n/a - Unknown - ), Blood pressure decreased (n/a - Fatal - Results in Death, Caused/Prolonged
3 Hospitalisation), Cerebral atrophy (n/a - Unknown - Other Medically Important Condition), Cerebral infarction (n/a -
g click or scan | Unknown - Other Medically Important Condition), Cerebral ischaemia (n/a - Unknown - Other Medically Important
3| 410 2022-02- |Healthcare Non EEA 65-85 Male Condition), Dysarthria (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Dysphagia (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 01 Professional Years Caused/Prolonged Hospitalisation), Feeding disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Hemiparesis (n/a -  |immunisation - Not applicable - [1d - n/a - n/a])
S 10011459134 7 Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypophagia (n/a - Unknown
'(>; - Caused/Prolonged Hospitalisation), Immobilisation syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Physical
5 deconditioning (n/a - Unknown - ), Productive cough (n/a - Unknown - Caused/Prolonged Hospitalisation)
@ Aortic dissection (n/a - Fatal - Results in Death, Other Medically Important Condition), Arthralgia (n/a - Unknown - ),
g Back pain (n/a - Unknown - ), Blood pressure increased (n/a - Unknown - ), Cardiac tamponade (n/a - Fatal - Results in
5 Death, Other Medically Important Condition), Chest pain (n/a - Unknown - ), Craniocerebral injury (n/a - Fatal - Results in
& click or scan |; Death, Other Medically Important Condition), Drowning (n/a - Fatal - Results in Death, Other Medically Important
% 411 2022-02- Healthcare Non EEA 18-64 Male Condition), Emphysema (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), False lumen dilatation of ~|COMIRNATY [TOZINAMERAN] (S- COVID-19
o EU-EC- L3 |01 Professional Years aortic dissection (n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhage subcutaneous (n/a -  |immunisation - Not applicable - [1d - n/a - n/a])
o 10011459126 ;i Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - ), Hypertrophy (n/a - Fatal -
T Results in Death), Neck injury (n/a - Fatal - Results in Death), Pericardial haemorrhage (n/a - Fatal - Results in Death,
£ Other Medically Important Condition), Pulmonary congestion (n/a - Fatal - Results in Death, Other Medically Important
E Condition), Skin laceration (n/a - Unknown - ), Soft tissue haemorrhage (n/a - Unknown - )
=)
2 click or scan | i - Non More Breath sounds abnormal (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not
%_:) 412 i (2022-02- Healthcare Non EFA |than 85 |Female Recovered/Not Resolved - ), Depressed level of consciousness (n/a - Not Recovered/Not Resolved - Other Medically Important| COMIRNATY [TOZINAMERAN] (S - COVID-19
%‘ EU-EC- 01 Professional Years Condition), Hypopnoea (n/a - Unknown - ), Immunisation (n/a - Fatal - Results in Death), Interchange of vaccine products [immunisation - Not applicable - [1d - n/a - n/a])
% 10011459098| = (n/a - Fatal - Results in Death), Off label use (n/a - Fatal - Results in Death), Somnolence (n/a - Unknown - )
® Aortic thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
% Hospitalisation, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening,
IS Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral haemorrhage (n/a - Not Recovered/Not
= Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
fé’. Cerebral venous thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
? click or scan | i H . Non Hospitalisation, Other Medically Important Condition), Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Results [immunisation - n/a - [1d - n/a - n/a]), COMIRNATY
2| 413 2 (2022-02- Healthcare Non EEA 65-85 Female in Death, Life Threatening, Caused/Prolonged Hospitalisati(?n, Other Medically Importe!nt Cor}dition), Dysart_hria (n/a-Not [[TOZINAMERAN] (S- n/a-n/a- [1d- n/a - n/a]),
3 EU-EC- 01 Professional Years Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically PEMBROLIZUMAB [PEMBROLIZUMAB] (S - Non-
ki 10011459019 Important Condition), Muscular weakness (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, small cell lung cancer - Drug withdrawn - [n/a - 200mg
Is} Caused/Prolonged Hospitalisation, Other Medically Important Condition), Peripheral arterial occlusive disease (n/a - Fatal - |- Parenteral])
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary
embolism (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Syncope (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
414 i [2022-02- |Healthcare Non EEA 65-85 Female COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- L3 |01 Professional Years Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10011458763 | & ]

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459138&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459135&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459126&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459098&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011459019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011458763&_xpt=1&_xf=pdf
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umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
q click or scan | 4 ;
& 2022-02- [Healthcare 65-85 , : I I . L
&l 415 BUEC. ¥ 01 Professional |EEA Vears  |Male Oerebral.haemorrhgge (n/a- Recoverngesolvmg‘— Cgused/Prolonged Hospitalisation), (Ferebrospmal fluid retention (n/a-  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
g 10011458093 Recovering/Resolving - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death) n/a - [n/a - 3{DF} - n/a])
o
[0}
®
(a)
g click or scan |;
2 — 5022-02- Non 65-85 Chills (7wk - Fatal - Results in Death), Malaise (7wk - Fatal - Results in Death), Pneumonia (7wk - Fatal - Results in ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
g_ 416 EU-EC- o1 Healthcare EEA Vears Male  |Death), Pulmonary embolism (7wk - Fatal - Results in Death), Pyrexia (7wk - Fatal - Results in Death), Vertigo (7wk - |immunisation - Not applicable - [ 1min - .3mL -
_\§ 10011457354 Professional Fatal - Results in Death) Intramuscular])
% lick or scan | 8 102200 Healtheare Not  INot |Asthenia (wa- Fatal - Results in Death, Other Medically Important Condition), COVID-19 (n/a - Fatal - Resullts in COMIRNATY [TOZINAMERAN] (S - COVID-19
% 417 EU-EC- : 01 Professional Non EEA Specified Specified Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important |immunisation - Not applicable - [1d - n/a - n/a - More
= 10011456880 Condition) in ICSR])
.(>;
-‘g click or scan | ;a% L More SPIKEVAX [COVID-19 MRNA VACCINE
D 48 2 (2022-02- |Healthcare Non EEA  |than 85 |Female Acute myocardial infarction (0d - Fatal - Results in Death, Other Medically Important Condition), Respiratory arrest (0d- |MODERNA (CX-024414)] (S- COVID-19
g EU-EC- i |01 Professional v, Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
5 10011456826 ; cans Intramuscular])
% lick ME
click or scan |3 ik
a 419 2 (2022-02- gz;thcare EEA 18-64 Male Chest pain (10d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Dyspnoea (10d - Fatal mﬁ:ﬁgg g(gzalmlicable I n/] S _I?D)}};I 1_)19
5 EU-EC- EL 01 : Years - Results in Death, Life Threatening, Other Medically Important Condition) PP
5 10011456803 33 ! Professional Intramuscular])
=) lick or soan | st 8 & 02200 Non 1864 Cerebral haemorrhage (n/a - Fatal - Results in Death), Haematoma (n/a - Not Recovered/Not Resolved - Caused/Prolonged | SPIKEVAX [COVID-19 MRNA VACCINE
420 : Healthcare EEA Male  [Hospitalisation), Petechiae (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 01 Years
@ 10011456602/ & . Professional Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) [n/a - 2{DF} - Intramuscular])
<
% click or scan |
B 2022-02- Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
% 421 BU-EC- o1 Professional EEA Vears Female [Sudden death (n/a - Fatal - Results in Death, Life Threatening) n/a - [n/a - 2{DF} - n/a])
g 10011456560 ]
;‘é"_ Adrenal gland cancer (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
kS Condition), Brain cancer metastatic (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
2 click or scan | B2 Important Condition), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Inappropriate schedule
2 — 5022-02- Non 18-64 of product administration (n/a - Unknown - ), Intracranial pressure increased (n/a - Fatal - Results in Death TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g 422 EU-EC- o1 Healthcare ~ [Non EEA Vears Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lung cancer metastatic (1d - Fatal - Results in  |[immunisation - Not applicable - [1d- .3mL -
5 10011455936 Professional Death, Caused/Prolonged Hospitalisation), Meningitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,  |Parenteral])
Other Medically Important Condition), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia
bacterial (/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
click or scan |; -
a3 A (2022-02-|Healthcare Non EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 01 Professional Years Unknown - Other Medically Important Condition), Moaning (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10011455638

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011458093&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011457354&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011456880&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011456826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011456803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011456602&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011456560&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455936&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455638&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

Primary
v Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan || k| Anaphylactic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition), Aortic dissection (n/a - Fatal -
—— 4 4 1022-00- | Healthcare More Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically |COMIRNATY [TOZINAMERAN] (S- COVID-19
424 EU-EC- 01 Professional Non EEA  |than 85 |Female |Important Condition), Cardiac tamponade (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-  |immunisation - Not applicable - [n/a - n/a -
10011455625 Years respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Fatal - | Intramuscular])
Results in Death, Other Medically Important Condition)
click or scan | ; More
925 | tupc ; 3?22_02_ Eﬁte};;zrg o |NonEEA |than 85 |Male  |Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition) mﬁﬁgﬁ ggﬁgﬁﬁw d(_SI;/;IS);/I/;;N
Years
10011455616
click or scan | More Acute respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest
426 .4 (2022-02- |Healthcare Non EEA  |than 85 |Female (n/a - Fatal - Results in Death, Other Medically Important Condition), Marasmus (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 01 Professional Vears Obstructive airways disorder (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death, Other immunisation - Not applicable - [n/a - n/a - n/a])
10011455612 Medically Important Condition), Vomiting (n/a - Fatal - Results in Death)
427 EU-EC- o, 3?22 02 Ere(?tl"g;si?)rrfal Non EEA ?(iﬁ: g)etci fied Capillary leak syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) &Omﬂgﬁgl ggigﬁ?ﬁw d(_S H/S?nw/319
10011455611
clickor scan | More COMIRNATY [TOZINAMERAN] (S- COVID-19
428 2022-02- |Healthcare Non EEA  |than 85 |Femal Myocardial ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . isation - N licable - n/a - n/a -
EU-EC- 01 Professional on than ‘emale Condition) immunisation - Not applicable - [n/a - n/a
Years Intramuscular])
10011455580
dlick or scan | B | N BO:rdy brtempell'lelltme mineasgig(gt%% - I;icltal - Results in De at[l‘l"fLi'fe}:l;[ hreat.enincg,:;l Camed/l;rolor:igfld Hc')s:;)]i_ta]i‘satiolr)l,i D]ilsgbgl)ing),
— on ebrovascular accident - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
29| pupc Ef h (2)(1)22-02- Healthcare ~ [EEA ?{Zj—: Female |Hand amputation (28d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), mﬂﬁgﬁ g{gﬁgﬁggﬁw d(-S ;ﬁ‘?gﬁf
10011455443| & Professional Myocardial infarction (28d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), ’
Pneumonia (28d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
Arthralgia (10d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Body temperature (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Body temperature increased (n/a - Unknown - ), C-reactive protein increased (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac arrest (10d -
Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown - ),
Coagulation time shortened (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Contusion (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Costovertebral angle tenderness (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Flank pain (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Haemorrhage (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Headache (n/a - Unknown - ), Inflammation (n/a - Not Recovered/Not Resolved - Life
click or scan |; T Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Influenza like illness (14d - Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
430 =0 2022-02- Healthcare Non EEA 65-85 Male Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Limb [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 1 01 Professional Years discomfort (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011455427 ; Lower respiratory tract infection (10d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, |- Not applicable - [1d - n/a - Intramuscular])
Other Medically Important Condition), Myalgia (10d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Neck pain (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Platelet count decreased (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (14d - Not Recovered/Not Resolved - ),
Sepsis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Thrombocytopenia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Thrombosis (/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Vasculitic rash (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Vasculitis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455625&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455616&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455611&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455580&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455427&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
N
S click or scan
o - 2 Dyspnoea (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Unknown - Other Medically Important COVID- 19 VACCINE ASTRAZENECA (CHADOX1
N i (2022-02- Healthcare 65-85 - . . . . S X . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S| 431 EU-EC- o1 Professional Non EEA Vears Male  |Condition), Myocardial infarction (1d - Fatal - Results in Death), Pain in extremity (n/a - Unknown - Other Medically (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
(L.‘D’. 10011455425 Important Condition), Pericardial haemorrhage (n/a - Unknown - Other Medically Important Condition) - n/a - Intramusoular]) PP
©
(a)
3
o .
5 dlick or scan |- Cardiac failure (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Fatigue COVID-19 VACCINE ASTRAZENECA (CHADOX1
o| 432 2022-02- Healthare Non EEA 18-64 Male  |(n/a- Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Unknown - Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-EC- 01 Professional Years Condition) ’ (CHADOX1 NCOV-19)] (S- n/a - Not applicable -
kS 10011455344 [0Omo - n/a - Intramuscular])
g click or scan | ;-3 - Non
% 433 A (2022-02- Healthcare  |EEA 18-64 Male Brain death (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Pulmonary embolism  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
= EU-EC- |4 L3y |01 Professional Years (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
2 10011455253| =3 :
3
E} click or scan |: - Non
i A (2022-02- 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - Not
- - .
% 434 EUEC |5k o1 Ef;lvg;;ifal EEA Vears Male  |Angina pectoris (n/a - Fatal - Results in Death) applicable - [n/a - n/a - n/a])
8 10011455246| =3¢
<
g click or scan | iz
= s 3|2022-02- Healthcare 65-85 . ) . COMIRNATY [TOZINAMERAN] (S - COVID-19
& | 435 o . EEA Male  [Immunisation (Od - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
T EU-EC- 01 Professional Years Tntramuscular])
k= 10011454989
é Blood glucose increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Unknown -
I L ; _ - o - )
click or scan || | Caused/Prolonged Hospitalisation), F]or}fus}onal state (n/a - Unknown - Caused/Prolonged Hospltahs'atl(')n),' Dlzzme§s (n/a COVID-19 VACCINE ASTRAZENECA (CHADOX]
—— ] Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a -
2022-02- |Healthcare 65-85 e . DT . - INCOV-19) [COVID-19 VACCINE ASTRAZENECA
> 436 o . Non EEA Female |Unknown - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial :
= EU-EC- 01 Professional Years N . . oo . ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10011454902 . infarction (n/a - Fatal - 'Re.sul.ts in Death CaLsed{Prolonged Hospitalisation), Pain in extremity (n/a - Unknown - - n/a - Intramuscular])
g Caused/Prolonged Hospitalisation), Stroke volume increased (n/a - Not Recovered/Not Resolved - Caused/Prolonged
g Hospitalisation)
T . Abdominal pain (n/a - Unknown - Other Medically Important Condition), Activated partial thromboplastin time prolonged
E click or scan | ; ir (n/a - Unknown - Other Medically Important Condition), Haemorrhoids (n/a - Unknown - Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
-ﬁ- 437 i |2022-02- Healthgare Non EEA 18-64 Male |Condition), Platelet count decreased (n/a - Unknown - Other Medically Important Condition), Spinal pain (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-EC- 01 Professional Years Other Medically Important Condition), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< 10011454896 Thrombosis (n/a - Fatal - Results in Death) 1/a - Intramuscular])
B
2 click or scan | fxse] )
8 438 5 2022.02- Healtheare | 6585 |\, |Cerebrovascular accident (7d- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, (0N AT Y ggﬁm‘li“c‘amblmfl?gg?w
o EU-EC- 01 Professional Years Other Medically Important Condition), Death (0d - Fatal - Results in Death) PP t
0} Intramuscular])
10011454023
click or scan || COMIRNATY COVID-19 MRNA VACCINE
— 5022-02- Non 65-85 (NUCLEOSIDE MODIFIED) DISPERSION FOR
439 EU-EC- 01 Healthcare EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) INJECTION 30 MICROGRAMSDOSE
) Professional [TOZINAMERAN] (S - Prophylaxis - n/a - [n/a - n/a -
10011453903
Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455344&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455253&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011455246&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011454989&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011454902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011454896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011454023&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011453903&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria” : " Resultsin Death”

Page 50 of 2352

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
Adrenal haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
« Asthenia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
g Disabling), Brain herniation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
m Brain oedema (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), Cerebral
8 venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
T . o= Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
E dlick or seam Diarrhoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Haemorrhage COVID-19 VACCINE JANSSEN (AD26.COV2.9)
= 2022-02-|Healthcare 18-64 - - - . . o N, . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
440 . Non EEA Female |intracranial (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Malaise (n/a - o .
3 EU-EC- E 01 Professional Years Fatal . Life Thr - wsed/Prol Hospitalisation. Disabline). N - N AN Immunisation - Not applicable - [n/a - n/a -
b 10011453536 2, atal - Results in Death, Life Threatening, .Ca rolonged Hospit isation, Disal .mg)z ausea (n/a - Not Recovered/Not Intramuscular])
5 Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Platelet count decreased (n/a -
@ Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
—§ Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
: Retching (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
% Disabling), Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
% Disabling)
E” click or scan | i Non
.\g a1 | L 31202202 | ealthcare |EEA 0585 Ingle  |Death (n/a - Fatal - Results in Death), Internal haemorrhage (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
] U-EC- 01 Professional Years n/a - [n/a - 2{DF} - n/a])
w 10011453479
¢
5’3 click or scan |; T Non
41 |2022-02- 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
©
- -
g 442 EU-EC- 2 P Efallthciars | EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) na - [n/a- 1 {DF} - n/a])
= 10011453476 olessiond
5
g click or scan
g ! ;
% 71 (2022-02- Healthcare 18-64 Cardiac failure acute (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Loss of VAXZEVRIA [COVID-19 VACCINE. ASFRAZENECA
443 : EEA Male . " . 4 (CHADOX1 NCOV-19)] (S - Immunisation - Not
5 EU-EC- 01 Professional Years consciousness (n/a - Fatal - Results in Death), Pain (n/a - Unknown - ), Sleep disorder (n/a - Unknown - ) .
] applicable - [n/a - .5mL - Intramuscular])
%-:) 10011453231
) click or scan | 2 Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
% 444 2022-02- Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death), Cardiomegaly (n/a - Fatal - Results in Death), Headache (n/a - Unknown - |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 01 Professional Years Results in Death), Hepatic cirrhosis (n/a - Fatal - Results in Death), Obesity (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
E 10011453153 : Unknown])
T
g COVID-19 VACCINE ASTRAZENECA (CHADOX1
E click or scan || NCOV-19) [COVID-19 VACCINE ASTRAZENECA
=3 k- : 5022-02- Non 18-64 (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
| 445 EU-EC- ; o1 Healthcare ~ |[EEA Vears Male  |Acute kidney injury (n/a - Unknown - Other Medically Important Condition), Infarction (n/a - Fatal - Results in Death) |- n/a - Intramuscular]), COVID-19 VACCINE
2 10011453091 Professional ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
3 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
g (S- n/a - Unknown - [n/a - n/a - Intramuscular])
(¢} . o
click or scan | i ; Non
446  [2922-02 | ealthcare [NonEEA (278 |Male | Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- | 01 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10011452849
lick or sean (5 02200 Healtheare 1864 Blood pressure increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
447 : : Non EEA Female [Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a -
EU-EC- L |01 Professional Years PRTINVY; L . RTI
10011452821 £ Hospitalisation), Vomiting (n/a - Fatal - Results in Death, 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011453536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011453479&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011453476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011453231&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011453153&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011453091&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452849&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452821&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmﬁl ICSR Form g:z:iv::y Source fozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
N dlick or sean | 5 | 02200 Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
| 448 EU-EC . 01 Healthcare EEA v, Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
N gy 2 Professional cars [v/a - 3{DF} - n/a))
8 10011452640 :
H
< lick or scan
g clckorsaan |; ; Non SPIKEVAX [COVID-19 MRNA VACCINE
® : -02- - - - i i - Reco - 1 o
E| 440 _— 3(1)22 02. Healthcare EEA ?{Se ati: Female ]()g?lgilti(gs Fatal - Results in Death), Thrombosis (n/a - Not vered/Not Resolved - Other Medically Important MODERNA (CX-024414)] (S- Immunisation - n/a -
g 10011452632 Professional [n/a - 2{DF} - Intramuscular])
g
Q .
R click or scan | L Non
= 24 (2022-02- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- -
| 450 EUEC | 2 o1 Eresi‘tez;zrgal EEA Vears Male  [Death (n/a - Fatal - Results in Death n/a - [n/a - 2{DF} - n/a])
g 10011452629 :
3 Aphasia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atrioventricular block complete (n/a - Fatal -
@ Results in Death rolon, ospitalisation), Cerel aematoma (n/a - Fatal - Results in Death
3 Caused/Prol Hospitalisation), Cerebral h n/a - Fatal
K=y Caused/Prolonged Hospitalisation), Cerebral haemorrhage (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
3 Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Depressed level of consciousness
'§ (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Disorientation (n/a - Fatal - Results in Death
w Caused/Prolonged Hospitalisation), Dysarthria (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyskinesia|
8 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Facial paresis (n/a - Fatal - Results in Death
5 Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
ﬁ Haemorrhage intracranial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal -
® click or scan | - ] Results in Death, Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
9 % 12022-02- | Healthcare 18-64 Hospitalisation), Incisional hernia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - [Ncovz 19) [COVID-19 VACCINE ASTRAZENECA
5451 | puEC o1 Professional | EEA Vears |T€Male |Results in Death, Caused/Prolonged Hospitalisation), Memory impairment (n/a - Fatal - Results in Death, (CHADOX1 NCOV-19)] (S- Immunisation - Unknown|
o 10011452281 Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |_ [/a - n/a - Intramuscular])
asis (n/a - Fatal - Results in Death rolon, ospitalisation), 'ma (n/a - Fatal - Results in Death,
g Mydriasis (n/a - Fatal Caused/Prol Hospitalisation), Oedema (n/a - Fatal
E Caused/Prolonged Hospitalisation), Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged
I Hospitalisation), Platelet factor 4 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Reflexes abnormal (n/a
%‘; - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged
= Hospitalisation), Sinoatrial block (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sinus bradycardia (n/a -
B Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (3d - Fatal - Results in Death
% Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death), Tongue paralysis (n/a - Fatal - Results in
B Death, Caused/Prolonged Hospitalisation), Tonsillar disorder (n/a - Fatal - Results in Death, Caused/Prolonged
% Hospitalisation), Walking aid user (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
= Agitation (n/a - Unknown - Caused/Prolonged Hospitalisation), Arterial occlusive disease (n/a - Unknown - Caused/Prolonged
g lick or scan || | " Hospitaistion) Sontusion (na - Unkovn - CausedProlonged Hospitaliation), Etythiema (n/a~ Unknown - s (1 COVID-19 VACCINE ASTRAZENECA (CHADOXI
= : 15022-02- | Healthcare ore Caused/Prolonged Hospitalisation), Pal _or_( a- U known - Caused/‘ Prolonged Hospital 1sat1€)n), eripheral coldness (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
| 452 EU-EC- o1 Professional Non EEA  |than 85 [Female |Unknown - Caused/Prolonged Hospitalisation), Peripheral ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10011452272 Years Hospitalisation), Peripheral swelling (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - - Not applicable - [1d- n/a - Intramuscular])
2 Caused/Prolonged Hospitalisation), Skin discolouration (n/a - Unknown - Caused/Prolonged Hospitalisation), Skin erosion (n/a PP
§ - Unknown - Caused/Prolonged Hospitalisation)
O p N . p .
. ; Back pain (19d - Fatal - Results in Death), Cerebral haematoma (16d - Fatal - Results in Death, Life Threatening),
lick or scan | 8 | 029-00- Healtheare " Cerebral venous sinus thrombosis (16 - Fatal - Results in Death, Life Threatening), Haemorrhagic cercbral infarction (16d Tiocz)"\],}l 199) E@OCCIWDI " ;*\S,/T\]OCINE‘“ZENES?R(AZENEC'L‘DOCXIJ
453 . . EEA Female |- Fatal - Results in Death, Life Threatening), Headache (19d - Fatal - Results in Death), Malaise (19d - Fatal - Results o
EU-EC- 01 Professional Years . - - X - . - (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
2 in Death), Pain in extremity (19d - Fatal - Results in Death), Thrombocytopenia (16d - Fatal - Results in Death, Life
10011452266 - - n/a - Intramuscular])
Threatening)
click or sean | &2 ; Non TOZINAMERAN [TOZINAMERAN] (S- COVID-19
2022-02- Not Not Congenital anomaly (n/a - Fatal - Results in Death, Congenital Anomaly), Maternal exposure during pregnancy (n/a - Fatal |. o .
454 X Healthcare Non EEA . . . . immunisation - Not applicable - [n/a - n/a -
EU-EC- x (01 . Specified Specified - Results in Death, Congenital Anomaly) 1
10011452112 Professional Transplacental])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452632&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452629&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452272&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452266&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452112&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |3 : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
N 3 (2022-02- 18-64 . . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
N - R
S 455 EU-EC- o1 Hea]thgare Non EEA Vears Female |Catastrophic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
) i Professional
N 10011452058 : n/a - Intramuscular])
1
g click or scan |z : COVID-19 VACCINE JANSSEN (AD26.COV2.5)
g 456 2l (2022-02- Healthcare Non EEA 65-85 Female Cardiac failure acute (n/a - Fatal - Results in Death), Expired product administered (n/a - Unknown - Results in Death), |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
- EU-EC- 01 Professional Years Non-small cell lung cancer (n/a - Fatal - Results in Death), Suspected COVID-19 (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - .5mL -
3 10011451841 Intramuscular])
[2]
=
g_ Anaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Brain death (n/a -
= Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cavernous sinus
® thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
click or scan || ._--,* | haemonhage (n/a- Fat_al - Results in Death Flfe Threatepmg, Caused/.Prolonged Hospitalisation, Dlsgbll}lg)» O?rebija] COVID-19 VACCINE ASTRAZENECA (CHADOXI
— venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
= (2022-02- [Healthcare 18-64 - o - . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Q| 457 EU-EC- B (01 Professional Non EEA Vears Female |Other Medically Important Condition), Haemorrhagic stroke (n/a - Fatal - Results in Death, Life Threatening, (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
IS 10011451827 A3 e Caused/Prolonged Hospitalisation, Disabling), Headache (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged |* Not applicable - [ 1d - n/a - Intramuscular])
= Hospitalisation, Disabling), Malaise (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically PP
3 Important Condition), Superior sagittal sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
5 Hospitalisation, Disabling), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
i Hospitalisation, Disabling, Other Medically Important Condition)
g Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory failure
5 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death
ﬁ Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal -
= . Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged CCINE SSEN
S lick or sean Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results COVID-19 VA JAN: (AD26.COV2.8)
2022-02-|Healthcare 65-85 . raeor: - o . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o 458 . Non EEA Male  |in Death, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Fatal - Results in Death, Caused/Prolonged R .
£ EU-ECG- 01 Professional Years TR . - _ B - 2 . Product used for unknown indication - Not applicable -
10011451561 ) Hospitalisation), Pulseless electrical activity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a [/a - n/a - Intramuscular])
E - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Resuscitation (n/a - Fatal - Results in Death,
I Caused/Prolonged Hospitalisation), Retroperitoneal haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged
%':) Hospitalisation), SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Septic shock
= (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Spontaneous haemorrhage (n/a - Fatal - Results in
B Death, Caused/Prolonged Hospitalisation)
é click or scan |3 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2022-02- | Healthcare 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
a - - )
g 459 EU-EC- | pEd 01 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
= 10011451434 = [n/a - n/a - Intramuscular])
>
g click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
R 2022-02- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= R -
2| 460 EU-EC- ER 01 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
% 10011451306 : - Not applicable - [1d - .5mL - Intramuscular])
¢] Asthenia (n/a - Not Recovered/Not Resolved - Life Threatening), Chest pain (n/a - Recovered/Resolved - Life Threatening),
click or scan | ;W -ALLEY, Coronary artery thrombosis (n/a - Fatal - Results in Death, Life Threatening), Decreased appetite (n/a - Not Recovered/Not | COVID-19 VACCINE ASTRAZENECA (CHADOX1
461 221 |2022-02-|Healthcare Non EEA 65-85 Male Resolved - Life Threatening), Fatigue (n/a - Not Recovered/Not Resolved - Life Threatening), Joint swelling (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 01 Professional Years Recovered/Not Resolved - Life Threatening), Malaise (n/a - Not Recovered/Not Resolved - Life Threatening), Myocardial (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011451239, rupture (n/a - Not Recovered/Not Resolved - Life Threatening), Pericardial haemorrhage (n/a - Not Recovered/Not Resolved - |- Not applicable - [1d - n/a - Intramuscular])
Life Threatening), Vaccination site pain (n/a - Not Recovered/Not Resolved - Life Threatening)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011452058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011451841&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abdominal discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aspiration (n/a - Fatal - Results
« in Death, Caused/Prolonged Hospitalisation), Blood magnesium decreased (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation), Blood potassium normal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood sodium
m decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Burning sensation (n/a - Fatal - Results in
=] Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
8 Demyelinating polyneuropathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal -
T . Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged
E dlick or scan | gz : 2002-02 It 65-8 Hospitalisation), Gait disturbance (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Guillain-Barre CCOOV\I/ID-119 9V§C%NI§EJ1NN$$ES (%6%%8) S
—=| 462 ; -02- Healtheare o0 pra - (6985 Ipemate syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemoglobin decreased (n/a - Fatal - Results [ DOV JANSSEN( . 9] (S-
3 EU-EC- 01 Professional Years N RTIE . . s Product used for unknown indication - Not applicable -
b 10011451012 in Death, C‘aused/l"rolonged-Hosplta-hsatlon), Hepatic steatosis (n/a - Fatal - Results in Death Causec-l/Pr‘olqnged [a - n/a - Intramuscular])
5 Hospitalisation), Liver function test increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Motor
o dysfunction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Fatal - Results in
% Death, Caused/Prolonged Hospitalisation), Occult blood negative (n/a - Fatal - Results in Death, Caused/Prolonged
: Hospitalisation), Paraesthesia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a
% - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test negative (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Ultrasound abdomen abnormal (n/a - Fatal - Results in Death, Caused/Prolonged
% Hospitalisation), Urine analysis abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
:;:” click or scan |3
.\.‘5 463 | LUEC - 3?22_02_ Ere;lg;;i?)r:al Non EEA g)etci fied g)etci fiog Multisystem inflammatory syndrome in adults (n/a - Fatal - Results in Death, Other Medically Important Condition) %ﬁ%&zﬁ;ﬂ%ﬁﬁ rE/Sa_-(r:](/zl\]/)[D_lg
w 10011450966 ]
g
5’3 click or scan |3 Non
< | 464 2022-02- Healthcare Non EEA Not Not Death (n/a - Fatal - Results in Death), Immunisation (n/a - Fatal - Results in Death), Off label use (n/a - Fatal - Results |[COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- 01 Professional Specified Specifiedin Death) immunisation - Not applicable - [n/a - n/a - n/a])
rofessional
g 10011450913
o . Cerebral haemorrhage (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
£ click or scan | ik - Important Condition), Fatigue (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
E 465 2l (2022-02- Healthcare Non EEA 18-64 Femal Important Condition), Hangover (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
IS EU-EC- 01 Professional on Years ¢ Important Condition), Headache (8d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
%‘; 10011450841 Other Medically Important Condition), Vomiting (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, - Unknown - [1d - n/a - Intramuscular])
> Other Medically Important Condition)
] Coma (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
% Confusional state (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
® Condition), Cough (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
% Important Condition), Haemoptysis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
£ click or scan | - Important Condition), Malaise (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2022-02- |Healthcare 18-64 Important Condition), Multiple sclerosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
<} 466 | Lipc 01 Professional | EEA |, Male  |Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Pneumonia aspiration (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
kS 10011450771 Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Productive cough (n/a - |- Not applicable - [1d - n/a - Intramuscular])
2 Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Somnolence (n/a -
B Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a -
g Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
5 Vomiting (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
'VAXZEVRIA SUSPENSION FOR INJECTION
click or scan 5 COVID-19 VACCINE (CHADOX1-S
w6 G |2022-02- Healtheare | fﬁ;’fg 5 |ye  |COVID-19 (34~ Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), [RECOMBINANTT) [COVID-19 VACCINE
EU-EC 01 Professional Vaccination failure (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) [ASTRAZENECA (CHADOX1 NCOV-19)] (S-
10011450644 Years Immunisation - Not applicable - [n/a - .5mL -
Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011450913&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011450841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011450771&_xpt=1&_xf=pdf
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Primary
EU Local th Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa tent | Reaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes

click or scan |3 : Non COVID-19 MRNA VACCINE MODERNA (CX-
q 468 il (2022-02- Healthcare EEA 65-85 Male Intestinal infarction (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
S EU-EC- 01 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
g' 10011450436 [n/a - 1{DF} - Intramuscular])
8
9 click or scan | ; ! More
® 4l | 2022-02- | Healthcare . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19

; - - X - - . Nl

0| 469 EUEC |3 o1 Professional EEA %1:;585 Male  |Pneumonia (24d - Fatal - Results in Death), Pulmonary embolism (24d - Fatal - Results in Death) immunisation - n/a - [/a - .3mL - Intramuscular])
3 10011450417 24
1(,'_‘)
Q .
R click or scan | ;e Non More
—§ 470 BU-EC 3(1)22-02- Healthcare EEA than 85 |Female |Infarction (n/a - Fatal - Results in Death) (I)II{J]I})II\IATHY/ [T?Zg; I ] (il- wa - Not
g e Professional Years applicable - [n/a - 1{DF} - Intramuscular])

10011450374
% click or scan | Non More
Eﬂ 471 EU-EC- 3?22_02_ Healthcare EEA than 85 [Female |Sudden death (n/a - Fatal - Results in Death) mﬂﬁgﬁ [n];;)_z[ry/a i} 3rIr{1LAItI]Ir(1§r_ar(r1?s\c,[ul[:r})9
> 10011450372 Professional Years ’
5
>
m
@ click or scan |; Non
5 2022-02- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
>

- - . S
3 472 EU-EC- o1 I];Ire;]%};sciirsa] EEA Vears Male  |Condition aggravated (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
% 10011450370
o
o] lick or scan |3 Non COMIRNATY [TOZINAMERAN] (S - COVID-19
-02- - i - - i , i - - i , iti - - . s .

o 473 2022-02 Healthcare EEA 65-85 Male Asthema'(n/a Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal immunisation - Not applicable - [n/a - 1 {DF} -
£ EU-EC- 01 Professional Years Results in Death Tntramuscular])
& 10011450364 ;
g
%_; click or scan |3 COVID-19 MRNA VACCINE MODERNA (CX-
> 474 2022-02- | Healthcare EEA 65-85 Female Acute kidney injury (12d - Fatal - Results in Death), Cardiomegaly (12d - Fatal - Results in Death), Generalised oedema {024414) [COVID-19 MRNA VACCINE MODERNA
] EU-EC- 01 Professional Years (12d - Fatal - Results in Death), Shock (12d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
g 10011449970 [n/a - .25mL - Intramuscular])
B
= click or scan | B:SHT COVID-19 MRNA VACCINE MODERNA (CX-
£ 475 2022-02- Healthcare EEA 65-85 Male Cardio-respiratory arrest (13d - Fatal - Results in Death), Haemorrhage (13d - Fatal - Results in Death), Loss of 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC- : 01 Professional Years consciousness (13d - Fatal - Results in Death) (CX-024414)] (S- Immunisation - Not applicable -
<} 10011449940, =% [n/a - .25mg - Intramuscular])
=
S COVID-19 MRNA VACCINE MODERNA (CX-
% click or scan | 15 024414) [COVID-19 MRNA VACCINE MODERNA
e | g 2022-02- | Healthcare 65-85 (CX-024414)] (S- n/a - Not applicable - [n/a - .25mL
5 476 EU-EC- 01 Professional EEA Vears Female |Dysarthria (2d - Fatal - Results in Death), Hemiplegia (2d - Fatal - Results in Death) - n/a]), INHIXA 10,000 U (100 MG)/1 ML

10011449579 SOLUTION FOR INJECTION [ENOXAPARIN

SODIUM] (S - Thrombophlebitis - Not applicable -
[n/a - 6000k[iU] - Subcutaneous])
click or scan | % e 02202 bt s COMIRNATY [TOZINAMERAN] (S- COVID-19
477 | BUEC 5101 IProfesional |EEA Vears  |Female  |SARS-CoV-2 test positive (10d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10011449089 ; rolessiona s Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011449970&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011449940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011449579&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt for Sex
Date p Qualification Regulatory Group Route])
Purposes
lick or scan |3 : COMIRNATY [TOZINAMERAN] (S- COVID-19
N i (2022-02- |Healthcare 65-85 Death (12d - Fatal - Results in Death), Dehydration (12d - Fatal - Results in Death), Oxygen saturation decreased (12d- |. P .
N 478 . EEA Female . immunisation - Not applicable - [n/a - .3mL -
S EU-EC- L3101 Professional Years Fatal - Results in Death), SARS-CoV-2 test positive (12d - Fatal - Results in Death) Tntramuscular]) .
I 10011449052 :
=)
1
(-Q,D- click or scan | Non COVID-19 VACCINE JANSSEN (AD26.COV2.5)
© 2022-02- 18-64  |Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - ) o .
% 479 EU-EC- ., (01 E:(?i‘g;sci?)rgal Non EEA Years  |Specified Death (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
] 10011448928 " Unknown])
[2]
£
§- click or scan | ;g L Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hyperhidrosis (n/a - Unknown - Results in  |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
.’é 480 2i 2022-02- Healthcare Non EEA 65-85 Male Death, Other Medically Important Condition), Hypotension (n/a - Unknown - Results in Death, Other Medically [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: EU-EC- 01 Professional Years Important Condition), Pyrexia (n/a - Unknown - Results in Death, Other Medically Important Condition), Unresponsive to|Immunisation - Not applicable - [n/a - .5mL -
yr y
g 10011448878 stimuli (n/a - Unknown - Results in Death, Other Medically Important Condition) Intramuscular])
% click or scan |; More Blood pressure decreased (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death, Other Medically
S| 481 ] 2022-01- |Healthcare Non EEA  |than 85 [Male Important Condition), Cardiovascular disorder (n/a - Unknown - ), Depressed level of consciousness (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
% EU-EC- 31 Professional Vears Death, Other Medically Important Condition), Diarrhoea (n/a - Unknown - ), Pyrexia (n/a - Recovered/Resolved - ), immunisation - Not applicable - [n/a - n/a - n/a])
i 10011448518 'Vomiting (n/a - Recovering/Resolving - )
5
>
m
4] click or scan |; .
g % 12022-01-| Healtheare 65-85 Cardiac arrest (/a - Fatal - Results in Death, Life Threatening), Sudden cardiac death (/a - Fatal - Results in Death, Life |COVIRNAT Y [TOZINAMERAN] (S - COVID-19
482 : EEA Female . immunisation - Not applicable - [n/a - 1{DF} -
o] EU-EC- 31 Professional Years Threatening)
g 10011447888 Intramuscular])
o
5
[}
€ click or scan Non More . . I " -
2 Embolic stroke (n/a - Fatal - Results in Death), Immunisation (n/a - Unknown - Other Medically Important Condition),
é 483 | BUEC- ; 5(1)22-01- Healthcare o ppa  [than 85 |geae (Interchange of vaceine products (n/a - Unknown - Other Medically Important Condition), Off Label use (t/a - Unknown - mﬂﬁgﬁ ggﬁmﬁgﬁw d(-SI;/aa-)yell]))-w
% 10011447699 Professional Years Other Medically Important Condition) PP
>
©
c
é dlick or scan (% ; Cercbral infarction (n/a - Fatal - Results in Death), Fall (n/a - Unknown - ), Headache (n/a - Unknown - ), Intracranial
o 24 (2022-01- [Healthcare 18-64 T E— : i ’ > - COMIRNATY [TOZINAMERAN] (S- COVID-19
| 484 BU-EC 31 P . EEA Female |aneurysm (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), |. P .
£ -EC- rofessional Years . N ; . immunisation - Not applicable - [1d - n/a - n/a])
5 10011447696 Subarachnoid haemorrhage (n/a - Fatal - Results in Death)
=5
=3
=
5
ko
B
O
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Primary
v Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Balance disorder (n/a -
« Unknown - Caused/Prolonged Hospitalisation), Brain stem auditory evoked response abnormal (n/a - Fatal - Results in
g Death, Caused/Prolonged Hospitalisation, Disabling), Cerebral ischaemia (n/a - Unknown - Caused/Prolonged Hospitalisation,
m Other Medically Important Condition), Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
Q Hospitalisation, Disabling, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death
8 Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Condition aggravated (n/a - Unknown -
o Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coordination abnormal (n/a - Unknown -
E Caused/Prolonged Hospitalisation, Disabling), Dizziness (n/a - Unknown - Caused/Prolonged Hospitalisation), Dysarthria (n/a -
= Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Dyskinesia (n/a - Fatal - Results in Death),
§ dlick or scan || Essential hypertension (n/a - Unknown - Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Unknown -
5 - 2022-01- | Healthcare 65-85 Caused/Prolonged Hospitalisation), Gastrointestinal haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation), 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
@ 485 EU-EC- 2. I Professional Non EEA Vears Male  |Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Unknown - Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
-§ 10011447560 2. Hospitalisation, Disabling), Hemiplegia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other |n/a - Intramuscular])
: Medically Important Condition), Hypoaesthesia (n/a - Unknown - Caused/Prolonged Hospitalisation), Incorrect route of
g product administration (n/a - Unknown - ), Ischaemic stroke (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Lip disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling),
% Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Pain (n/a - Unknown -
= Caused/Prolonged Hospitalisation), Paraesthesia (n/a - Unknown - Caused/Prolonged Hospitalisation), Paralysis (n/a -
S Unknown - Caused/Prolonged Hospitalisation), Presbyacusis (n/a - Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a
© - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Speech disorder (n/a - Unknown -
E Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis with
@ thrombocytopenia syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
g Tremor (n/a - Fatal - Results in Death)
(g dlick or scan | Non Cardiopulmonary failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Communication disorder
0|48 | EuEC §?22-01- Healthcare  |EEA 35'85 Male |(n/a - Unknown - ), Ischaemic stroke (n/a - Unknown - Life Threatening, Other Medically Important Condition), Nervous COMIRNATY [TOZINAMERAN] (8- COVID-19
— -EC- 2 Professional ears stem disorder (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
g 10011447538 ; 5y’
% click or scan | B | 'VAXZEVRIA [COVID-19 VAn(;CINE AST l}AZbliENEi/A
g 487 | pupc » 5?22'01' II;I(e)zlallthcare Non EEA ;iﬁj Male Eﬂ(ﬁg‘x _Fe)ttal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pain (/a - Unknown - ), Pyrexia (n/a - f n/a- Int)r(alrnI\LIs(c?ﬂZr]l)?)\]//(Xi(ZE:/MI\f{(aX%%glg e
% 10011447424 By Professional 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
e (S- n/a - Unknown - [n/a - n/a - Intramuscular])
c
% dlick or sean | ; ¥, 5022.01|Health 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
T 488 BUEC o care | [NonEEA |7 |Female |Hacmorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
T o . ofession cars n/a - Intramuscular])
£ 10011446660
<} click or scan | ; : COVID-19 VACCINE ASTRAZENECA (CHADOX1
= : -01- - .. A
2 489 EU-EC- 5(1)22 o1 I};I:(?fl‘gsl:iirg Al Non EEA gse;i: Male  |Dyspnoea (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death) m))(l[(l?c\gall 99)}/%%1:1?355 ﬁ)ﬁfﬁcﬁ wal
3 10011446658 - n/a - Intramuscular])
8
O
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490

click or scan |

EU-EC-

10011446657| 33

G (2022-01-
3 131

Healthcare
Professional

Non EEA

65-85
Years

Female

Ageusia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Anaemia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Anxiety (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Aphonia (6d - Recovered/Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Arthralgia (n/a - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Diarrhoea
(n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Dysgeusia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Fatigue (11d - Recovered/Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Feeling abnormal (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Hypotension (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Influenza like illness (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Joint swelling (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Lymphadenopathy (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Malaise (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Night sweats (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Pain in extremity (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Parosmia (9d - Recovered/Resolved -
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Peripheral swelling
(n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Platelet count decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Rash (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), T-cell lymphoma (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Tongue abscess (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Tremor (n/a - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)...

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

491

click or scan |3

EU-EC-
10011446335

2022-01-
31

Non
Healthcare
Professional

Non EEA

18-64
Years

Male

Application site discomfort (n/a - Fatal - Results in Death), Brain death (n/a - Fatal - Results in Death), Cerebral
thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Chills (n/a - Fatal - Results in Death),
Depressed level of consciousness (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death),
Haemorrhagic stroke (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal -
Results in Death, Other Medically Important Condition), Pain (n/a - Fatal - Results in Death), Pain in extremity (n/a -
Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Speech disorder (n/a - Fatal - Results in Death),
Thrombocytopenia (n/a - Fatal - Results in Death), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in
Death), Visual impairment (n/a - Fatal - Results in Death)

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

492

click or scan |

EU-EC-

10011445355/ &

2022-01-
31

Healthcare
Professional

EEA

18-64
Years

Male

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

COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - 2{DF} - n/a])

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

493

click or scan |
)

EU-EC-
10011445352,

i 31

2022-01-

Non
Healthcare
Professional

EEA

18-64
Years

Male

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

COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - 2{DF} - n/a])
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494

click or scan |

EU-EC-
10011445224

A 12022-01-

31

Healthcare
Professional

Non EEA

18-64
Years

Female

Abortion spontaneous (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Congenital Anomaly, Other Medically Important Condition), Anxiety (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Arthralgia (n/a -
Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other
Medically Important Condition), Delirium (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Haemorrhage foetal (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other
Medically Important Condition), Heart rate increased (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Heart sounds
abnormal (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital
Anomaly, Other Medically Important Condition), Limb discomfort (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Maternal exposure
during breast feeding (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly,
Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Muscular weakness
(n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly,
Other Medically Important Condition), Musculoskeletal pain (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Pain in extremity
(n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly,
Other Medically Important Condition), Pain in extremity (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Palpitations (n/a - Not Recovered/Not Resolved
- Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition),
Panic attack (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital
Anomaly, Other Medically Important Condition), Peripheral swelling (n/a - Recovering/Resolving - Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Respiration
abnormal (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital
Anomaly, Other Medically Important Condition), Rotator cuff syndrome (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition),
Tendonitis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital

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

Anomaly, Other Medically Important Condition)

Created by: https://t. me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abortion spontaneous (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
« Congenital Anomaly, Other Medically Important Condition), Anxiety (n/a - Not Recovered/Not Resolved - Life Threatening,
g Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Arthralgia (n/a -
m Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other
Q Medically Important Condition), Delirium (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
8 Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Haemorrhage foetal (n/a - Not
o Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other
E Medically Important Condition), Heart rate increased (n/a - Not Recovered/Not Resolved - Life Threatening,
= Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Heart sounds
§ abnormal (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital
5 Anomaly, Other Medically Important Condition), Limb discomfort (n/a - Not Recovered/Not Resolved - Life Threatening,
o Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Maternal exposure
—‘é during breast feeding (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, |COVID-19 VACCINE ASTRAZENECA (CHADOX1
: click or scan | :az : Other Medically Important Condition), Maternal exposure during pregnancy (n/a - Unknown - Life Threatening, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
% 495 A (2022-01- Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Muscular weakness |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 31 Professional Years (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, - Not applicable - [1d - n/a - Intramuscular]),
% 10011445224 Other Medically Important Condition), Musculoskeletal pain (n/a - Not Recovered/Not Resolved - Life Threatening, [TOZINAMERAN] (S - COVID-19 immunisation -
= Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Pain in extremity |Not applicable - [n/a - n/a - n/a])
S (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly,
(& Other Medically Important Condition), Pain in extremity (n/a - Unknown - Life Threatening, Caused/Prolonged
E Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Palpitations (n/a - Not Recovered/Not Resolved
@ - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition),
e Panic attack (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital
gg Anomaly, Other Medically Important Condition), Peripheral swelling (n/a - Recovering/Resolving - Life Threatening,
© Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition), Respiration
g abnormal (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital
- Anomaly, Other Medically Important Condition), Rotator cuff syndrome (n/a - Not Recovered/Not Resolved - Life
g Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition),
g Tendonitis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Congenital
% Anomaly, Other Medically Important Condition)
I3 click or scan |3 _'-'* L
221 |2022-01-|Healthcare 65-85 ; . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
%i 49 | puEC S H (31 Professional |0 Years |MAl€  |Disease recurrence (v/a - Fatal - Results in Death), Ventricular fibrillation (/2 - Fatal - Results in Death) immunisation - n/a - [1d - n/a - Intramuscular])
< 10011444925| 233 3
% click or scan |; L COVID-19 VACCINE JANSSEN (AD26.COV2.5)
A |2022-01- |Healthcare 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g 497 EU-EC- 31 Professional EEA Years Male  Death (n/a - Fatal - Results in Death) COVID-19 immunisation - Not ap(plicable - [n/ef) (
£ 10011444695 1{DF} - n/a])
g
5 m— i |2022-01- " 18-64 COVID-19 immunisation (n/a - Unknown - ), Death (1/a - Fatal - Results in Death) n/a - Unknown - ), Pyrexia | o IREVAX [COVID- 19 MRNA VACCINE
% R —— by | |Healthcare  |EEA Vems | Male (Wa- U nkn‘g““‘;““‘)lsa fon (n/a - Unknown -), (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Pyrexia |y ionppNa (CX-024414)] (S- Immunisation - Not
o Professional applicable - [n/a - n/a - Intramuscular])
5 10011444277
G ]
click or scan | iR .
499 | cuRc : : §?22_01_ Ef;lg;:ﬁ:a] EEA :i ;?_2 Female |Intestinal ischaemia (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) %ﬁg&?g&{?ﬁgﬁw (8- Immunisation -
10011444117|;
click or scan | i ! . . . . T -
el 1 : Dehydration (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Delirium (7d - Fatal - .
500 EU-EC. o 5?22'01' Eﬁz;fg Al EEA ?{5@ :i: Male  |Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), General physical health deterioration (7d - Fatal - ﬁﬂﬁéﬁ:};ﬁ%mmw (- Immmisation -
10011444103 ! Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
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umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; -
N al (2022-01-|Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
N - R
S 501 EU-EC- B 31 Professional EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening) na- [n/a - /a - n/a])
g' 10011444082 :
8_ Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
% Condition), Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged
a click or scan || Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in
=) el A Non Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myocarditis (n/a - Unknown - MERAN]
§ 502 EU-EC- o 5?22_01_ Healthcare Non EEA ?('Se ﬁ: Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Palpitations (n/a - Unknown - Caused/Prolonged mﬁ:ﬁgﬁ [IF\IFSZaINIicable i n/f ;]/(ax?\r/][/z)lg
5 10011443843 ! Professional Hospitalisation), Pericarditis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), bp
@ Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Tachycardia (n/a - Unknown - Caused/Prolonged
‘§ Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
g Condition)
g COVID-19 MRNA VACCINE MODERNA (CX-
S click or scan 024414) [COVID-19 MRNA VACCINE MODERNA
= e i (CX-024414)] (S- COVID-19 immunisation - Not
21503 | EuEC RETE i 5(1)22-01- Eea;thc'are al |Non EEA 31{8-64 Male  [Pain in extremity (n/a - Unknown - ), Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) ~ |#Pplicable - [/a - 1{DF} - Unknown]),
5 10011443579 rolcssion: cars [TRIHEPTANOIN] (S - Glucose transporter type 1
0 deficiency syndrome - Not applicable - [503d - 200mg
" - Oral])
(8]
3
% glick or scan (¢ i 2022-01- Non 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Unknown - %O\QIIDls-llg 9\</ZXCCFNEJ?A]\II\I$EN(éAD]§266Cg)%S%)] (s-
0| 504 EU-EC- h 31 Healthcare Non EEA Vears Male  [Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - Results in Death, Other Tmmunisation - Not applicable - [V - n/;‘ o
S e Professional Medically Important Condition) PP
5 10011443423 Unknown])
=
% click or scan | Non COVID-19 VACCINE JANSSEN (AD26.COV2.5)
=) 2022-01- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
% 505 EU-EC- 31 E:jg;sciir;al Non EEA Specified Female |Death (n/a - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -
2 10011443393 Unknown])
©
% click or scan | EE Acute myocardial infarction (n/a - Fatal - Results in Death), Adenocarcinoma metastatic (n/a - Unknown - Other Medically
et Important Condition), Cardiac arrest (n/a - Fatal - Results in Death), Disseminated intravascular coagulation (n/a - Fatal -
g 506 BU-EC- 3?22-01- lf;l:(?tlgslsciz(i)rgal Non EEA 32;3: Male  [Results in Death, Other Medically Important Condition), Epistaxis (n/a - Unknown - ), Haematoma (n/a - Unknown - ), ﬁﬁgﬁ%&gozlligﬁﬁfﬁﬁw 3(rsrlLC-(31>2]]?- 19
ol 10011443186 Peripheral ischacmia (n/a - Fatal - Results in Death), Prosthetic cardiac valve thrombosis (n/a - Fatal - Results in Death), PP ’
E Skin haemorrhage (n/a - Not Recovered/Not Resolved - ), Thrombocytopenia (n/a - Fatal - Results in Death)
E‘ dlick or sean |, Non Arteriosclerosis (n/a - Fatal - Results in Death), Inappropriate schedule of product administration (n/a - Fatal - Results in ME ME
< 507 202201 paltheare [NonEEA  |156% Ingale Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically TOZINAMERAN [Tozlm . RAN] (- COVID-19
2 EU-EC- | «f 31 Professional Years Tmportant Condition) immunisation - Not applicable - [1d - n/a - n/a])
g 10011443158| ¢
S lick
o Gl ot sean |4 : Non Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisati i ti MERAN ME
; 1. g s spitalisation, Other Medically Important Condition), }
508 2022-01 Healthcare Non EEA 18-64 Female [Suspected COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important TOZIN . [Tozm 1(S- COVID-19
EU-EC- 31 Professional Years Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10011442736 E olessiond ©
click or scan | ; - Non
509 4 (2022-01- Healthcare EEA 18-64  |Not Feeling abnormal (89d - Fatal - Results in Death), Headache (89d - Fatal - Results in Death), Internal haemorrhage (89d - | COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- B 31 Professional Years  |Specified Fatal - Results in Death), Visceral pain (89d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10011442657| &4 :
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N click or scan |3 A —— 1864 SPIKEVAX [COVID-19 MRNA VACCINE
a1 510 : EEA Male  |COVID-19 immunisation (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - Not
IS EU-EC- 31 Professional Years :
) b i applicable - [n/a - n/a - Intramuscular])
N 10011441941 -
1
e lick or scan | ot
g clckor scan |, ; Abdominal discomfort (1d - Fatal - Results in Death, Other Medically Important Condition), Cardi st (1d - Fatal - MERAN]
ﬁ 01 ~ ly Important Condition), ac arrest ( atal ) o
af 511 g [2022-01 Healthc_are EEA 65-85 Male  [Results in Death, Other Medically Important Condition), Fatigue (1d - Fatal - Results in Death, Other Medically COMIRNATY [TOZIN. (8- Immunisation
- EU-EC- 31 Professional Years - n/a - [n/a - n/a - Intramuscular])
3 10011441880 Important Condition)
£
8 lick or scan | BLAEE
g e H022.01.Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
8| 512 BU-EC- 31 Healthcare EEA Vears Male  |Cardiac death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
% 10011441757 ) Professional [n/a - n/a - n/a])
% dlick or sean |4 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
s 01 g ) ) . ! ) ) . ! . ) ) . y
S| s13 2022-01 Healthc_are Non EEA 18-64 Female Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a
S EU-EC- 31 Professional Years Death) - n/a - Intramuscular])
g 10011441585
o
@ click or scan | L Non COVID-19 MRNA VACCINE MODERNA (CX-
5 514 e 2022-01- Healthcare Non EEA 65-85 Female Discomfort (1d - Recovered/Resolved - ), Dizziness (1d - Recovered/Resolved - ), Feeling of body temperature change (1d-  (024414) [COVID-19 MRNA VACCINE MODERNA
loa} EU-EC- i3 31 Professional Years Recovered/Resolved - ), Pulmonary thrombosis (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
% 10011441464 ' applicable - [n/a - 1{DF} - Unknown])
o
g click or scan | -
o 31 2022-01- | Healthcare 65-85 . . ] . COMIRNATY [TOZINAMERAN] (S- COVID-19 -
£| 515 EU-EC- : 31 Professional EEA Vears Male  |Cardiac arrest (Od - Fatal - Results in Death, Other Medically Important Condition) na - [n/a - /a - n/a])
& 10011440640| 3%
g
%_; click or scan |z COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
> 2022-01-|Healthcare 65-85 . n/a - n/a]), [WARFARIN, WARFARIN SODIUM,
; - -

T 516 EU-EC- 31 Professional EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) WARFARIN SODIUM BP] (S- n/a - n/a - [n/a - n/a -
§ 10011440397 1/a))
B
o
T
g
=5
=3
=
)
ko
B
O
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Primary
U Local th Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# Numbf:' ICSR Form R:Q::::y Source fo‘;“n ry Age Sleen Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
lood fibrinogen decreasex a- own - Results in Death, Life eatenin, used/Prolon, ospitalisation), Brain
Blood fibrinogen de d (n/a - Unkne Life Thr ing, Caused/Prolonged Hospitalisation), Brai
at! a - Fatal - Results in Death, Life eatenin, rolon, ospitalisation), Cerebral haematoma (n/a -
« death (n/a - Fatal Life Thr ing, Caused/Prol Hospitalisation), Cerebral h n/
g Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Computerised tomogram head abnormal
) a- own - Results in Death, Life eatenin, rolon, ospitalisation), ompressive craniecton a-
g n/a - Unkne Life Thr ing, Caused/Prol Hospitalisation), Decompressi i y (1
= Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Unknown;
8 - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemorrhage intracranial (n/a - Fatal - Results in
% Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Results in Death, Life
a Threatening, Caused/Prolonged Hospitalisation), Influenza A virus test negative (n/a - Unknown - Results in Death, Life
g Threatening, Caused/Prolonged Hospitalisation), Influenza B virus test (n/a - Unknown - Results in Death, Life
o click or scan | A, Threatening, Caused/Prolonged Hospitalisation), Influenza virus test negative (n/a - Unknown - Results in Death, Life COVID-19 VACCINE JANSSEN (AD26.COV2.S)
5 22112022-01- | Healthcare Non EEA 18-64 Femal Threatem:ng, Caused/Prolonged Hosp@talisation), Intracranial pressure increased (n/a - Unknown - Results in Death, Life  |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
o3 517 | guEC 31 Professional |01 Years © |Threatening, Caused/Prolonged Hospitalisation), Mucosal hypertrophy (n/a - Unknown - Results in Death, Life Immunisation - Not applicable - [n/a - n/a -
-§ 10011440286 ; Threatening, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results in Death, Life Threatening, Unknown])
: Caused/Prolonged Hospitalisation), Neutrophilia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
% Hospitalisation), Platelet count decreased (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
8 Hospitalisation), Pupillary reflex impaired (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
= Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
= Respiratory syncytial virus test negative (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
S Hospitalisation), SARS-CoV-2 test negative (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
© Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
E Visual impairment (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), White blood
” cell count increased (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
(8]
5
ﬁ dlick or sean |5 5022-01- |Healthcare 18-64 Abdominal pain (n/a - Fatal - Results in Death), Arrhythmia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - COMIRNATY [TOZINAMERAN] (- Immunisation -
®| 518 EU-EC- 31 Professional EEA Vears Female [Results in Death), Chest pain (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), na - [n/a - n/a - Intramuscular])
a 10011440145 Myocarditis (n/a - Fatal - Results in Death), Resuscitation (n/a - Fatal - Results in Death)
5
kS
£ click or scan | ; Non More
% 519 2022-01- Healthcare EEA than 85 |Female Cachexia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S - Immunisation -
=3 EU-EC- 31 . Mental impairment (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - 1{DF} - n/a])
% 10011440136] 5 H ; Professional Years
>
s click or scan | More
% 520 2022-01- |Healthcare EEA than 85 |Female Cardiac failure (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -
B EU-EC- 31 Professional Vears Death), Leukocytosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - 3{DF} - n/a])
a 1
] 0011440135
g
_Sm_ click or scan | 31
2 2022-01-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
E= ? - R
E 521 EU-EC- 3] Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
2 10011440129 ;
¥
¢] lick or scan |5 5022-01- Non 65-85 Cerebral venous thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Death g@g&%ﬁgﬁ%cﬁj\g\fnw VACCINE
522 EU-EC- 31 Healthcare EEA Vears Male  |(n/a - Fatal - Results in Death), Loss of consciousness (n/a - Not Recovered/Not Resolved - Life Threatening, JANSSEN (AD26.COV2.5)] (S- Immunisation - n/a -
Professional Caused/Prolonged Hospitalisation) : )
10011440111 [n/a - 1{DF} - n/a])
click or scan | ; -
£ 2022-01-|Healtheare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
523 EU-EC- : 31 Professional Non EEA Vears Male  |Acute respiratory distress syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10011440046 - w/a - 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 Qualification for Group Sex Route])
Date Regulatory
Purposes
click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
N 2022-01-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
N ? Sudden - R
S| EuEc 31 Professional | 0" FEA \years - [Male death (1d - Fatal - Results in Death) (CX-024414)] (S- Product used for urknown
g' 10011439951 indication - Not applicable - [n/a - 1{DF} - Unknown])
1
(-Q,D- click or scan | S ATL V! Non
ks 1 -01- - AMERAN] (S-
af 525 L g (202201 Healthcare Non EEA 18-64 Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZIN. . (S- COVID-19
- EU-EC- T 31 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
3 10011439680|
£
Q .
o click or scan | 3z : Non
IS . i (2022-01- 18-64 . . ] . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
®| 526 BU-EC- 31 Eeai‘thc_areal Non EEA Vears Male  |Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
g 10011439472 rofession
8 COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
S ., - [n/a - n/a - n/a]), COVID-19 VACCINE
k=2 click or scan | sz : Mor ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
3 527 ‘_'n 2022-01- Healthcare Non EEA tho 68 5 | Fomal Chest pain (n/a - Fatal - Results in Death, Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), |VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
1; EU-EC- i 31 Professional N Yan cmale Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) (S- n/a - Unknown - [n/a - n/a - Intramuscular]),
o 10011438761 3 cars VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
8 (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
5 n/a - Intramuscular])
e COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
g 2 - [n/a - n/a - n/a]), COVID-19 VACCINE
= click or scan | " More ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
& 528 i [2022-01- Healthcare Non EEA  |than 85 |Female Chest pain (n/a - Fatal - Results in Death, Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), |VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
g EU-EC- 31 Professional Vears Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) (S- n/a - Unknown - [n/a - n/a - Intramuscular]),
£ 10011438761 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
< (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
=)
S n/a - Intramuscular])
%_; ] _ COMIRNATY [TOZINAMERAN] (S- n/a - Not
z click or scan | i ! applicable - [n/a - n/a - n/a]), VAXZEVRIA [COVID-
> 2022-01- Healthcare 65-85 Sudd B R . : . 19 VACCINE ASTRAZENECA (CHADOX1 NCOV-
g 529 | BUEC |8 31 Professional Non EEA Years Male doath (n/a - Fatal - Results in Death, Lifc Threatening) 19)] (S- n/a - Not applicable - [n/a - n/a -
® 10011438715 e ; Intramuscular])
[a]
Rl
E lick [ COMIRNATY [TOZINAMERAN] (S- n/a - Not
3 clickorscan | 8 1 5022-01 [Healtheare 65.85 applicable - [0/a - n/a - n/a]), VAXZEVRIA [COVID-
2| 530 : Non EEA Male  [Sudden death (n/a - Fatal - Results in Death, Life Threatening) 19 VACCINE ASTRAZENECA (CHADOX1 NCOV-
£ EU-EC- : 31 Professional Years :
= T 19)] (S- n/a - Not applicable - [n/a - n/a -
S 10011438715
a Intramuscular])
ko )
ki click or scan | ; Non
5 2022-01- 18-64 Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - Immunisation -|
O 531 Healthcare  |EEA Male L
EU-EC- 31 Professional Years Hospitalisation) n/a - [n/a - 2{DF} - n/a])
10011438553
click or scan |; . . - . .
- Non Arrhythmia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Myocardial infarction (n/a - Fatal - ME .
532 202201y oltheare |EEA 0585 |pemale |Results in Death ), Nausea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vomiting (n/a - Not COMIRNATY [TOZIN. 1 (8- Immunisation -
EU-EC- 31 Professional Years R AN Ived - Other Medically T diti n/a - [n/a - 3{DF} - n/a])
10011438552 rofessional ecovered/Not Resolved - Other Medically Important Condition)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011438761&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011438761&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011438715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011438715&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011438553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011438552&_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
Abscess drainage (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Abscess limb (n/a - Not
click or scan |; Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Caregiver (n/a - Not Recovered/Not Resolved - Other Medically MRN CCINE
g 533 2022-01- TI\{IZ:l thearc EEA 65-85 Female Important Condition), Death (n/a - Fatal - Results in Death), Dementia (n/a - Not Recovered/Not Resolved - Other ﬁéﬁ%@&gﬁ?&? 4] (S/-\I\r/n/?nmisation na-
m EU-EC- 31 Professional Years Medically Important Condition), Syncope (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), [/a - 1 {DF} - n/a])
=} 10011438551 Vaccination site reaction (n/a - Not Recovered/Not Resolved - ), Weight decreased (n/a - Not Recovered/Not Resolved - Other t
8 Medically Tmportant Condition)
o
ks i L
8 dlick or sean 5022.01Falthcare 5.8 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 534 : Non EEA Female |Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
3 EU-EC- 31 Professional Years
g 10011437535 - n/a - Intramuscular])
g .
-§ click or scan | yTE COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 S35 2022-01-|Healthcare Non EEA 18-64 Female Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- Ak (3] Professional Years Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S~ n/a - Unknown - [n/a -
8 10011437392 ; n/a - Intramuscular])
s .
I;Z” click or scan | i COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
© 2022-01- |Healthcare 65-85 . . . . - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
5|53 | puEc 31 Professional | 0" FEA - |yrars  [Female |Chest pain (n/a - Fatal - Results in Death, Life Threatening) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
w 10011437391 (S- n/a - Unknown - [n/a - n/a - Intramuscular])
4]
(8]
§ click or scan | COMIRNATY [TOZINAMERAN] (S - n/a - Unknown
© 2022-01-|Healthcare 65-85 . . . . - [n/a - n/a - n/a]), VAXZEVRIA [COVID-19
3| 57| puEC 31 Professional | "M EEA  |yeors  [Female [Chest pain (n/a - Fatal - Results in Death, Life Threatening) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
g 10011437391 (S- n/a - Unknown - [n/a - n/a - Intramuscular])
g click or scan || 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= _— 5022-01- | Healthcare 18-64 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
5 538 BU-EC- 31 Professional Non EEA Vears Female |Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - |n/a - Intramuscular]), VAXZEVRIA [COVID-19
g 10011437378 Fatal - Results in Death, Caused/Prolonged Hospitalisation) VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
% (S- n/a - Unknown - [n/a - n/a - n/a])
> . COMIRNATY [TOZINAMERAN] (S- n/a - Not
© click or scan |; .
c 2022-01- | Healthcare More applicable - [n/a - n/a - n/a]), VAXZEVRIA [COVID-
% 539 EU-EC- 31 Professional Non EEA  |than 85 (Female |Bradypnoea (n/a - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death, Life Threatening) 19 VACCINE ASTRAZENECA (CHADOX1 NCOV-
© Years 19)] (S- n/a - Not applicable - [n/a - n/a -
o 10011437354 I
T ntramuscular])
g click or scan || COMIRNATY [TOZINAMERAN] (S- n/a - Not
.?n. —— 2022-01-|Healthcare More applicable - [n/a - n/a - n/a]), VAXZEVRIA [COVID-
| 540 : Non EEA  [than 85 |Female |Bradypnoea (n/a - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death, Life Threatening) 19 VACCINE ASTRAZENECA (CHADOX1 NCOV-
E EU-EC- 31 Professional -
Years 19)] (S- n/a - Not applicable - [n/a - n/a -
o 10011437354
1) Intramuscular])
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
= 2022-01- |Healthcare 65-85 . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
O X - - . L.
541 EU-EC- 31 Professional EEA Vears Male  |General physical health deterioration (0d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
10011437165 ' [n/a - .5mL - Intramuscular])
click or scan |3 More COVID-19 VACCINE JANSSEN (AD26.COV2.S)
542 2022-01-|Healthcare Non EEA  |than 85 |Female Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - Results in Death), Restlessness (n/a - Fatal - Results|[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 30 Professional Vears in Death) Product used for unknown indication - Not applicable -
10011436531 [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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011438551&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437535&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437392&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437391&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437378&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437354&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437354&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011437165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011436531&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
g dlick or scan R oo Non 65.85 ' B SPIKEVAX [COVID-19 MRNA VACCINE
S ~V1-|Healthcare - Death (n/a - Unknown - Other Medically Important Condition) MODERNA (CX-024414)] (S - Immunisation - n/a -
Y| 543 EU-EC- £ 30 ; EEA Years |Female
& ; Professional [n/a - n/a - n/a])
2 10011436072
o
[0}
ks
% dlick or seam " 2002-01- Non 65-85 Arteriosclerosis (0d - Fatal - Results in Death), Cardiac arrest (0d - Fatal - Results in Death), Cardiac failure chronic (0d - COMIRNATY [TOZINAME (S-n/a-n/a-[n/a
oi| 544 o Healthcare EEA Female |Fatal - Results in Death), Cardiac failure congestive (0d - Fatal - Results in Death), Death (0d - Fatal - Results in ]
£ EU-EC- 30 : Years T . A - n/a-n/a])
S ! Professional Death), Injection site swelling (n/a - Fatal - Results in Death)
=3 10011431871
-8} click or scan | COVID-19 VACCINE JANSSEN (AD26.COV2.5)
2022-01-|Healthcare 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - ) SR !
% 545 EU-EC- 30 Professional Non EEA Years Male  Death (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
% 10011431009 - [n/a - n/a - Intramuscular])
= Angiogram cerebral abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Brain death (n/a - Fatal -
> Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death,
"l; Caused/Prolonged Hospitalisation), Computerised tomogram head normal (n/a - Fatal - Results in Death, Caused/Prolonged
m . Hospitalisation), Dizziness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal -
g dlick or sean Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.9)
e 2022-01- |Healthcare 18-64 PRTI . . P . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3| 546 EU-EC- 30 Professional Non EEA Vears Female |Hospitalisation), Seizure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Product used for tnknown indication - Not anplicable -
ﬁ 10011430963 : Fatal - Results in Death, Caused’Prolonged Hospitalisation), Superior sagittal sinus thrombosis (n/a - Fatal - Results in [ - n/a - Intramuscular]) PP
" Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged
o Hospitalisation), Urinary tract infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vertigo (n/a -
I Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vision blurred (n/a - Fatal - Results in Death
o Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
£
g click or scan |3 COVID-19 VACCINE JANSSEN (AD26.COV2.S)
=) 2022-01-|Healthcare 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - ) o .
% 47 EU-EC- 30 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - .5mL -
8 10011430914 Intramuscular])
©
% click or scan |; COVID-19 VACCINE JANSSEN (AD26.COV2.5)
&l s4s 2022-01-|Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Unknown - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
Q EU-ECG | 30 Professional Years Results in Death, Other Medically Important Condition) Product used for unknown indication - Not applicable -
?E’ 10011430834 [n/a - n/a - Unknown])
E_ click or scan |3 L Non
E 2 (2022-01- Not Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
=
= . ] - - Results in Death) . S .
S 549 EU-EC- (30 Healthc-are Non EEA Specified Specified Death (néa - Fatal - Results in Death immunisation - Not applicable - [1n/a - n/a - n/a])
2 Professional
3 10011430647
B .
= didorssan |, 2022-01- Non More Jrug ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
550 Healthcare Non EEA  [than 85 |Male . Sestis i weatd, LU ¥ imp ’ immunisation - Not applicable - [n/a - n/a -
EU-EC- 30 : Results in Death, Other Medically Important Condition) -
Professional Years Intramuscular - More in ICSR])
10011430514
click or scan | SR T,
551 4l (2022-01-|Healthcare EEA Not Male COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 30 Professional Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10011430413

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011436072&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011431871&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011431009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430963&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430834&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430647&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430514&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430413&_xpt=1&_xf=pdf
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Primary
v Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Anti-neutrophil cytoplasmic antibody positive vasculitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
N dlick or scan || k| o 1(\)/Itéldelral}/llec}ically Imp(zjrlr)ar(ljt1 Cor;di]tjon), dfﬂor(rjleerlzlnc;neplglri;ils rapidly progressive (n/;lI - 1;]z;ta1 —(g/esu[l;;ki:ln Death, Other
_ re ically Important Condition), Lung disorder (n/a - Fatal - Results in Death), Nephritis (n/a - own -

§ 552 | pupc » 3822-0 I- E:(?g;sciirr?al Non EEA  |than 85 |Male  |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia bacterial (n/a - Unknown - mﬂﬁgﬁ g{gﬁmﬁgﬁw d(-sr;/gx-)yell]))- 19
Q 10011430400| & 3 Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonitis (n/a - Unknown - Caused/Prolonged PP
8 Hospitalisation), Renal impairment (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
% Condition)
[a} TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g immunisation - Not applicable - [1d - n/a -
7] Intramuscular]), [ALUMINIUM, HEPATITISB
5 SURFACE ANTIGEN (RDNA) ADSORBED ON
o3 ALUMINIUM HYDROXIDE [PRODUCED IN S
'§ CEREVISIAE (STRAIN 2150-2-3) BY RDNA],

] ALUMINIUM, HEPATITIS B SURFACE ANTIGEN
% (RDNA) [PRODUCED IN S. CEREVISIAE CELLSBY
3 RDNA], HEPATITIS B SURFACE ANTIGEN

& dlick or scan | £ Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death (RDNA), HEPATITIS B SURFACE ANTIGEN
D| 553 g [2022-01- Healtheare | gy 16585 ypie | Other Medically Important Condition), Product use issue (n/a - Fatal - Results in Death, Other Medically Tmportant (RDNA) ADSORBED ON ALUMINIUM
S EU-EC | 30 Professional Years Condition) Y fmp d Lesulls in Death, ¥ fmp HYDROXIDE [PRODUCED IN' S CEREVISIAE
g 10011430273 (STRAIN 2150-2-3) BY RDNA], ALGELDRATE,
0 HEPATITIS B SURFACE ANTIGEN (RDNA)
@ [PRODUCED IN'S CEREVISIAE CELLS BY RDNA],
% ALGELDRATE, HEPATITIS B SURFACE
o] ANTIGEN, ALGELDRATE, HEPATITIS B VIRUS
% SURFACE ANTIGEN [PRODUCED IN S
la) CEREVISIAE CELLS BY RDNA] ADSORBED ON
g ALUMINUM HYDROXIDE, HYDRATED,
5 ALGELDRATE] (S - Immunisation - Not applicable -
g [1d- n/a - n/a])
é click or scan ; Non
< 554 2022-01- Healthcare EEA 65-85 Male Cardiac hypertrophy (n/a - Fatal - Results in Death), Cardiomegaly (n/a - Fatal - Results in Death), Myocardial infarction [COMIRNATY [TOZINAMERAN] (S - COVID-19
%_; EU-EC- | pEM 30 Professional Years (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
> 10011430110 rolessiona
©
:
click or scan |; -
i il 2022-01- Healthare 18-64  |Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
555 . EEA .. {Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
o) EU-EC- 30 Professional Years  |Specified Intramuscular])
g 10011430084
1]
= click or scan |; X N COVID-19 MRNA VACCINE MODERNA (CX-
'.; 556 i 2022-01- ngl;lthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
2 EU-EG |4 29 Professional Years Syncope (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
% 10011429412 indication - Unknown - [n/a - 1{DF} - Unknown])
o click or scan | ;8
557 | puEC 5322_01_ Eﬁ;ﬁfg a  [NonEEA ;86;?: Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (4d - Recovered/Resolved - ) mﬁﬁgx ggﬁgﬁﬁw d(_s_éﬁ\flzag)g
10011427921 £
dlick or scan |; ¢ 202201 ealth More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
558 ; -01- Healthcare - pp than 85 [Male  [COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
EU-EC- 29 Professional v .
10011427667 r ears - Not applicable - [n/a - 2 {DF} - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011430084&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011429412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011427921&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011427667&_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 Qualification for Group Sex Route])
Date Regulatory
Purposes
click or scan | W Non
N & (2022-01- 65-85 . . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
N R -
S 559 EUEC |3 19 Eﬁ;ﬁf& EEA Vears Male  |Infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
g' 10011427077| 2% n:
1
e lick or scan |
& clekorsean | s 5022-01- Non 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
af 560 EU-EC- 29 Healthcare EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
g 10011426776 Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
£
o8 click or scan |z COVID-19 MRNA VACCINE MODERNA (CX-
IS 1 (2022-01- Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - S .
®| 561 BU-EC- 29 Professional EEA Vears Female |Cardiac arrest (Od - Fatal - Results in Death), Respiratory arrest (0d - Fatal - Results in Death) (CX-024414)] (S- Immunisation - Not applicable -
% 10011426036 [n/a- .25mL - Intramuscular])
% click or scan | i : Non
S| 562 R 202200 ealtheare  |EEA 18-64 \pemale Fatigue (n/a - Fatal - Results in Death), Polymenorrhoea (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
S EU-EC- 29 fessional Years immunisation - n/a - [n/a - n/a - Intramuscular])
© 10011426001 | =3 ] Profession,
5
o
8 dlick or sean | Non Abnormal loss of weight (87d - Fatal - Results in Death), Blood fibrinogen increased (87d - Fatal - Results in Death),
5| 563 2022-01- Healthcare EEA 18-64 Male Blood test abnormal (87d - Fatal - Results in Death), Dysphagia (87d - Fatal - Results in Death), Dysstasia (87d - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
3 EU-EC- 29 Professional Years Results in Death), Fibrin D dimer increased (87d - Fatal - Results in Death), Lymphadenopathy (87d - Fatal - Results in |immunisation - n/a - [n/a - .3mL - Intramuscular])
g 10011425995 Death), Myalgia (87d - Fatal - Results in Death)
o
g click or scan | jaidl More
[} L3 2022-01-|Healthcare e . - . COMIRNATY [TOZINAMERAN] (S- COVID-19
2 ; R R , R R ( WNA
£| 564 EU-EC- : 29 Professional EEA gl{lan 85 |Female |Cognitive disorder (n/a - Fatal - Results in Death), Hypokinesia (n/a - Fatal - Results in Death) immunisation - n/a - [1/a - 1 {DF} - Intramuscular])
: ears
& 10011425993
=)
e}
%_; click or scan |; Non
> 2022-01- 65-85 Embolism (12d - Fatal - Results in Death), Sepsis (12d - Fatal - Results in Death), Thrombosis (12d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
= | 565 Healthcare EEA Male . N
e EU-EC- 33 29 Professional Years Death) immunisation - n/a - [n/a - n/a - n/a])
§ 10011425966 i
s
% click or scan | zt: Non
£ 1 -01- - .. . . -
| 566 3 2022-01 Healthcare EEA 18-64 Male  |Encephalitis (170d - Fatal - Results in Death), Variant Creutzfeldt-Jakob disease (170d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S- COVID-19
= EU-EC- 1 (29 : Years immunisation - n/a - [n/a - .3mL - Intramuscular])
7] : Professional
j=3 10011425960
=
=y click or sean |; COVID-19 MRNA VACCINE MODERNA (CX-
B 2022-01- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
557 | BuEc | P20 |professional | PA|Years [Female |Dyspnoca (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - n/a -
O 10011425954 [n/a- .25mL - n/a])
click or scan | ME
568 2022-01-|Healthcare —pp 0585 |\ ale Hyperleukocytosis (121d - Fatal - Results in Death) mgﬁgi ggiglicablw/§§ _1 Cﬂ?l*};”—} P
EU-ECG- |3 L33 29 Professional Years Intramuscular])
10011425926, ;
click or scan |
2022-01-[Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
569 Healthcare EEA than 85 |Female |Brain stem ischaemia (n/a - Fatal - Results in Death) . P
EU-EC- 29 Professional Vears immunisation - n/a - [n/a - n/a - Intramuscular])
10011425924

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



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011427077&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011426776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011426036&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011426001&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425995&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425993&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425966&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425960&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425954&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425924&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
N dlick or sean 502201 Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
| 570 EU-EC = 29 Healthcare EEA v Male  [Spinal pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
N o 4| Professional cars Intramuscular])
8 10011425916 | g
<L_g_ COMIRNATY [TOZINAMERAN] (S- COVID-19
% immunisation - n/a - [n/a - n/a - Intramuscular]),
[a} FLUAD TETRA [B/PHUKET/3073/2013-LIKE
g STRAIN (B/PHUKET/3073/2013, BVR-1B),
g click or scan |3 B/WASHINGT ON/02/2019-LIKE VIRUS
o] - 2022-01- | Healthcare 65-85 . . (B/VICTORIA/705/2018 BVR-11)
: - - §
8 %' | BuEC 29 Professional | CA Years |Female |Cardiac arrest (1d - Fatal - Results in Death) A/NVICTORIA/2570/2019 (HINI)PDM09-LIKE
‘§ 10011425911 STRAIN (A/VICTORIA/2570/2019, IVR-215),
] A/CAMBODIA/E0826360/2020 (H3N2)-LIKE
% STRAIN (A/CAMBODIA/E0826360/2020 IVR-224),
3 MEFS9C.1] (S- Immunisation - n/a - [n/a - n/a -
= Intramuscular])
2 dlick or sean | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
© 2022-01-|Healthcare 65-85 Cardiac arrest (0d - Fatal - Results in Death), Myocardial infarction (0d - Fatal - Results in Death), Pumonary artery . o
5| 572 : . EEA Male . - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
=1 EU-EC- 29 Professional Years thrombosis (0d - Fatal - Results in Death)
o b ! - Unknown - [n/a - 1 {DF} - Intramuscular])
” 10011425901
8
3 lick
ﬁ Gk orsean | 502201 Non 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
®| 573 EU-EC- 29 Healthcare EEA Vears Male  |Aortic dissection (n/a - Fatal - Results in Death), Sudden cardiac death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
=) 1 Professional -n/a- [n/a- 1{DF} - Intramuscular])
5 0011425899
kS ‘ ;
g click or scan | W5 02.01_Non 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19
5| 574 EU-FC- : 59 Healthcare EEA Vears Female |Cerebral ischaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
% 10011425885 Professional Intramuscular])
e .
< a— 2022-01- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S COVID-19
§ 575 . EEA Male  [Chest pain (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
1 EU-EC- 29 Professional Years Intramuscular])
o 10011425882
Rl
g
?-L dlick or scan |3 i Non COMIRNATY [TOZINAMERAN] (S- COVID-19
£|576 | puEC 5822'01' Healthgare EEA %;;?3 Male |Back pain (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death) ;mtmmisatlii)n - Not applicable - [n/a - .3mL -
2 10011425876 ; Professional ntramuscular])
ko
g click or scan | B Non
2022-01- 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S
577 EU-EC- 59 Ereallvthciars | EEA Vears Male  |Infarction (0d - Fatal - Results in Death) immunisation - 1/a - [1Va - 1 {DF} - Intramuscular])
10011425874 olessiond
click or scan | b Non
578 3 [2022-01- | ealtheare  |EEA 6585 | kemale |Meningitis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 29 : Years immunisation - n/a - [n/a - n/a - n/aJ)
10011425868 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=10011425901&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425899&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425876&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
N lick or sean 5 022.01 Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
| 579 EU-EC- : 29 Healthcare EEA Vears Female |Ruptured cerebral aneurysm (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
m 10011425864 : Professional Intramuscular])
=)
8 4
9 click or scan | ; ! Non More
® - 01- AMERAN] (S-
af 580 g [2022-01 Healthcare EEA than 85 |Female |Thrombocytopenia (n/a - Fatal - Results in Death) COMIRNATY [TOZIN (S- COVID-19
- EU-EC- F 29 . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
3 10011425861/ 3 2. Professional Years
%]
g lick
o Cuckorsean | ;4 85 1 2000.01. [Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
B 581 BU-EC- : 29 Healthcare EEA than 85 |Female |Cerebellar stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
% 10011425836] ¢ T Professional Years Intramuscular])
% click or scan | ;; Non
S| 582 B 2022-01- Healthcare EEA 65-85 Male |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
> U-EC- |29 Professional Years - n/a - n/aJ)
S 10011425701
I
@ click or scan | SPIKEVAX [COVID-19 MRNA VACCINE
5 583 2022-01- Healthcare Non EEA 18-64 Male Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in | MODERNA (CX-024414)] (S- Product used for
3 EU-EC- 28 Professional Years Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation unknown indication - Not applicable - [n/a - 1 {DF} -
: Sp! yr Sp! pp.
% 10011425560 ] Intramuscular])
o
— COVID-19 VACCINE ASTRAZENECA (CHADOX1
g click or scan | 1% r NCOV-19) [COVID-19 VACCINE ASTRAZENECA
€ el A 2022-01-|Healthcare 18-64 Concomitant disease aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Injection site pain (n/a - |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 584 BU-EC- h 28 Professional Non EEA Vears Female |Unknown - ), Nausea (n/a - Unknown - ), Neoplasm malignant (n/a - Fatal - Results in Death, Caused/Prolonged n/a - Intramuscular]), [ESOMEPRAZOLE,
5 10011425481 Hospitalisation) ESOMEPRAZOLE MAGNESIUM, ESOMEPRAZOLE
2 MAGNESIUM TRIHYDRATE, ESOMEPRAZOLE
%_; SODIUM] (S- n/a - Not applicable - [n/a - n/a - n/a])
>
Ko .
click or scan |; T
g ciccotsan b 1902201 [Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
585 M : EEA Male |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
w EU-EC- 28 Professional Years
S 10011425057 Intramuscular])
£
g click or scan o201 bttt L4 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
E -V1-|healthcare - i i CHADOX1 NCOV-19)] (S- COVID-19 immunisation
2 ! Pul bolism (1d - Fatal - Results in Death ( )1 (
3| % oiuEe F28 |Professional |FEA Years [Female |{Pulmonary etnbolism (1d - Fatal - Results in Death) - Not applicable - [1d- n/a - n/a])
ko
5
O

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425560&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425481&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011425057&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011424792&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COMIRNATY [TOZINAMERAN] (S - COVID-19
« immunisation - Not applicable - [1d - n/a - n/a)),
I FLUCELVAX TETRA SUSPENSION FOR
m INJECTION IN PRE-FILLED SYRINGE
=] [B/PHUKET/3073/2013-LIKE VIRUS
8 click or scan ] 5 Non (B/SINGAPORE/INFT T-16-0610/2016, WILD
o] 24 2022-01- 65-85 . . TYPE), BWASHINGI' ON/02/2019-LIKE VIRUS
B 587 | purc 28 Efjg;;fgal EEA Years [VEle  |Pneumonia (7d- Fatal - Results in Death) (B'DARWIN/7/2019, WILD TYPE),
= 10011424678 A/WISCONSIN/588/2019 (HIN1)PDMO09-LIKE
§ STRAIN (A/WASHINGT'ON/19/2020, WILD TYPE),
5 A/CAMBODIA/E0826360/2020 (H3N2)-LIKE
o STRAIN (A/TASMANIA/503/2020, WILD TYPE)] (S|
_’é - Influenza immunisation - Not applicable - [1d - n/a -
g n/a))
g dlickcor scan [ B 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 588 EU-EC- . 8 Professional Non EEA Vears Female |Application site pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= 10011424663 5 n/a - Intramuscular])
3
5 .
i dlickorsean | % 022-01 Health 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
éci 589 EU-EC- 8 - Pro fesscif)rr? Al EEA Ye;ars Male  |Hepatic failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) }rmmmisatliﬂon - Not applicable - [n/a - .3mL -
3 10011424583 ntramescular)
<
§ click or scan |3 : . More
= il |2022-01-|Healthcare . - . COMIRNATY [TOZINAMERAN] (S - COVID-19
g 590 EU-EC- 28 Professional Non EEA %1{1:; S85 Female [Acute pulmonary oedema (n/a - Fatal - Results in Death), Troponin increased (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
= 10011424476
&
‘gn click or scan | - Cerebral venous sinus thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), |(COVID-19 VACCINE ASTRAZENECA (CHADOX1
%-; 591 = (2022-01- Healthcare Non EEA 18-64 Female Intracranial pressure increased (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2 EU-EC- 28 Professional Years Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important |(CHADOX1 NCOV-19)] (S - Immunisation - Unknown
o 10011424210 Condition) - [n/a - n/a - Intramuscular])
:
% click or scan E SPIKEVAX [COVID-19 MRNA VACCINE
E - YT |5002-01 - [Healtheare 18-64 Dizziness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, ~ [MODERNA (CX-024414)] (S- Product used for
_?n_ 592 EU-EC- 3 8 Professional Non EEA Years Female |Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |unknown indication - Unknown - [n/a - 1{DF} -
= 10011424011 Rash (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
=
)
ko
g Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Body temperature increased (n/a - Unknown -
O Caused/Prolonged Hospitalisation), Brain herniation (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a -
Unknown - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Cerebral infarction (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral
click or scan |: venous sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
503 : 2022-01-|Healthcare Non EEA 18-64 Female Condition), Coma scale abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation), Facial paresis (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L3128 Professional Years Caused/Prolonged Hospitalisation), Flank pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Haemodynamic instability|(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/al
10011423926 B (n/a - Unknown - Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - Caused/Prolonged Hospitalisation), |- n/a - Intramuscular])
Nerve compression (n/a - Unknown - Caused/Prolonged Hospitalisation), Rash (n/a - Unknown - ), Thrombosis with
thrombocytopenia syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Urinary tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown -
Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011424678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011424663&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011424583&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011424476&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011424210&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011424011&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423926&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 71 of 2352
Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 VACCINE ASTRAZENECA (CHADOX1
« click or scan |3 L NCOV-19) [COVID-19 VACCINE ASTRAZENECA
N -01- _ A -n/a- R R
§ 594 EU-EC- : 5322 o1 Eﬁg;;fg Al Non EEA ?{55 ai: Female |Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) mﬂﬁ\]’)} 2;] }(S[ZEn\//ia{IAUFCkII)IS/[%_]([Qn/a
=) 10011423619, 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
8 (S- n/a - Unknown - [n/a - n/a - Intramuscular])
% COVID-19 MRNA VACCINE MODERNA (CX-
[a} 024414) [COVID-19 MRNA VACCINE MODERNA
g (CX-024414)] (S- n/a - Not applicable - [n/a - 1{DF} -
7] Intramuscular]), [A/HONGKONG4801/2014 (H3N2)-
5 LIKE STRAIN (A/HONGKONG4801/2014, X-
@ 263B), B/BRISBANE/60/2008-LIKE STRAIN
“§ click or scan |3 Non (B/BRISBANE/60/2008, WILD TYPE),
] 595 2022-01- Healthcare Non EEA 65-85 Female Cardiac arrest (0d - Fatal - Results in Death, Other Medically Important Condition), Feeling abnormal (n/a - Unknown - ), |A/CALIFORNIA/7/2009 (HIN1)PDMO09-DERIVED
% EU-EC- 28 Professional Years Vomiting (n/a - Unknown - ) STRAIN USED (NYMC X-181), AAHONG
8 10011423543 KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
S KONG4801/2014, X-263B), B/BRISBANE/60/2008-
=1 LIKE STRAIN (B/BRISBANE/60/2008, WILD
S TYPE), AMICHIGAN/45/2015 (HIN1)PDM09-LIKE
g STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
0 INFLUENZA VACCINE] (S - n/a - Not applicable -
@ [n/a - 1{DF} - Unknown])
% Axillary vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
& Condition), Back pain (n/a - Unknown - ), Brain death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
{% Other Medically Important Condition), Brain oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
o Other Medically Important Condition), Cardiovascular disorder (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
g Medically Important Condition), Cavernous sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
T Hospitalisation, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death,
€ Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Fatal -
% Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Conjunctival oedema (n/a -
‘gﬂ Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dehydration (n/a - Unknown -
%':) Caused/Prolonged Hospitalisation, Other Medically Important Condition), Depressed level of consciousness (n/a - Unknown -
@ click or scan | B1% Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dry gangrene (n/a - Fatal - Results in Death
® — 2022-01-|Healthcare Not Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fatigue (n/a - Unknown - ), Headache (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 596 EU-EC- 8 Professional EEA Specified Female |Unknown - ), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), Neck pain (n/a - Unknown - ), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10011423267| 28 i 4 Nervous system disorder (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), n/a - Intramuscular])
a Pulmonary infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
E Condition), Pupils unequal (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Rash
= (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Retinal haemorrhage (n/a -
P Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Retinal ischaemia (n/a - Unknown -
%‘ Caused/Prolonged Hospitalisation, Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Fatal - Results
2 in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Superior sagittal sinus thrombosis (n/a -
2 Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a
B - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a -
S Unknown - Other Medically Important Condition), Thrombotic microangiopathy (n/a - Fatal - Results in Death
o Caused/Prolonged Hospitalisation, Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
dlick or sean & |022-01 Health 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
597 | muEC ;! 58 s P CaC - |Non EEA 3 Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a - Unknown - [1d - n/a
-EC- |3 rofessional Years - Tntramuscular])
10011423263 ]
. Foetal cardiac arrest (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Congenital Anomaly, Other
dlick or scan | g 2022-01-|Health N N Medically Important Condition), Foetal exposure during pregnancy (n/a —gelcjlnknipm - Caused/Proigcfrrllged Hospitafi,sation, EIOCE)/[\]/}IIQQ \&wﬁ%%%)g
598 -Ol-|Healtheare g, ppa - (Nt ot Congenital Anomaly, Other Medically Important Condition), Foetal heart rate decreased (n/a - Not Recovered/Not Resolved - 191 . S
EU-EC- 28 Professional Specified Specified R . . " i (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011423157 2, Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Sillbirth (n/a - Fatal - - Not applicable - [/a - n/a - Transplacental])
Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423543&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423263&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423157&_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
]
faN] .
=} click or scan
m Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 599 EU-EC- Professional Non EEA Vears Male  |COVID-19 immunisation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
8 10011423154 n/a - Intramuscular])
L
(a]
3 o
[2] H b
2 . 2022-01- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
o| 600 . Non EEA Male  |Asthenia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= EU-EC- 28 Professional Years
£ 10011423149 wa - Intramusclar])
9% click or scan | ;¥ COVID-19 VACCINE ASTRAZENECA (CHADOX1
2022-01-|Healthcare 18-64 . . . . L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - X - - :
é 601 EU-EC- 8 Professional Non EEA Vears Male  |Urinary incontinence (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
-g’ 10011423146 - n/a - Intramuscular])
©
E} click or scan | i
w| 602 2022-01- Healthcare 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
g EU-EC- 28 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
8 10011423002; :
%
a click or scan |:
g 603 2022-01-|Healthcare 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
T EU-EC- 28 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
k= 10011422999
g” click or scan |zt
%'; 604 2022-01- |Healthcare 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
9 EU-EC- 28 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [1n/a - n/a - n/a])
= 10011422997
é click or scan |
% 605 2022-01- Healthcare 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- 28 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
£ 10011422995
>
s )
= dlick or sean | 5022.01.|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
21 606 : Non EEA Female |Atrioventricular block second degree (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 EU-EC- 28 Professional Years na - Intramuscular])
g 10011422950
6 .
dlick or sean | % 15022.01. | Healtheare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
607 . Non EEA |than 85 [Male  |Diarrhoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
EU-EC- 28 Professional v, - n/a - Intramuscular])
10011422725 cans a- intramuseiar
click or scan | ;4 k: Non Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cough (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
608 4 2022-01- Healthcare Non EEA 65-85 Male Resolved - ), Discomfort (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 28 Professional Years Resolved - ), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - ), (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10011422683 Peripheral swelling (n/a - Unknown - ) - n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423149&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423146&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011423002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011422999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011422997&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011422995&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011422950&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011422725&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011422683&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# %;ﬁfeﬁ;‘ ICSR Form g:z:iv::y Source fozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes

click or scan |3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
q 609 2022-01-|Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Idiopathic pulmonary fibrosis (n/a - Fatal - Results in Death, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 28 Professional Years Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g' 10011422194 - Not applicable - [n/a - n/a - Intramuscular])
8 lick
g clsotsan |y 502201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
ajf 610 BU-EC- ;5 e Professional Non EEA v Male  |Anosmia (n/a - Recovering/Resolving - ), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovering/Resolving - ) |((CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= £y olession: cars n/a - Intramuscular])
3 10011421968
g
R click or scan | k
£ % 2022-01-|NOn 18-64 Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death), Pyrexia (va - Unknown - ), Skin COMIRNATY [ TOZINAMERAN] (8 - COVID-19
Q| 611 Healthcare EEA Male ’ : . immunisation - Not applicable - [1d - n/a -

: EU-EC- 28 Professional Years discolouration (n/a - Unknown - ), Skin plaque (n/a - Unknown - ) I il

g 10011421832 rofession ntramuscular])
g click or scan | ;a#
S o |4 9022-01-[Health 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
Bl612 | Lipc 5% |p Care —|EEA "% |Male  |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
S -EG- | gk rofessional Years Intramuscular])
g 10011421298 &
>
u COMIRNATY [TOZINAMERAN] (S- COVID-19
?<-_>) immunisation - Not applicable - [n/a - 1{DF} -
(§ Intramuscular]), [A/CALIFORNIA/7/2009
e (HIN1)PDMO9-LIKE STRAIN
g (A/CALIFORNIA/7/2009, X-181),
— B/BRISBANE/60/2008-LIKE STRAIN
& (B/BRISBANE/60/2008, WILD TYPE),
g A/TEXAS/50/2012 (H3N2)-LIKE STRAIN
% click or scan | LDy N m@%@% S)’LIKE STRAIN
< e | kR on ) . . -
2| 613 _— : 5322—01— Healthcare EEA gSe—atis Female gzzfiﬁg)ea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Sudden death (n/a - Fatal - Results in (BMASSACHUSETTS2/2012, BX-51B),
%_; 10011421203 Professional = B/PHUKET/3073/2013-LIKE VIRUS
E (B/PHUKET/3073/2013, WILD TYPE),
c B/BRISBANE/60/2008-LIKE STRAIN
g (B/BRISBANE/60/2008, WILD TYPE),
® A/MICHIGAN/45/2015 (HIN1)PDMO09-LIKE
% STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
1S A/HONG KONG'4801/2014 (H3N2)-LIKE STRAIN
= (A’HONGKONG4801/2014, NYMC X-263B)] (S-
g Influenza immunisation - Not applicable - [n/a - 1{DF}
= - n/al)
2
ko
B
O

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011422194&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421298&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421203&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

614

click or scan | ;

EU-EC-
10011421190

2022-01-
28

Healthcare
Professional

EEA

Not
Specified

Male

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

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - .3mL -
Transplacental]), ENOXAPARIN SODIUM
[ENOXAPARIN SODIUM] (S - Prophylaxis - Not
applicable - [6d - 4000[iU] - Transplacental]),
PANTOPRAZOLE [PANTOPRAZOLE,
PANTOPRAZOLE SODIUM SESQUIHYDRATE] (S-
Gastrooesophageal reflux disease - Not applicable - [1d
- 20mg - Transplacental]), [AMOXICILLIN,
AMOXICILLIN SODIUM, AMOXICILLIN
TRIHYDRATE] (S- Appendicitis perforated - Not
applicable - [1d - 3g - Transplacental]),
[ANHYDROUS ROPIVACAINE HYDROCHLORIDE,
ROPIVACAINE HYDROCHLORIDE
MONOHYDRATE] (S- Anaesthesia - Not applicable -
[1d- 20mL - Transplacental]), [CEFOT AXIME,
CEFOT AXIME SODIUM, CEFOT AXIME SODIUM
STERILE] (S- Appendicitis perforated - Not
applicable - [5d - 3g - Transplacental]),
[CLAVULANIC ACID] (S- Appendicitis perforated -
Not applicable - [1d - 275mg - Transplacental]),
[LEVOTHYROXINE SODIUM] (S- COVID-19
immunisation - Not applicable - [167d - 50ug -
Transplacental]), [METRONIDAZOLE] (S-
Appendicitis perforated - Not applicable - [5d - 3g -
Transplacental]), [NEFOPAM HYDROCHLORIDE] (§
- Pain - Not applicable - [3d - 80mg -
Transplacental]), [ONDANSETRON
HYDROCHLORIDE] (S - Nausea - Not applicable - [5d|
- 16mg - Transplacental]), [PARACETAMOL] (S-
Pain - Not applicable - [8d - 4g - Transplacental]),
[PHLOROGLUCINOL] (S - Pain - Not applicable - [8d|
- 240mg - Transplacental]), [SERT ACONAZOLE
NITRATE] (S- Vulvovaginal mycotic infection - Not
applicable - [1d - 1{DF} - Transplacental]),
[TRAMADOL HYDROCHLORIDE] (S - Pain - Not
applicable - [8d - 100mg - Transplacental])

615

click or scan | :d

EU-EC-
10011421142,

2022-01-
28

Non
Healthcare
Professional

EEA

More
than 85
Years

Female

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

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

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

616

click or scan

EU-EC-
10011421109

2022-01-

£ 28

Healthcare
Professional

EEA

More
than 85
Years

Female

Cardiopulmonary failure (1d - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - 1 {DF} -
Intramuscular])

617

click or scan |zt

EU-EC-

10011421094/ ;

2022-01-
28

Healthcare
Professional

Non EEA

18-64
Years

Female

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421190&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421094&_xpt=1&_xf=pdf
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Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
click or scan | it i
§ 618 | e ; 3222-01- E:jggsciirr?al Non EEA l(i-a?'j Male  |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) mﬁgﬁgﬁ g{fﬁ%ﬁgﬁzﬁ d(_SI;/S_)XQ]))-w
g' 10011421000
<L_g_ COVID-19 VACCINE ASTRAZENECA (CHADOX1
& click or scan | :q# More NCOV-19) [COVID-19 VACCINE ASTRAZENECA
o 619 2022-01-|Healthcare Non EEA  |than 85 |Female Dyspnoea (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia [(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 EU-EC- 28 Professional Vears (n/a - Fatal - Results in Death) n/a - Intramuscular]), VAXZEVRIA [COVID-19
7] 10011420888 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
g_ (S- n/a - Unknown - [n/a - n/a - Intramuscular])
-’é click or scan | sz VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
: 2022-01-|Healthcare 18-64 . . . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
g 620 | puEC 28 Professional | EEA  [yrears  [Male  |Chronic respiratory failure (n/a - Fatal - Results in Death) - n/a - Intramuscular]), [COVID-19 VACCINE] (S- n/a
g 10011420718 - Not applicable - [1d - n/a - n/a])
S COVID-19 MRNA VACCINE MODERNA (CX-
k=2 lick [ 024414) [COVID-19 MRNA VACCINE MODERNA
p Click or sean 5022.01Non 1864 ot (CX-024414)] (S - Immunisation - Not applicable -
S| 621 EU-EC. 8 " "|Healthcare ~ |Non EEA Ye;lrs &;)eci fioq Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) [n/a - 1{DF} - Unknown]), COVID-19 VACCINE
w 10011420310 Professional JANSSEN (AD26.COV2.S) [COVID-19 VACCINE
8 JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
3 [Va - n/a - Unknown])
@ COVID-19 MRNA VACCINE MODERNA (CX-
® . 024414) [COMD-19 MRNA VACCINE MODERNA
a click or scan |; L .
= 5022-01- Non 18-64  [Not . ‘ ' N (CX-024414)] (S- Immunisation - Not applicable -
& 622 EU-EC- 8 Healthcare Non EEA Years | Specified Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) [n/a - 1{DF} - Unknown]), COVID-19 VACCINE
g 10011420310 Professional JANSSEN (AD26.COV2.S) [COVID-19 VACCINE
% JANSSEN (AD26.COW2.9)] (S - Immunisation - n/a -
s [n/a - n/a - Unknown])
e}
%'; click or scan | Non
2 2022-01- 65-85 Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
7| 2 | RuEc 28 Healthcare —[Non EEA [y, o [Male 0 Gition) immunisation - Not applicable - [1d- n/a -
= Professional pplicable - [ a-nfa))
g 10011420172
B 4 OEY COVID-19 VACCINE (AD26.COV2-S
T click or scan | i Acute hepatic failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemophagocytic [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
E 624 2022-01- |Healthcare EEA 18-64 Male lymphohistiocytosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in  |JANSSEN (AD26.COV2.9)] (S- COVID-19
- BU-EC- |3 28 Professional Years Death, Caused/Prolonged Hospitalisation), Multisystem inflammatory syndrome in adults (n/a - Fatal - Results in Death), |immunisation - Not applicable - [1d - .5mL -
%‘ 10011420034 Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
) .
% dlick or sean | 029-01 Healthcare i VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
D1 625 : EEA Female |Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
(s} EU-EC- 28 Professional Years - Not applicable - [n/a - n/a - n/a])
10011420002 pp
click or scan |; i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
626 sl (2022-01-|Healthcare Non EEA  |than 85 |Male Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening), Malaise (n/a - Unknown - Life Threatening), Respiratory |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 7,28 Professional Vears tract infection (4d - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011419881 - 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011421000&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420888&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420718&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420310&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420310&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420034&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011420002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419881&_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
Agitation (n/a - Fatal - Results in Death), Altered state of consciousness (n/a - Fatal - Results in Death), Anuria (n/a -
click or scan |; - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in X7 CCINE RAZENEC,
g 627 2 (2022-01-|Healthcare Non EEA 18-64 Male Death), Cyanosis (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - ?]CHA]EC\)/)}?IAI\I[(%)\\/? 11)9-)1]9(8\/- Al wa-U A] ng - [a- A
m EU-EC- 328 Professional Years Results in Death), Hypotension (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - na - Intramuscular])
=} 10011419878 i Fatal - Results in Death), Pallor (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a
8 - Fatal - Results in Death)
[0}
g click or scan | zaz L
=2 B % [2022-01- | Healthcare 18-64 ' . COMIRNATY [TOZINAMERAN] (S - Immunisation -
A - -
3 628 EU-EC- ; )8 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
£ 10011419774 3%,
g_
-"é click or scan |3 : COVID-19 VACCINE ASTRAZENECA (CHADOX1
d i (2022-01- [Healthcare 18-64 . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g 029 | puEC B o5 Professional |NOREEA  [yrprs  [Female (Acute respiratory distress syndrome (Smin - Fatal - Results in Death), COVID-19 (Smin - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
g 10011419456 : - n/a - Intramuscular])
5 lick
= SISO R | o 01 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= | 630 . : Non EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
< EU-EC- 3128 Professional Years
B I n/a - Intramuscular])
O 0011419447
i&_j COMIRNATY [TOZINAMERAN] (S - COVID-19
5’3 click or scan || immunisation - Not applicable - [n/a - 1{DF} -
© E— 2022-01- | Healthcare More Intramuscular]), VENETOCLAX [VENETOCLAX] (S
g 631 EU-EC- 8 Professional EEA than 85 [Male  |Vaccination failure (20d - Fatal - Results in Death) - Acute myeloid leukaemia - Not applicable - [n/a -
= 10011419398 . Years 100mg - Oral]), IDAZA [AZACITIDINE] (S- Acute
& myeloid leukaemia - Not applicable - [n/a - 37.5mg/m2
g - Subcutaneous])
% click or scan Haemoptysis (1d - Recovered/Resolved - Other Medically Important Condition), Illness (n/a - Unknown - ), Interchange of
5 e ; Non vaccine products (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Fatal -
D - _01- _ e O e > AMERAN A}]ERAN] -
21 632 EU-EC- : 5322 ot Healthcare Non EEA ?{Seaés Male  [Results in Death, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Other Medically grclr)rfml\i]sation . Noggozlggble [na- rE/Sa _CnI/)a\]/)[D—IQ
%_:) 10011419245 : Professional Important Condition), Panic attack (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary PP
%‘ thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition)
% Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
click or scan |; g Non More Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Fall (n/a - Not Recovered/Not
g 633 4= 12022-01- Healthcare Non EEA  |than 85 |Female Resolved - ), Hypersomnia (n/a - Not Recovered/Not Resolved - ), Interchange of vaccine products (n/a - Fatal - Results in | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
E EU-EC- o (28 Professional Vears Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved [immunisation - Not applicable - [1d - n/a - n/a])
= 10011419237 - ), Muscular weakness (n/a - Not Recovered/Not Resolved - ), Musculoskeletal stiffness (n/a - Not Recovered/Not Resolved - ),
E_ Off label use (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
E click or scan |+ ] COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 2 12022-01- | Healthcare 18-64 Dyspnoea (3mo - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Guillain-Barre =~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3% EUEC 128 Professional |V EEA |i, - |Female |svndrome (3mo - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
g 10011419229 = - Not applicable - [n/a - n/a - Intramuscular])
G -
clideorsan | IESE | 1 o1 Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
635 . Non EEA Female |Abortion (n/a - Fatal - Results in Death), Headache (n/a - Recovered/Resolved - ), Pain (n/a - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 3128 Professional Years a - Intr Jar])
10011419223 : & - ntramuseuiar
lick S
m— 2022-01-|Healthcare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
636 : Non EEA Male  [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 128 Professional Years
10011418946 '-. wa - Intramusclar])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419878&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419774&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419456&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419398&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419237&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011419223&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011418946&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31€WaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N lick or sean | 0 02201 Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 637 EU-EC . 28 Healthcare Non EEA v, Male  |Osteomyelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
N b s Professional cars - Unknown - [n/a - n/a - Intramuscular])
8 10011418613 :
B .
o click or scan |z L Non COVID-19 MRNA VACCINE MODERNA (CX-
® =i (2022-01- Not . . . 024414) [COVID-19 MRNA VACCINE MODERNA
0] 638 EU-EC- )8 E:jg;sciir;al Non EEA Specified Male |Colon cancer (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
3 10011418202 : applicable - [n/a - 1{DF} - Unknown])
[2]
=t
§ click or scan |3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2022-01- |Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - :
®| 639 EUEC | % B o5 Professional Non EEA Vears Female |Asthenia (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
g 10011418115 - n/a - Intramuscular])
3 Cardiomegaly (n/a - Unknown - Other Medically Important Condition), Deep vein thrombosis (n/a - Fatal - Results in
S Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Emphysema (n/a - Unknown - Other Medically
k=] . Important Condition), Hypertension (n/a - Unknown - Other Medically Important Condition), Left ventricular hypertrophy CCINE RAZENE CHADO
3 dlick or scan | ; : (n/a - Unknown - Other Medically Important Condition), Nasopharyngitis (n/a - Unknown - Other Medically Important COVID-19 VA AST CA( XI
S = (2022-01- [Healthcare 18-64 - .. - . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S| 640 . Non EEA Male  |Condition), Pain in extremity (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pulmonary . .
< EU-EC- 28 Professional Years . . " H (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
w 10011417885/ & LgT2s congestion (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Not Recovered/Not Resolved® Not applicable - [n/a - /a - Intramuscular])
3 : - Other Medically Important Condition), Pulmonary oedema (n/a - Unknown - Other Medically Important Condition), PP
5 Swelling (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - Unknown - Other Medically Important
2 Conition)
ﬁ .
[a} click or scan | a8 : COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 21 (2022-01- Healthcare 18-64 Co n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
| 641 Non EEA Female SSULS In Deatl £oc oD P
ol EU-EC- 2128 Professional Years Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
E 10011417883 - n/a - Intramuscular])
g” click or scan |3 : Non COVID-19 MRNA VACCINE MODERNA (CX-
= (2022-01- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
%;?)‘ 642 BU-EC- 108 E:glfte};scizrga] EEA Years Male  [Sudden death (0d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
© 10011417846 applicable - [n/a - 1{DF} - Intramuscular])
é click or scan | ;i . More COVID-19 MRNA VACCINE MODERNA (CX-
% 643 = (2022-01- (Healthcare EFA than 85 |Male Aphasia (2d - Fatal - Results in Death), Facial spasm (2d - Fatal - Results in Death), Hemiparesis (2d - Fatal - Results in {024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 128 Professional Vears Death), Loss of consciousness (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
= 10011417815 applicable - [n/a - n/a - Intramuscular])
=3
E click or scan |3 )
= el F . . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
e v = - - il - - i - -ACSUItS I8 .
2 644 2022-01 Healthgare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
3 EU-EC- L3y |28 Professional Years Death) - n/a - Intramuscular])
g 10011417057 :
(¢}
click or scan |3
2022-01-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
645 EU-EC- 3128 Professional EEA Years Male |Cerebrovasoular accident (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10011416998
click or scan |; T
646 1.5 21 2022-01- |Healthcare Non EEA 18-64 Male Asthenia (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), ?]CHA]EC\)/)[?IAI\I[(?C))\\/?B)SQ(SV-An/a U A] ng -~ [na- A
EU-EC- 328 Professional Years Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) na - Intramuscular])
10011416481/ =3

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011418613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011418202&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011418115&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011417885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011417883&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011417846&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011417815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011417057&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011416998&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011416481&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 78 of 2352
Primary
U Local th Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N bca ICSR Form Ra e.wz:y Source f ountry Age Sa tent | Reaction List PT (Duration - Qutcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
dlick or scan | 2345 More . . : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
IN] 2022-01-|Healthcare Dry mouth (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - Fatal - Results in Death, Life .
S| guEc 28 |Professional |NOMEEA |than 85 [Female |, oo ing), Vomiting (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S - n/a - Not applicable - [n/a
m 10011416340 Years 2, S SITs Ih Dea = - n/a - Intramuscular])
g -
8
@ click or scan |z 5 COVID-19 VACCINE ASTRAZENECA (CHADOX1
© =12022-01- Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) :
O 68| pupc | 2 28 Professional | VM EEA |year  [Male  |Asthenia (n/a - Fatal - Results in Death (CHADOX] NCOV-19)] (S- n/a - Not applicable - [n/al
3 10011416252 s : - n/a - Intramuscular])
o =
5
@ click or scan | sz Non More
-§ 649 2022-01- Healthcare EEA than 85 |Female |Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (8- COVID-19
g EU-EG- |8 Ly 28 Professional Vears immunisation - Not applicable - [n/a - 1{DF} - n/a])
10011416177 21k b
8 ) 3
s clickor sean | 15 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S 2022-01- Healthcare 65-85 Diet refusal (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results
S 650 EU-EC- 8 Professional Non EEA Vears Female in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
© P in Death) n/a - Intramuscular])
5 10011416116,
>
LGL; COMIRNATY CONCENTRATE FOR DISPERSION
g FOR INJECTION COVID-19 MRNA VACCINE
3 (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
% COVID-19 immunisation - Not applicable - [n/a - n/a -
o . COVID-19 immunisation (n/a - Unknown - ), Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, wa)), SPIKEVAX DISPERSION FOR INJECTION
— . L Lo - " P . COVID-19 MRNA VACCINE (NUCLEOSIDE
IS click or scan |: Caused/Prolonged Hospitalisation), Immune system disorder (n/a - Fatal - Results in Death, Life Threatening,
e 2 Non T . . P ; MODIFIED) [COVID-19 MRNA VACCINE
o 022-01- 65-85 Caused/Prolonged Hospitalisation), Organ failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged g )
g| 651 EU-EC- 28 Healthcare EEA Years Male Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S - COVID-19
§ 10011416108 F Professional Pumonary ermbolism (/s - Fatal - Results in Death. Life Threatcning. CawsalProlonged Hoptalisation). Pyrexia (wa - |mmunisation - Not applicable - [n/a - na - ],
g ary emo . £SULs I sed ing, 2 P » YT VAXZEVRIA SUSPENSION FOR INJECTION
153 Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) COVID-19 VACCINE (CHADOXI-S
% [RECOMBINANT]) [COVID-19 VACCINE
2z ASTRAZENECA (CHADOX1 NCOV-19)] (S-
b COVID-19 immunisation - Not applicable - [n/a - n/a -
[ nal)
g COMIRNATY CONCENTRATE FOR DISPERSION
T FOR INJECTION COVID-19 MRNA VACCINE
E (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
- COVID-19 immunisation - Not applicable - [n/a - n/a -
%’ COVID-19 immunisation (n/a - Unknown - ), Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, wa)), SPIKEVAX DISPERSION FOR INJECTION
- . e S > : - - . COVID-19 MRNA VACCINE (NUCLEOSIDE
P click or scan | :az Caused/Prolonged Hospitalisation), Immune system disorder (n/a - Fatal - Results in Death, Life Threatening, MRN
= 2022-01- Non 65-85 Caused/Prolonged Hospitalisation), Organ failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged MODIFIED) [COVID-19 /A VACCINE
Bl 652 | pupe g [Healthcare —IEEA Years M2 |Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) MODERNA, (CX-024414)] (S - COVID-19
5 ¥ Professional > " — . R ? immunisation - Not applicable - [n/a - n/a - n/a]),
= 10011416108 Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a -
(@] X . - L 'VAXZEVRIA SUSPENSION FOR INJECTION
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) COVID-19 VACCINE (CHADOXI-S
[RECOMBINANT]) [COVID-19 VACCINE
ASTRAZENECA (CHADOX1 NCOV-19)] (S-
COVID-19 immunisation - Not applicable - [n/a - n/a -
n/a])
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Primary
U Local léVt Primary zourcte Patient Patient Suspect/interacting Drug List (Drug Char -
# N“mbc::_ ICSR Form R:c:iV::y Source fo(:-“n ry Age S:Xlen Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
COMIRNATY CONCENTRATE FOR DISPERSION
« FOR INJECTION COVID-19 MRNA VACCINE
N (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
m COVID-19 immunisation - Not applicable - [n/a - n/a -
g ] COVID-19 immunisation (n/a - Unknown - ), Deep vein thrombosis (n/a - Fatal - Results in Death, Life Threatening, n/a]), SPIKEVAX DISPERSION FOR INJECTION
< click or scan | S Caused/Prolonged Hospitalisation), Immune system disorder (n/a - Fatal - Results in Death, Life Threatening, COVID-19 MRNA VACCINE (NUCLEOSIDE
% - 2022-01- Non 65-85 Caused/Prolonged Hospitalisation), Organ failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged MODIFIED) [COVID-19 MRNA VACCINE
o 653 | EUEC B 08 Healthcare  |EEA Years Male Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), MODERNA (CX-024414)] (S - COVID-19
3 10011416108 r Professional Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a -  [Timunisation - Not applicable - [n/a - n/a - n/a]),
%] Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) VAXZEVRIA SUSPENSION FOR INJECTION
g COVID-19 VACCINE (CHADOX1-S
g [RECOMBINANT]) [COVID-19 VACCINE
g ASTRAZENECA (CHADOXI NCOV-19)] (S-
g COVID-19 immunisation - Not applicable - [n/a - n/a -
: wal)
% lick or sean i Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Results in COVID-19 VA JAN (AD26.COV2.5)
K =1 (2022-01- Healthcare Not PTIY] . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
5, 654 : Non EEA .. Male |Death, Caused/Prolonged Hospitalisation), Vaccine breakthrough infection (n/a - Unknown - Results in Death L .
2 EU-EC- 1128 Professional Specified Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
3 10011416044 ged FHosp Unknown])
2
pr dlick or scan | SPIKEVAX [COVID-19 MRNA VACCINE
o 2022-01-|Healthcare 65-85 Cough (3d - Fatal - Results in Death), Haemoptysis (3d - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in .
5| 655 EU-EC- 2 P9 Professional EEA Vears Male Death MODERNA (CX-024414)] (S - Immunisation - n/a -
@ 10011415924 3 [wa - n/a - n/a])
o}
o
s click or scan | ;e EERCR: Non
5| 656 2 (2022-01- Healthcare EEA 65-85 Male Cerebral haemorrhage (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -
= EU-EC- 28 Professional Years Death), Influenza (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
g 10011415861 ]
‘gﬂ lick
click or scan | :az :
%_; 2k o (2022-01- (Healthcare 18-64 Pneumonitis (18d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory failure (18d - SPIKEVAX [COVID-19 MRNA VACCI.NE.
>| 657 . EEA Male R - ; ST MODERNA (CX-024414)] (S - Immunisation - n/a -
© EU-EC- |28 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) ;
g 10011415829 [n/a - 1{DF} - n/a - More in ICSR])
s
[a]
Rl
g
= click or scan Ay 2l Non COMIRNATY COVID-19 MRNA VACCINE
1] ] b
Q. T 2022-01- 18-64 . . . A . . (NUCLEOSIDE MODIFIED) DISPERSION FOR
E= - - X - -
£| 658 EU-EC- 8 If;lrej;;};:iirgal EEA Vears Male  |Cardiopulmonary failure (Od - Fatal - Results in Death), Myocardial infarction (0d - Fatal - Results in Death) INJECTION [TOZINAMERAN] (S- COVID-19
2 10011415795 immunisation - n/a - [n/a - n/a - Intramuscular])
ko
B
o]
click or scan |; T
59 ; :d (2022-01- [Healthcare 65-85 . . . . . v VRIA [COVID-19 VA AST A
6 . Non EEA Female |Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 28 Professional Years
10011415479 ' wa - Intramuscular])
click or scan |
il (2022-01- [Healthcare 65-85 . . e COMIRNATY [TOZINAMERAN] (S- COVID-19
660 EU-EC- 128 Professional EEA Vears Male  |Embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- n/a - n/a])
10011415412
COMIRNATY [TOZINAMERAN] (S- COVID-19
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EU Local
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ICSR Form

EV
Gateway
Receipt
Date

Primary
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Primary
Source
Country
for
Regulatory
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Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

immunisation - Not applicable - [n/a - 1{DF} -

tram 008 CT ORIA

%% %11 5 9§é -
GATA LINEA(E) -LIKE STRAIN

(B/MASACH[EETTS/Z 2012, MEDI 237751)

661

Created by: https://t. me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

click or scan | ¥%

EU-EC-
10011415305

2022-01-

228

Healthcare
Professional

EEA

65-85
Years

Female

Anaphylactic shock (2h - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Sudden death
(n/a - Fatal - Results in Death)

ATEXAS50/2012 (H3N2)-LIKE STRAIN
(A/TEXAS/50/2012, X-223A),
A/CALIFORNIA/7/2009 (HIN1)PDMO09 - DERIVED
STRAIN USED NYMC X-179A,
B/BRISBANE/60/2008 (VICTORIA LINEAGE)-LIKE
STRAIN (B/BRISBANE/60/2008, MEDI 228030),
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
AMICHIGAN/45/2015 (HINI)PDMO9-LIKE
STRAIN (AIMICHIGAN/45/2015, NYMC X-275),
A/HONGKONG/4801/2014 (H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014, NYMC X-263B),
BMASSACHUSETTS2/2012 (YAMAGATA
LINEAGE)-LIKE STRAIN
(BMASSACHUSETTS/2/2012, MEDI 237751),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE),
A/TEXAS/50/2012 (H3N2)-LIKE STRAIN
(A/TEXAS/50/2012, X-223A),
A/CALIFORNIA/7/2009 (HINI)PDMO9 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
A/GUANGDONG-MAONAN/SWL1536/2019
(HIN1)PDMO09 - LIKE VIRUS (A/GUANGDONG-
MAONAN/SWL1536/2019, CNIC-1909), A/HONG
KONG2671/2019 (H3N2) - LIKE VIRUS (A/HONG
KONG2671/2019, IVR-208),
B/WASHINGTON/02/2019 - LIKE VIRUS
(B'WASHINGTON/02/2019, WILD TYPE),
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
AMICHIGAN/45/2015 (HINI)PDMO9-LIKE
STRAIN (A/MICHIGAN/45/2015, NYMC X-275),
B/COLORADO/06/2017-LIKE VIRUS
(B/VICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/SINGAPORE/INFIMH-16-0019/2016 (H3N2)-LIKE
STRAIN (A/SINGAPORE/INFIMH-16-0019/2016,
IVR-186), B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE), A/HONG
KONG/4801/2014 (H3N2)-LIKE STRAIN (A/HONG
KONG4801/2014, NYMC X-263B),
A/CALIFORNIA/7/2009 (HIN1)PDM09 - DERIVED
STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE),
AMICHIGAN/45/2015 (HINT)PDMO9-LIKE
STRAIN (AMICHIGAN/45/2015, NYMC X-275),
A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014, NYMC X-263B),
B/PHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
B/COLORADO/06/2017-LIKE VIRUS
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Primary (B/VICTORIA/2/87 LINEAGE)
v Primary Source Patient . A2 @é‘% Bﬁr .
# IEVU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) -ggg e# - {DuFation -}q(]){sléls-
umber Receipt . . |for Sex 0 R -190),
Qualification Group
Date Regulatory §/14/2017 (H3N2)-LIKE VIRUS
Purposes (A/KANSAS/14/2017, NYMC X-327)] (S-n/a-n/a -
[n/a - n/a - Intramuscular])
g click or scan |z Non o
] - |peathcue e -6t IMale  [Death (na - Fatal - Results in Death) S/SMEI:A;% [FT}Oﬁ/Izll\]I;XMERAN] (S~ Immunisation -
B 10011414876 rofessional
p
ks
(a]
g click or scan
@ Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
S| 663 EU-EC- Healthcare EEA Years |Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) a - [/ - 2DF} - 1/
5] 10011414868 Professional a-[na-2{DF} - nal)
i
% COMIRNATY [TOZINAMERAN] (S- COVID-19
% immunisation - Not applicable - [1d - n/a - n/a)),
= [A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
S Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Anaemia (n/a- |(A/HONGKONG4801/2014, X-263B),
© Unknown - ), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - B/BRISBANE/60/2008-LIKE STRAIN
E} click or scan | BE Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), (B/BRISBANE/60/2008, WILD TYPE),
w - i 2022-01- | Healthcare 65-85 Haematochezia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Mefiically Important Condition), |A/CALIFORNIA/7/2009 (HIN1)PDMO09-DERIVED
g 664 EU-EC- ;2. Professional Non EEA Vears Male Haemorrha_ge subcutaneous (n/a - Unknown - Other Medically Important Conleion), Interstitial lung disease (n/a - Unknown -|STRAIN USED (NYMC X-181), A/HONG
3 10011414795 . Other Medically Important Condition), Lung opacity (n/a - Unknown - ), Malaise (n/a - Unknown - Caused/Prolonged KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
© Hospitalisation), Melaena (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important KONG4801/2014, X-263B), B/BRISBANE/60/2008-
g Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), |LIKE STRAIN (B/BRISBANE/60/2008, WILD
— Platelet count decreased (n/a - Fatal - Results in Death), Thrombocytopenic purpura (n/a - Unknown - ) TYPE), AMICHIGAN/45/2015 (HIN1)PDMO09-LIKE|
g STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
= INFLUENZA VACCINE] (S - Immunisation - Not
% applicable - [1d - n/a - n/a])
g click or scan |; : Non
i 12022-01- Not . . COMIRNATY [TOZINAMERAN] (S - COVID-19
%i 665 | EuEC B o8 Eﬁte}s‘;fg " Specified Tomale [Neoplasm progression (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
< 10011414780
é click or scan |3
% 666 tied (2022-01- |Healthcare 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
IS EU-EC- 128 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
£ 10011414776
g
i click or scan | ;e T More
3 1|2022-01-|Healthcare . COMIRNATY [TOZINAMERAN] (S - COVID-19
3 67 | EUEC 13 |28 Professional | o™ FEA g}an 85 [Male  (Tachypnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
g 10011414735 cars
o]
click or scan |z :
668 24 (2022-01-|Healthcare Non EEA 65-85 Male Asthenia (n/a - Unknown - ), Feeding disorder (n/a - Unknown - ), Illness (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 3 [28 Professional Years Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - .3mL - n/a])
10011414719
click or scan |; ke
42022-01- |Healthcare Not . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
669 | puEC I (28 Professional | \o" FEA Specified Male |Seizire (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10011414711
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011414719&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011414711&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVIIJUE:I))C::'] ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes

click or scan | - Non
q 670 412022-01- Healthcare EEA 65-85 Female Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 28 Professional Years Condition), Thrombosis (/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
I 10011414707
=)
8 lick
g CuckoLsen | i ; SPIKEVAX [COVID-19 MRNA VACCINE
ﬁ 01 g ) } . s ) } . "
Sl en 2022-01 Healthqare Non EEA 18-64 Female Asthma (n/a Fa}tgl Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically MODERNA (CX-024414)] (S- COVID-19
- EU-EC- |28 Professional Years Important Condition) . L
3 10011414620 2 immunisation - Unknown - [n/a - 1{DF} - Unknown])
g
53 click or scan | ;w4
.’é 672 =1 2022-01- Healthcare EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Myocardial infarction (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 228 Professional Years Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])

10011414281
% click or scan | AR Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
S| 673 2022-01- Healthcare Non EEA 18-64 Male Coronary artery thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 3128 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g 10011413928 5 n/a - Intramuscular])
o
o} click or scan |
g : 2022-01-|Healtheare 65-85 o |Cough (nva - Fatal - Results in Death), Dyspnoea (na - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in e o9 YACCTTIE AST RAZEIECA
o] 674 EU-EC- [ R 08 Professional [Non EEA Years Female Death), Vomiting (n/a - Fatal - Results in Death) ( X1 NCOV-19)] (S- /a - Unknovn - [/a -
% 10011413921 | 254 e i n/a - Intramuscular])
o
S click or scan | : SPIKEVAX [COVID-19 MRNA VACCINE
o 675 &1 (2022-01- [Healthcare Non EEA 65-85 Male Pneumonia aspiration (1d - Fatal - Results in Death, Other Medically Important Condition), Respiratory failure (1d - Fatal - MODERNA (CX-024414)] (S- COVID-19
£ EU-EC- I 28 Professional Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10011413689 Intramuscular])
g
3
©
§ lick or sca 2 b 2022-01-|Healthcare 65-85 Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Interchange of vaccine products (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
w| 676 EU-EC- 8 Professional Non EEA Vears Male |Fatal - Results in Death, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Other immunisation - Unknown - [1d - n/a - n/a])
% 10011413685 Medically Important Condition), Palpitations (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
£
5
9
=
= click or scan |; AXZ
% 677 2022-01- |Healthcare EEA 65-85 Female Bacterial colitis (167d - Fatal - Results in Death), Bacterial sepsis (167d - Fatal - Results in Death), Diarrhoea (167d - wﬁgx 113—)59(8\/_ Aé«O{/INg-%STimmmisati?r?
ki EU-EC- 1728 Professional Years Fatal - Results in Death), Respiratory failure (167d - Fatal - Results in Death)
o} 10011413501 3 3 - - Unknown - [n/a - 1 {DF} - Intramuscular])
O

dlick or sean : Non COMIRNATY [TOZINAMERAN] (S- COVID-19

2t (2022-01- 65-85 Blood pressure abnormal (n/a - Fatal - Results in Death), Burning sensation (n/a - Fatal - Results in Death), Neuralgia (n/a |. .
678 Healthcare EEA Male P S & immunisation - Dose not changed - [n/a - .3mL -
EU-EC- ! o (28 Professional Years - Fatal - Results in Death), Paresis (n/a - Fatal - Results in Death), Urticaria (n/a - Fatal - Results in Death) I ul ’
10011413427 & . rofessional ntramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011414707&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011414620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011414281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011413928&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011413921&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011413689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011413685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011413501&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011413427&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaYIg 5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
METHOTREXATE [METHOTREXATE] (I - n/a -
« Not applicable - [n/a - n/a - n/a]), VAXZEVRIA
I click or scan [COVID-19 VACCINE ASTRAZENECA (CHADOX1
o = Non . . . NCOV-19)] (S- COVID-19 immunisation - Not
~Ul= = - - g - - > - - :
gl 679 _— §g22 01 Healthcare  |Non EEA. ?{i j—: Female ﬁrthr;i:gl? (n];a t1;“::1taDli Sal;]e;sl;lts in Death), Erythema (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal applicable - [1d - n/a - Intramuscular]),
8 10011413136 . Professional esu’ls In Dea [HYDROXYCHLOROQUINE] (I - n/a - Not applicable
g - [/a - n/a - n/a]), [IMMUNGLOBULIN] (I - n/a - Not
a applicable - [n/a - n/a - n/a]), [PREDNISONE] (I - n/a -|
g Not applicable - [n/a - n/a - n/a])
@ .
5 dlickor sean |y 8% 02201 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
@ 680 M : Non EEA Male  [Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= EU-EC- 28 Professional Years
] 10011411028 3 1/a - Intramuscular])
g click or scan | T L Non COVID-19 MRNA VACCINE MODERNA (CX-
% 681 wl 12022-01- Healthcare EEA 65-85 Male Intestinal pseudo-obstruction (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC- £ i1 (28 Professional Years Narcolepsy (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
-g’ 10011410488| 2334 applicable - [n/a - .5mL - Intramuscular])
©
E click or scan |; L Non COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
ul 682 24 (2022-01- Healthcare Non EEA 18-64 Female Condition), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |COMIRNATY [TOZINAMERAN] (S - COVID-19
2 EU-EC- 3127 . Years Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [n/a - n/a - n/a])
5 > Professional o
oo} 10011412626 Condition)
©
o} 4 R i R i i i italisati
g click or scan | HIEG | Dyspnoea (p/a Recovered/Reso]y@d With Seql}elae Results in Death, Llfe'Threatenlng, Caused/Pro}onged Hospitalisation, COVID-19 VACCINE ASTRAZENECA (CHADOX]
= — Other Medically Important Condition), Embolism (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
=12022-01- Healthcare 65-85 T . - - X . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
G| 683 o . EEA Male  |Hospitalisation, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life CHADO . o
o EUEC | 227 Professional Years Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) ( X1 NCOV-19)] (8- COVID-19 immunisation
E 10011412266 3 S P g Y p - Not applicable - [n/a - /a - n/a])
S click or scan | ;
5 2022-01- Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
%_?) 684 . EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Unknown - [n/a - .3mL -
2 EU-EC- 2127 Professional Years Tntramuscular])
© 10011412193
é click or scan |3 :
% 685 = (2022-01- (Healthcare EEA 18-64 Female COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - COVID-19
e EU-EC- 127 Professional Years Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
£ 10011411847
>
g click or scan || Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Cardiac disorder (n/a - Fatal -
o - : Non Results in Death, Caused/Prolonged Hospitalisation, Disabling), Dermatomyositis (n/a - Fatal - Results in Death MERAN ME
) 686 EU-EC- : 5(7)22_01_ Healthcare Non EEA ?{iﬁ: Male  [Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Dysphagia (n/a - Fatal - Results in msation . NoETaOZIIiIc\;ble -0 d-]ngg: S/E;]\)’[D—D
B 10011409878 Professional Death, Caused/Prolonged Hospitalisation, Disabling), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged PP
§ Hospitalisation, Disabling), Gastrostomy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling)
O
lick or scan | ; i 2022-01- Non 18-64 Dysstasia (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Neck pain (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
687 : Healthcare Non EEA Male  [Death), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important . o .
EU-EC- 27 : Years o immunisation - Not applicable - [n/a - n/a - n/a])
Professional Condition)
10011409832,
click or scan | L More Abdominal pain (n/a - Unknown - ), Chills (15d - Recovered/Resolved - ), Cough (n/a - Unknown - ), Diarrhoea (n/a -
688 =i (2022-01-|Healthcare EEA than 85 |Female Unknown - ), Fatigue (16d - Unknown - ), Hypophagia (n/a - Fatal - Results in Death, Life Threatening), Hypothermia (n/a| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 27 Professional Years - Unknown - ), Malaise (n/a - Fatal - Results in Death), Nausea (16d - Recovered/Resolved - ), Pain (15d - Fatal - Results |immunisation - Not applicable - [n/a - 1{DF} - n/a])
10011409213 in Death), Pyrexia (15d - Recovered/Resolved - ), Vomiting (16d - Recovered/Resolved - ), Yellow skin (n/a - Unknown - )

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011413136&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011411028&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011410488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011412626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011412266&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011412193&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011411847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011409878&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011409832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011409213&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |: Non Chronic obstructive pulmonary disease (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cough ~ |COMIRNATY [TOZINAMERAN] (S - COVID-19
q 689 2022-01- Healthcare Non EEA 65-85 Female (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved -  |immunisation - Not applicable - [1d - n/a - n/a)),
S EU-EC- 27 Professional Years Other Medically Important Condition), Off label use (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Other |[INFLUENZA VIRUS] (S - Immunisation - Not
g' 10011408378 Medically Important Condition), Product use issue (n/a - Unknown - ) applicable - [1d - n/a - n/a])
1
(-Q,D- click or scan | zaz Non Chest pain (n/a - Unknown - Other Medically Important Condition), Deep vein thrombosis (n/a - Fatal - Results in Death),
g 690 2022-01- Healthcare Non EEA Not Male Illness (n/a - Unknown - Other Medically Important Condition), Interchange of vaccine products (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
- EU-EC- 27 Professional Specified Death), Off label use (n/a - Fatal - Results in Death), Pain in extremity (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
3 10011408374 Condition), Thrombosis (n/a - Fatal - Results in Death)
[2]
% lick i
click or scan | :
= ) % |2022-01-|Healtheare 18-64 ) ) . . 'VAXZEVRIA [COVID-19 VACCINE AST R_AZENECA
| 691 BU-EC- 57 Professional Non EEA Vears Male  |Atrioventricular block first degree (n/a - Fatal - Results in Death), COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
g 10011408252| 33 ' - w/a - Intramuscular])
3
s
-g’ click or scan COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 £2 (2022-01-|Healthcare Not  |Not o . ' iy NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 692 EU-EC- 57 Professional Non EEA Specified Specified Hypersensitivity (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
LaL; 10011407939 n/a - Intramuscular])
(8]
5
)
I ) : COMIRNATY [TOZINAMERAN] (S- COVID-19
® click or scan |t ; ) ol h
a —— 2022-01- Non 65-85 immunisation - Not applicable - [n/a - 1{DF} - n/a)),
= 693 EU-EC- : 27 Healthcare EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) XARELTO 20 MG FILM-COATED TABLETS
ol 10011407685| & Professional [RIVAROXABAN] (S - Product used for unknown
€ indication - Not applicable - [n/a - n/a - n/a])
é click or scan | s B, Nor
< : 24 (2022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- ), - - . Nl .
%'; 694 EU-EC- |7 Eeai‘thc'are | EEA Vears Male  |Fatigue (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
> 10011407682 rotessiona
©
g
. =54
8 dlickor scan | i 5022-01.|Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
Ql 695 . EEA Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
Nl EU-EC- 27 Professional Years Tntramuscular])
= 10011407155
£ click or scan | i
< o 2022-01-|Healthcare 65-85 N . COMIRNATY [ TOZINAMERAN] (8- COVID-19
2| 696 : EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
= EU-EC- 1y |27 Professional Years Int 9
% 10011407146 ntramuscular])
8} . ; COMIRNATY [TOZINAMERAN] (S- COVID-19
lidorsan | g 2022-01- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Not Recovered/Not immunisation - n/a - [n/a - .3mL - Intramuscular]),
697 EU-EC- 27 Professional EEA Years Male Resolved - Caused/Prolonged Hospitalisation) RONAPREVE [CAS[R.IV[MAB’ IMDEVIMAB (S -
COVID-19 prophylaxis - n/a - [n/a - 600mg -
10011407143
Subcutaneous])
dlick or sean | 502201 Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
698 EU-EC 27 Healthcare EEA v Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
1001 1;‘07'1 ME Professional cars Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011408378&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011408374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011408252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407939&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407682&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407155&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407146&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407143&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407140&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G3tEWaYIg e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan | & COMIRNATY [TOZINAMERAN] (S- COVID-19
« _ 2022-01-|Healthcare More immunisation - Not applicable - [1d - 1{DF} -
1 699 EU-EC- 57 Professional EEA than 85 [Male  |Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]), [D,L-LYSINE
m 10011407111 T Years ACETYLSALICYLATE] (S- Cardiovascular event
=} : prophylaxis - Drug withdrawn - [n/a - 1{DF} - Oral])
1
(-Q,D- click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
® 2022-01- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
217 puEc 2127 |professional | PA|Years [MAle |Sdden death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
3 10011407110 : applicable - [n/a - n/a - Intramuscular])
[2]
£
9& click or scan |3 COVID-19 MRNA VACCINE MODERNA (CX-
.‘é 701 1 2022-01- Healthcare EEA 18-64 Female Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
: EU-EC- 27 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
g 10011407053 i applicable - [1d - 1{DF} - Intramuscular])
3
s
5
3 click or scan :
5 21 |2022-01-|Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - - )
2| 72 | puEc 37 Professional |EEA Years |Female |Hacmorrhagic stroke (n/a - Fatal - Results in Death) Not applicable - [n/a - n/a - n/a])
g 10011406906
5
)
<
8
T click or scan | Non COMIRNATY [TOZINAMERAN] (S- COVID-19 -
g 2022-01- 65-85 . . n/a - [n/a - n/a - n/a]), COMIRNATY
£ 703 EU-EC- 57 E:jg;;fgal EEA Vears Female |Death (n/a - Fatal - Results in Death) [TOZINAMERAN] (S- COVID-19 immunisation - n/a
£ 10011406719 ; - [n/a - n/a - n/a])
=)
% click or scan |3 i Non COVID-19 VACCINE (AD26.COV2-S
24 (2022-01- 18-64 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
- - e
§ 704 BU-EC- 27 Eﬁte}slscji:a] EEA Years Female |Death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
g 10011406685 [n/a - 1{DF} - n/a])
®
% click or scan |; . Non COVID-19 VACCINE (AD26.COV2-S
c 1 (2022-01- 18-64 ) } . [RECOMBINANTT) JANSSEN [COVID-19 VACCINE
s 705 EU-EC- 57 ?:jfl‘gslsciirga] EEA Vears Female |Death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
fé?'_ 10011406681 [n/a - 1{DF} - n/a])
=
_'5'\ click or scan |: .
23 2022-01- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - R
8| 706 EU-EC- 57 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) a - [n/a - 2DF} - /a
8 ; }
5 10011406662 ]
lick or scan |; 53 1 022.01. | Healthcare 65.85 Circulatory collapse (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Shock (n/a - Fatal |SPIKEVAX [COVID-19 MRNA VACCINE
707 X . EEA Male |- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Sudden death (n/a - Fatal - Results in Death, Life) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- g |27 Professional Years Threatening, Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
10011406660
dlidkorscn |G RE | opNon 1864 SPIKEVAX [COVID-19 MRNA VACCINE
708 o Healthcare EEA Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- % 27 . Years
10011406659 Professional [n/a - 3{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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407111&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407110&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011407053&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406906&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406719&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406659&_xpt=1&_xf=pdf
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Primary
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click or scan |;
IN] 2022-01-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
N . - - . . . .
S 709 EU-EC- L3 127 Professional EEA Years Male  Dyspnoea (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
g' 10011406329 4
8
9 click or scan | :a - Non Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), SPIKEVAX [COVID-19 MRNA VACCINE
g 710 i (2022-01- Healthcare Non EEA 18-64 Male Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MODERNA (CX-024414)] (S- COVID-19
- EU-EC- f? S, (27 Professional Years Condition), Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Neurogenic shock (n/a - Fatal - [immunisation - Not applicable - [n/a - n/a -
3 10011406032/ & : Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramuscular])
[2]
5 :
R click or scan | Non
= 2022-01- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- R
8| 11 BU-EC- ; 57 Ereai‘thciar;al EEA Vears Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
g 10011405985 3% ofessio
3 Endocarditis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
S click or scan Hepatic lesion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Non-Hodgkin's lymphoma (n/a - Fatal -
=2 il Non Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis (n/a - Fatal - Results in ME ME
Z| 112 EU-EC. = 5322_01_ Healthcare ~ |Non EEA ?(iﬁ: Female |Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Splenic lesion (n/a - Fatal - Results in msationRﬁogzozlgble N Fn?i]éz__%\]l)lnw
1; 10011405775 s Professional Death, Caused/Prolonged Hospitalisation), Splenic thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged PP
w Hospitalisation, Other Medically Important Condition), Tooth infection (n/a - Fatal - Results in Death, Caused/Prolonged
8 Hospitalisation), Urinary tract infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
5
o] click or scan | 3 Non
g 2022-01- Not . ] - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o} - -
g 713 EU-EC- 57 Hea]thqare Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
= Professional
S 10011405750
kS
£ i !
& E— 2022-01- Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5| 714 : Non EEA Male  |Loss of consciousness (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
153 EU-EC- 27 Professional Years - n/a - Intramuscular])
%'; 10011405712
>
g click or scan |; T
% 1502201 [Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
g 715 L : EEA Female |Myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
w EU-EC- B 27 Professional Years . isation - N licable - n/a -~ 1DF" - 1
a 10011405676 2% immunisation - Not applicable - [n/a - 1{DF} - n/a])
T
g
= click or scan | Non
fé’. 716 2022-01- Healthcare Non EEA 18-64 Female Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Fatal - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
E EU-EC- 27 : Years Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1n/a - n/a - n/a])
o : Professional
3 10011405574
8 .
g lick or scan | ; 85 502201 Healtheare 1864 Actte respiratory distress syndrome (n/a - Fatal - Results in Death, Life Threatening), Chills (n/a - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
717 . . Non EEA Male  [Death, Life Threatening), Diplegia (n/a - Fatal - Results in Death, Life Threatening), Headache (n/a - Fatal - Results in  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 27 Professional Years . .
o Death, Life Threatening) n/a - Intramuscular])
10011405291
click or scan |; -
= 2022-01- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
A - -
718 EU-EC- 57 Professional EEA Vears Female |Acute myocardial infarction (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10011405200 :

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011406032&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405985&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405775&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405750&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405712&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405676&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405574&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405291&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405200&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 87 of 2352
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
« click or scan || (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
g —— 2022-01- Non 65-85 - Intramuscular]), [HYDROXYCHLOROQUINE] (I -
m 719 EU-EC- 27 Healthcare Non EEA Vears Female |Dermatomyositis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - n/a- [n/a-n/a-n/a]), IMMUNGLOBULIN] (I -
=} 10011405125 s Professional n/a - n/a- [n/a - n/a- n/a)), [METHOTREXATE] (I -
8 n/a - n/a - [n/a - n/a - n/a]), [PREDNISOLONE] (I - n/aj
% -n/a- [n/a-n/a-n/a))
(a] .
= lick or scan Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
g 720 3 |2022-01- | Healthcare Non EEA Not Not Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
g EUEC- | 27 Professional Specified Specified , OF > Lyspnoea (v ged Hosp g (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
S 10011405124 =3 Caused/Prolonged Hospitalisation) - n/a - Intramuscular])
o
i click or scan |: L . .
112022-01- |Healthcare 65-85 Dyspnoea (n/a - Fatal - Results in Death), Obstructive airways disorder (n/a - Fatal - Results in Death), Oropharyngeal VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
721 EU-EC- 57 Professional Non EEA Vears Male  [pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Rhinorrhoea (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
% 10011404968 y Death) - n/a - Intramuscular])
‘(;:? click or scan |; L
S 21 12022-01- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
; - -
E 722 EU-EC- 57 Professional EEA Vears Male  [Myocardial rupture (n/a - Fatal - Results in Death) na - Intramuscular])
@ 10011404896
(8]
5 .
3 dlickor scan [ % 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 723 EU-EC- 57 Professional Non EEA Vears Male  |Acute respiratory distress syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
T 10011404699 n/a - Intramuscular])
kS
£ =
g click or scan | Bk )
o) 2022-01-|Healthcare 65-85 AMERAN /A
21 724 | BUEC iR (27 Professional [EEA Years |Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) CS/MTI\iATY [TﬂOZIN ) (S-mla-mla- [
% 10011404206 : - a- Intramuscular])
>
©
:
8 dlidkcor scan | ; B8 | )000.01. [Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
T 725 Healthcare EEA Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
IS EU-EC- 27 Professional Years W
£ 10011404136 rofessiona a)
féi.
£ click or scan |z
S 5022-01- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
g 726 EU-EC- 57 Healthcare EEA Vears Female |COVID-19 (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
5 10011403959 Professional n/a))
G .
m— 2022-01-|Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
727 EU-EC- 57 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10011403701 : - /a - Intramuscular])
lick or sean ) 2022-01- |Healthcare More Dizziness (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Mobility COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [1d-
728 EU-EC- : 57 Professional EEA than 85 [Male |decreased (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Poor quality sleep (n/a - Fatal - Results Wa - n/a])
10011403470 Years in Death)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405125&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011405124&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011404968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011404896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011404699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011404206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011404136&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011403959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011403701&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011403470&_xpt=1&_xf=pdf
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Primary
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |; -
IN] =1 (2022-01- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a-n/a-[1d-
N / - R Sudden R -
S 729 | BUEC ; B 57 Professional EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death), death (1/a - Fatal - Results in Death) na - Intramuscular])
g' 10011403268| =¥ p
8_ Abdominal pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Adrenal haemorrhage
% (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Akathisia (n/a - Fatal - Results in
a Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral artery occlusion (n/a - Fatal - Results in Death, Life
g Threatening, Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (n/a - Fatal - Results in Death, Life
7] Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
5 Hospitalisation), Headache (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Hemiplegia (n/a
@ - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Fatal - Results in
Death, Life eatening, Caused/Prolonged Hospitalisation), Immune thrombocytopenia (n/a - Fatal - Results in Death
'§ Life Thr ing, Caused/Prolonged Hospitalisation), I hrombo ia (n/a - Fatal
g Caused/Prolonged Hospitalisation), Intracranial pressure increased (n/a - Fatal - Results in Death, Life Threatening,
. 5 : Caused/Prolonged Hospitalisation), Ischaemic cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, CCINE RAZENE CHADO
] dlick or scan ! i 2022-01-|Healthcare 18-64 Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Life Threatening, I%D(;)ﬂ\lzilgg) EEADVID— 1 ;\S/IXCEINE A(S:?R(AZENECXAl
g 730 : . EEA Female |Caused/Prolonged Hospitalisation), Multisystem inflammatory syndrome in adults (n/a - Fatal - Results in Death, Life . .
8 EU-EC- : 27 Professional Years . IR . . - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
= 10011402682 E238 s Thregter_nng Caused/Prolonged Hospitalisation), Myalgia (p/a - Recover_ed/Resolved- Life Threater}mg Cz}med/Prqlon@d - Unknown - [n/a - 1 {DF} - Intramuscular])
S Hospitalisation), Pallor (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Peripheral
.\g coldness (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Poor peripheral circulation
0 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary thrombosis (n/a - Fatal -
@ Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Renal haematoma (n/a - Fatal - Results in Death,
g Life Threatening, Caused/Prolonged Hospitalisation), Skin discolouration (n/a - Fatal - Results in Death, Life Threatening,
oo} Caused/Prolonged Hospitalisation), Speech disorder (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
% Hospitalisation), Systemic inflammatory response syndrome (n/a - Fatal - Results in Death, Caused/Prolonged
a Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
= Ol sis with thrombocytopenia ome (n/a - Fatal - Results in Death, Life eatenin, used/Prolon,
= Thrombosis with thrombocytopenia syndrome (n/a - Fatal Life Thr ing, Caused/Prolonged
5 Hospitalisation)
% click or scan | ;g3 .
£ 51 2022-01- | Healthcare 65-85 L . o COMIRNATY [TOZINAMERAN] (S - Immunisation -
2| 731 EU-EC- 57 Professional EEA Vears Male  |Demyelinating polyneuropathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) a - [n/a - n/a - Intramuscular])
%_;) 10011401847
©
% lick or sean 2022-01-|Healthcare 65-85 Brain neoplasm (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Ii]()(;)/l\]/?'llgg) E&C\%I)\I_];: ;\S/ITACCINENIES?R(AZENECXAI
7| 732 : . Non EEA Female |Medically Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, . S
3 EU-EC- 27 Professional Years Ca rolonged Hospitalisation, Disabling, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
E 10011401082 used/Prolonged Hosp b S ¥ imp - Not applicable - [n/a - n/a - Intramuscular])
S SPIKEVAX [COVID-19 MRNA VACCINE
fé’_ click or scan || MODERNA (CX-024414)] (S- Product used for
| 3 (2022.01-Healtheare |\ [18:64 |\ |Asthma (6390min - Fatal - Results in Death), COVID-19 (5d - Fatal - Results in Death), Cough (108h - Fatal - Results oW ifcication - ot applicable - [ 1D -
z EU-EC- 27 Professional on Years ¢ lin Death), Dyspnoea (101h - Fatal - Results in Death) ntramuscular]), [ s :
g 10011401013 PRODUCED IN VERO CELLS, INACTIVATED] (S-
g Product used for unknown indication - Not applicable -
5 [n/a - 1{DF} - Intramuscular])
dlick or sean (5 5022-01 | Healtheare 65.85 Abdomiinal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anosmia (n/a - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
734 EU-EC- 57 Professional Non EEA Vears Female |Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death, |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011400713 Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death) n/a - Intramuscular])
lick or scan | sl . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
735 2022-01-|Healthcare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results| (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
EU-EC- 27 Professional Years in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
10011400710 /a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011403268&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011402682&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011401847&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011401082&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011401013&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011400713&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011400710&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N click orsen | g & 5029-01. Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
&) 736 ” . Non EEA Male  [Deep vein thrombosis (/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
& EU-EC- - |27 Professional Years Wa - Intramuscular])
g 10011400613
o
[0}
g lick ¥
= cucorsan % | 5022.01 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
3| 737 : : Non EEA Male  |Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EC- 27 Professional Years n/a - Intramuscular])
S 10011400438
g
8 click or scan | :zé : Non COVID-19 MRNA VACCINE MODERNA (CX-
738 =1 (2022-01- Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Life Threatening), Ruptured cerebral aneurysm (2d - Fatal - Results in Death, |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 27 Professional Years Life Threatening) (CX-024414)] (S- Product used for unknown
8 10011400213 indication - Unknown - [n/a - 1{DF} - Unknown])
8
k= i L »
N lick or scan 8E 02201 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
S| 739 : : Non EEA Female |Cardiac arrest (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
g EU-EC- L 127 Professional Years Intramuscular])
w 10011399863 7
:1(__,)
3 click or scan | : Non
&\ 740 EU-EC- % 5222_01_ Healthcare  [EEA ;86;?: Male  |Pericarditis (n/a - Fatal - Results in Death) mﬁﬁgﬁ [n];aO_Z[IEa AL .]Ir(frﬂtgri?
o 10011399620 Professional
5}
5 .
£ creotsan [, 0 02201 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
% 741 : . EEA Male  |Oxygen saturation decreased (30d - Fatal - Results in Death), Pyrexia (30d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
ey EU-EC- 127 Professional Years Tntramuscular])
% 10011399270
§ click or scan | :
.4 (2022-01- |Healthcare 18-64 o . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl .
g 742 EU-EC- J 3126 Professional EEA Years Male  [Myocardial infarction (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
= 10011397661 3 3
2
£ click or scan | ;=% Drug ineffective (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism (n/a - Unknown - Life COMIRNATY [TOZINAMERAN] (S- COVID-19 -
g 743 2022-01- Healthcare EEA 65-85 Male Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary fibrosis (n/a - Fatal - Unknown - [n/a - n/a - Unknown]), ELIQUIS
E EU-EC- 26 Professional Years Results in Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other [APIXABAN] (S- Cerebrovascular accident
L 10011396907 : Medically Important Condition) prophylaxis - Unknown - [n/a - n/a - Unknown])
3
B COMIRNATY [TOZINAMERAN] (S- COVID-19
g immunisation - Not applicable - [1d - n/a -
(@] Intramuscular]), RAPISCAN [REGADENOSON] (S-
click or scan Scan myocardial perfusion - Not applicable - [1d - n/a -
744 2022-01- Healthcare EEA 65-85 Female Arrhythmia (n/a - Fatal - Results in Death), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Electrocardiogram |Intravenous (not otherwise specified)]), [COPPER
EU-EC- 7, 126 Professional Years QT prolonged (n/a - Fatal - Results in Death) TETRAMIBI TETRAFLUOROBORATE] (S- Scan
10011396367 T myocardial perfusion - Not applicable - [1d - n/a -
Intravenous (not otherwise specified)]), [SOT ALOL
HYDROCHLORIDE] (S - Product used for unknown
indication - Drug withdrawn - [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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011400613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011400438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011400213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011399863&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011399620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011399270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011397661&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011396907&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011396367&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# %;‘:ﬁ;‘ ICSR Form g’:z:iv::y Source t(i)zuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
click or scan |:
q 745 71 2022-01- Healthcare EEA 65-85 Male COVID-19 pneumonia (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 26 Professional Years Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
g' 10011396214
1
e lick or scan
[0} c ; -
g 746 2022-01- |Healthcare EEA ?ﬁg;es 5 |Female Hypotension (n/a - Fatal - Results in Death), Oxygen saturation decreased (2d - Fatal - Results in Death), Petit mal mﬁgﬁgﬁ ggﬁlNﬁgﬁgﬁ%f_ n%)-vrll/z--l?\/lore
- EU-EC- 126 Professional epilepsy (n/a - Fatal - Results in Death) . PP
3 10011396186 Years in [CSR])
£
Q .
R click or scan |; Non
= 2 12022-01- Not Not . . . ... COMIRNATY [TOZINAMERAN] (S - Immunisation -
'g 747 BU-EC- 126 Eresi‘tez;zrgal EEA Specified Specified Abortion spontaneous (n/a - Fatal - Results in Death, Other Medically Important Condition) n/a - [n/a - n/a - n/a])
10011395871
8 : ! !
& dlick or sean | W5 0201 Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
B| 748 EU-EC . 6 Healthcare EEA Vears Female |Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S- COVID-19
S _EC- i ; . N ; ) N )
g 10011395629 ¥ Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
>
]
@ click or scan |;
5 2022-01- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
5
; - - ) . S .
loa} 749 EU-EC- 7, 26 Professional EEA Years Male |Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
8 10011395535
o}
o
o click or scan |: - More
o 750 xd (2022-01-|Healthcare Non EEA  |than 85 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- 126 Professional Vears in Death, Other Medically Important Condition), Hypopnoea (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10011395480
=)
]
%_; click or scan |; T Non
> 1(2022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- -
% 751 EU-EC- = 126 ?:jfl‘g;;irga] EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death) na - [n/a - 2{DF} - n/a])
10011394979
8
2 dlick or sen | B | 200.01. Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
2| 752 : EEA Male  |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
= EU-EC- : 3 126 Professional Years Int ular])
a 10011394553 ; : ramusear
=
= : o
ke click or scan = i
B al (2022-01-|Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
e 753 EU-EC- . 26 Professional Non EEA Vears Male  |Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
¢} 10011394085/ &
click or scan = SPIKEVAX [COVID-19 MRNA VACCINE
?1(2022-01- Healthcare 18-64 .. . MODERNA (CX-024414)] (S- COVID-19
: - - ) . o :
754 EU-EC- 26 Professional EEA Years Male  |Completed suicide (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - .5mL -
10011393947 Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011396214&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011396186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011395871&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011395629&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011395535&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011395480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011394979&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011394553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011394085&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011393947&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan | ; . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
755 41 (2022-01- Healthcare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
EU-EC- 26 Professional Years Death), Myalgia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death)
n/a - Intramuscular])
10011393696
lick or scan ) 5022-01- Non 18-64 Fatigue (n/a - Fatal - Results in Death), Hypertension (n/a - Not Recovered/Not Resolved - ), Intermenstrual bleeding (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
756 : Healthcare EEA Female |Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death), Rash erythematous (n/a - Not . S .
EU-EC- 126 . Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Recovered/Not Resolved - )
10011393659
dlick or scan |- o [2022.01 | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
757 X . EEA Male  |Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
EU-EC- x (26 Professional Years Int Jlar])
10011393613 ntramuscular]
click or scan | r=alf
158 202201 |Healtheare | 6585 |\, |Asthenia (w/a- Unknown -, Inflammation (n/a - Fatal - Results in Death). Pain in extremity (/a - Unknown - ), mﬁﬁg [g(g?NA‘HC”ambfeW_ [ n/“ ;S ‘SSF‘;“_) 19
EU-EC- 126 Professional Years Pulmonary microemboli (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ) PP
i 2 Intramuscular])
10011393569, :
click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
2022-01- Not . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
759 EU-EC- 06 I];Ire;]%};sciirsa] Non EEA Specified Male  [Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10011393148 applicable - [n/a - 1{DF} - Unknown])
click or scan | ; ;
% 12022-01-|Healtheare 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
760 X . EEA Female |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- R (26 Professional Years Tntramuscular])
10011392994
click or scan |;
2022-01-|Healtheare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
761 : EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
EU-EC- 3, 126 Professional Years Int dar])
10011392978 niramuseuar
click or scan | iz 4 Non SPIKEVAX [COVID-19 MRNA VACCINE
A0 (2022-01- 65-85 . MODERNA (CX-024414)] (S- COVID-19
X - - Results in Death) . o ;
762 EU-EC- x (26 Ereji‘gslsci?)rrf al EEA Years Male - Diath {nfa - Fatal - Results in Death immunisation - Not applicable - [1d - 1{DF} -
10011392950 Intramuscular])
click or scan |: i Non
21 (2022-01- 18-64 ) . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - ) . S
763 EU-EC- 126 Eﬁg;sciirg al EEA Years Male  |Cardiac arrest (1/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10011392857, :
C-reactive protein increased (n/a - Unknown - ), Dizziness (n/a - Not Recovered/Not Resolved - Caused/Prolonged
) Hospitalisation), Myelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
click or scan |: More Condition), Myelitis transverse (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
J2022-01-|Healthcare Important Condition), Nystagmus (n/a - Unknown - ), Pancytopenia (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
764 . Non EEA  [than 85 |Male mp g s P ly Imp ) S .
EUEC  |; 3 |26 Professional Years Condition), Paraplegia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important  |immunisation - Not applicable - [n/a - n/a - n/a])
10011392790 Condition), Pleocytosis (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important
Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011393696&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011393659&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011393613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011393569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011393148&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392994&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392978&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392950&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392857&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392790&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
N click or scan | 8 502901 |Healthcare 65-85 Dyspnoea (n/a - Unknown - ), Haemoptysis (n/a - Unknown - ), Pulmonary alveolar hacmorrhage (n/a - Fatal - Resultsin | o\ [TOZINAMERAN] (S- COVID-19
| 765 EU-EC- 2% Professional Non EEA Vears Male  [Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Vasculitis (n/a - Fatal - Results immunisation - Not applicable - [1d - n/a - n/a])
N ) in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) PP
8 10011392785
1
(-Q,D- click or scan | ; ! Non
© a1 2022-01- Not . . . .. COMIRNATY [TOZINAMERAN] (S - COVID-19
% 766 EU-EC- 26 E:jg;sciir;al Non EEA Specified Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) mumisation - Not applicable - [/a - 1/a - n/al)
10011392765 b
z
=
g_ Altered state of consciousness (n/a - Unknown - Other Medically Important Condition), Anaemia (n/a - Unknown - ), Brain
= herniation (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral haemorrhage (n/a - Fatal -
8 click or scan | ; P Results in Death, Other Medically Important Condition), Contusion (.n/a.— Unlgqom -), Decreased appetite (1_1/a - Unknown
i 2022-01- | Healthcare 18-64 -), Dyspnoea (n/a - Unknown - ), Fall (n/a - Unknown - ), Haemorrhagic diathesis (n/a - Unknown - Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
767 : Non EEA Male " 0 . . .
EU-EC- 1 26 Professional Years Tmportant Condition), Nausea (n/a - Unknown - ), Palpitations (n/a - Unknown - ), Platelet count decreased (n/a - Unknown - [immunisation - Not applicable - [n/a - n/a - n/a])
) 10011392747 ), Subdural haematoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
& Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
S Important Condition)
>
£ click or scan | : i Non
T 768 2 (2022-01- Healthcare EEA 18-64 Male Arteritis coronary (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Myocarditis (n/a| COMIRNATY [TOZINAMERAN] (S - Immunisation -
@ EU-EC- 26 Professional Years - Fatal - Results in Death) n/a- [n/a - n/a - n/aj)
e 10011392662 T
5
3
g click or scan |; Non
a 769 2022-01- Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S-n/a-n/a-[1d-
S EU-EC |, 7, 26 Professional Years Tremor (n/a - Fatal - Results in Death) n/a - n/a))
o) 10011392123 f
:
g dlick or scan | 2 Coarctation of the aorta (n/a - Unknown - Congenital Anomaly), Double inlet left ventricle (n/a - Fatal - Results in Death, |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
=4 ek 12022-01- | Healthcare Not . . - . . o .
21 770 BU-EC- X 56 Professional Non EEA Specified Female |Congenital Anomaly), Heart disease congenital (n/a - Fatal - Results in Death, Congenital Anomaly), Maternal exposure  |immunisation - Not applicable - [n/a - n/a -
%_?) 10011391860 e during pregnancy (n/a - Fatal - Results in Death), Ventricular septal defect (n/a - Unknown - Congenital Anomaly) Transplacental])
>
©
% click or scan | B2 Cardiac arrest (n/a - Fatal - Results in Death), Carotid artery stenosis (n/a - Fatal - Results in Death), Gait inability (n/a -
—— Unknown - Other Medically Important Condition), Heart rate decreased (n/a - Unknown - Other Medically Important MERAN MERAN]
g 771 EU-EC- ;222_01_ Erejg;scii: Al Non EEA ?{Seﬁ: Male  |Condition), Hyperhidrosis (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Ergr?mlq\i]sation . NOEEOZlIif:\;ble - [n/a- rE/Se;—(n%\]/)[D_lg
T 10011391835/ & : Medically Important Condition), Sitting disability (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - PP
E Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
E_ Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hip fracture (n/a - Unknown - Caused/Prolonged
£ click or scan | : Hospitalisation, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other AME AME
'.C>.\ 712 = (2022-01- [Healthcare Non EEA 1\}/1[2;68 5 |Female Medically Important Condition), Pancreatitis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important mmtionwgzgﬁble B FH/ZI\I_]SZ__CDWD_D
-EC- 3 rofession: ndition), Pulmonary embolism (n/a - Fatal - Results in Death, er cally Important Condition), ite blood cel
k) EU-EC oy |26 Prof al Years Condition), Pul bolism (n/a - Fatal i Other Medically I Condition), White blood cell Intramuscular])
% 10011391828 i count increased (n/a - Unknown - Caused/Prolonged Hospitalisation)
(¢}
click or scan | ; Non
773 202201 | ealthcare |EEA 6585 I\fle  |mtracardiac thrombus (n/a - Fatal - Results in Death), Pulmonary thrombosis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 3126 Professional Years - n/a- n/a])
10011391591
dlick or sean 5022.01 | Healtheare 1864 Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Hypotonia (n/a - Fatal - Results in Death), VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
774 1 : Non EEA Female |Lethargy (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Oropharyngeal pain (n/a - Fatal - CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- : 26 Professional Years
10011391409 e ; Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Rhinorrhoea (n/a - Fatal - Results in Death) n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392765&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392662&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011392123&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011391860&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011391835&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011391828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011391591&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011391409&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N lick or sean | 5022.01.|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 775 : Non EEA Female [Acute respiratory distress syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
IS EU-EC- 26 Professional Years
& 10011391408 wa - Intramusclar])
1
e lick or scan |;
& < 5022-01-|Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
Q| 776 EU-EC- 6 Professional EEA Vears Male  [Malaise (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
Fl 10011390980 =2 ' [n/a - 3{DF} - nfa])
g
o8 click or scan | ; SPIKEVAX [COVID-19 MRNA VACCINE
= 2022-01- |Healthcare 18-64 . . MODERNA (CX-024414)] (S - Product used for
: - - ) Lo .
|| 777 EU-EC- 7 26 Professional Non EEA Years Fermale  (Chest pain (/a - Fatal - Results in Death unknown indication - Not applicable - [n/a - 1{DF} -
g 10011390798 Unknown])
g click or scan | ; G
& 3 | 5022.01. Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
B 778 Healthcare ~ |EEA Male  |Pulmonary embolism (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
3 1 0(5?3%8_690 g |26 Professional Years [n/a - n/a - n/a])
5
>
m
9] b
g click or scan | 4 N
3 2022-01-| " Mot Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
% 779 | BU-EC- 5 |20 Hea]thqare Non EEA  |SpecifiedFemale immunisation - Not applicable - [1n/a - n/a - n/a])
g 10011389372 Professional
5]
kS
% click or scan |;
5| 780 2022-01- | Healthcare Non EEA Not 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- 26 Professional Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
% 10011389323 ;i
g lick
g ek or sean | , 5022-01.|Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= | 781 EU-EC- 6 Professional Non EEA  |than 85 [Female |Death (n/a - Fatal - Results in Death, Life Threatening), Somnolence (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
% 10011388977 Years - n/a - Intramuscular])
g
g lick or scan 5022.01Non 1864 Cardiac discomfort (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results |SPIKEVAX [COVID-19 MRNA VACCINE
Z| 782 EU-EC- 6 Healthcare EEA Years Male  |in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Myalgia (n/a - Not MODERNA (CX-024414)] (S- Immunisation - n/a -
_'5'\ 10011388952 ) Professional Recovered/Not Resolved - Other Medically Important Condition) [n/a - 3{DF} - n/a])
ko
g click or scan |: Non
2022-01- 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- R
783 EU-EC- %6 Ereallvthciars | EEA Vears Female |Death (n/a - Fatal - Results in Death) Wa - [n/a- 2{DF} - n/a))
10011388950 olessiond
click or scan |: Non
2022-01- 65-85 Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - Immunisation -
784 Healthcare EEA Male L
EU-EC- 26 Professional Years Hospitalisation) n/a - [n/a- 2{DF} - n/a)])
10011388947

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011391408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011390980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011390798&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011389690&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011389372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011389323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388952&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388950&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388947&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Numb R t f S
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | 7 Non
q 785 2022-01- Healthcare EEA Not Female Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results| COMIRNATY [TOZINAMERAN] (S - Immunisation -
S EU-EC- L3 |26 Professional Specified in Death), Epilepsy (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - 2{DF} - n/a])
g' 10011388943 Th
8
@ click or scan |t ; Non
® | -01- - - isation -
af 786 B 2022-01 Healthcare EEA 65-85 Male  [Death (n/a - Fatal - Results in Death), Pneumonia (n/a - Recovering/Resolving - Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (S - Immunisation
- U-EC- 26 Professional Years n/a - [n/a - 2{DF} - n/a])
3 10011388917
1(,'_‘)
Q .
R click or scan |; Non
= 2022-01- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- R
B 787 EU-EC- % Eresi‘telgscizr;al EEA Vears Male  |Death (n/a - Fatal - Results in Death) Wa - [n/a - 3{DF} - n/a))
g 10011388914
% click or scan | = i More
= ; 3% [2022-01-|Healthcare . . e COMIRNATY [TOZINAMERAN] (S - COVID-19
S ) . - - Results in Death), - - . S
;ﬂ 788 FUEC. | Y 56 Professional EEA ?:;ISS Male  |Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - 1 {DF} - n/a])
g 10011388729 ¢
>
Lu .
§ clidcorsean 3 i (2022-01-|Healthcare 65-85 COMIRNATY [TOZIN, 1(S- COVID-19
§ 789 EU-EC 6 Professional EEA Vears Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
Aonrnol 2 Intramuscular])
% 10011388628
o
& click or scan |;
g 790 2022-01-|Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Other Medically Important mﬂﬁgﬁ E]];S_Zg?{\ﬁm St—rﬁz got
£ EU-EC- 26 Professional Years Condition), Embolism (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) . .
& 10011388394 otherwise specified)])
g
%_; click or scan |: Non
%‘ 791 2022-01- Healthcare EEA 18-64 Female Coma (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S- COVID-19
< EU-EC- o5 26 Professional Years Death) immunisation - n/a - [n/a - 1{DF} - n/a])
E 10011388196/ &
g
‘gE: click or scan | & COVID-19 VACCINE ASTRAZENECA (CHADOX1
- 2022-01-|Healthcare 18-64 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
£ A - -
s 792 EU-EC- > 6 Professional Non EEA Vears Female |Myocardial ischaemia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
= 10011388152 ; n/a - Intramuscular])
=
g click or scan | S
3% [2022-01-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- = . - - —)
‘g 793 EUEC. | HE o6 Professional EEA Vears Female [Sudden death (1d - Fatal - Results in Death na - [n/a - n/a - Intramuscular])
o 10011388070
click or scan | ;e i X7 CCINE RAZENE
i (2022-01-|Healthcare 18-64 . VAXZEVRIA [COVID-19 VA AST CA
794 EU-EC- 6 Professional Non EEA Vears Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011388008 E; wa - Intramusclar])
click or scan |; T
5022-01- | Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
795 BU-EC. : %6 Professional Non EEA Vears Male  |Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011387885 wa - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388917&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388914&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388729&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388628&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388394&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388196&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388070&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011388008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011387885&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or sean | 0 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 796 : Non EEA Female |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
IS EU-EC- 26 Professional Years
) i n/a - Intramuscular])
8 10011387883 :
1
e lick or scan |;
& < : ) 2022-01- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
ajf 797 : : Non EEA Female [Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
- EU-EC- .3 (26 Professional Years - /a - Intramuscular])
3 10011387653 :
£
§- click or scan |; ME
-‘é 798 2022-01- Healthcare Non EEA 65-85 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Chronic obstructive pulmonary disease (n/a - Fatal - Results ICDMIEZSEIK ggimlicablw d(_SI;/EX_)VIDW
: EU-EC- 26 Professional Years in Death), Dyspnoea (n/a - Fatal - Results in Death) Intramuscular]) PP
g 10011387589
% click or scan | s -
= 2 |2022-01- |Healthcare 65-85 S . COMIRNATY [TOZINAMERAN] (S- n/a - Not
k= A - - .
;ﬂ 799 EUEC | & 6 Professional EEA Vears Female |Aortic dissection (42d - Fatal - Results in Death) applicable - [/a - n/a - Intramuscular])
g 10011387235/ &
g
@ click or scan | ; L COVID-19 MRNA VACCINE MODERNA (CX-
5 300 4 (2022-01-|Healthcare EEA 65-85 Male Carotid artery occlusion (7d - Fatal - Results in Death), Cerebral artery occlusion (7d - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
3 EU-EC- 26 Professional Years Ischaemic stroke (7d - Fatal - Results in Death) (CX-024414)] (S- Prophylaxis - Not applicable - [n/a
% 10011387234 = - n/a - Intramuscular])
o
I click or scan - -
o 301 P 7 (2022-01- Healthcare EEA 65-85 Female Cardiac arrest (5d - Fatal - Results in Death), Hypoxic-ischaemic encephalopathy (5d - Fatal - Results in Death), Loss of |COMIRNATY [TOZINAMERAN] (S - Prophylaxis -
£ EU-EC- 26 Professional Years consciousness (5d - Fatal - Results in Death) Not applicable - [n/a - n/a - Intramuscular])
& 10011387233
g
% click or scan |; 5 COVID-19 MRNA VACCINE MODERNA (CX-
> 7 (2022-01- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
T892 puEc %6 [Professional |CA|years [Male |Sudden death (0d- Fatal- Results in Death (CX-024414)] (S- COVID-19 immunisation - n/a -
% 10011387213 [n/a - .5{DF} - Intramuscular])
8
> click or scan |: ” )
IS 803 1 (2022-01-|Healthcare EEA 65-85 Female Post cardiac arrest syndrome (9d - Fatal - Results in Death), Respiratory acidosis (9d - Fatal - Results in Death), SARS- ICDMITS:?EIK ggimlicablmf 3(an)LVfD19
= EU-EC- 26 Professional Years CoV-2 test positive (9d - Fatal - Results in Death), Sopor (9d - Fatal - Results in Death) PP :
7] Intramuscular])
j=3 10011386690
=
2 Asthenia (n/a - Unknown - Other Medically Important Condition), Cough (n/a - Unknown - Other Medically Important COVID-19 VACCINE AST NECA ( X1
. - . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
B . Condition), Drug interaction (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other . o
click or scan | ;7=H3 - ” . . " (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g A Medically Important Condition), Haemoptysis (n/a - Unknown - Other Medically Important Condition), Loss of .
£ 2022-01- Healthcare 18-64 By N - - . . - Not applicable - [1d - n/a - Intramuscular]),
O| 804 . Non EEA Male  [consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Peripheral swelling (n/a - Unknown -
EU-EC- : 26 Professional Years N . . . - [AMLODIPINE, AMLODIPINE BESILATE,
; I Other Medically Important Condition), Pleural effusion (n/a - Unknown - Other Medically Important Condition), Small cell
10011386353 . . . . . AMLODIPINE MALEATE, AMLODIPINE
lung cancer metastatic (153d - Fatal - Results in Death, Other Medically Important Condition), Wheezing (n/a - Unknown - MESILATE] (S- H on - N licabl
Other Medically Important Condition) 1 (S- Hypertension - Not applicable -
[144d - Smg - Oral])
click or scan |t Non
805 k¥ 12022-01- Healthcare EEA 65-85 Female Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not [COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- e |25 fessi Years Resolved - Caused/Prolonged Hospitalisation), Influenza like illness (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - 1{DF} - n/a])
10011386293 ' Professional

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011387883&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011387589&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011387235&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011387234&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011387233&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011387213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011386690&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011386353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011386293&_xpt=1&_xf=pdf
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Primary
BV Primary Source Patient . Suspect/interacting Drug List (Drug Char -
# gjlmﬁl ICSR Form g:z:iv::y Sourc.e . Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
COMIRNATY [TOZINAMERAN] (S - COVID-19
« immunisation - Not applicable - [1d - .3mL -
g Intramuscular]), LEVOFLOXACIN
m [LEVOFLOXACIN] (S- n/a - Not applicable - [n/a -
S ek _ ; 1v/a - Oral]), [CEFTRIAXONE SODIUM] (S- n/a - Not
8 clckor scall : 2022-01- | Health 65-85 applicable - [n/a - 1g- Intravenous (not otherwise
% 806 | LipC ;) 25 - P:(?fes;:if)rr?al Non EEA Ye-ars Female |Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) specified)]), [METHYLPREDNISOLONE,
a 10011386216 METHYLPREDNISOLONE HYDROGEN
= SUCCINATE, METHYLPREDNISOLONE SODIUM
§ SUCCINATE] (S- n/a - Not applicable - [n/a - 80mg -
5 Intravenous (not otherwise specified)]),
o3 [PREDNISOLONE] (S- n/a - Not applicable - [n/a -
-‘é 10mg - Intravenous (not otherwise specified)])
% click or scan | ;& - COVID-19 VACCINE ASTRAZENECA (CHADOX1
807 1 (2022-01- Healthcare Non EEA 65-85 Male Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- 25 Professional Years Caused/Prolonged Hospitalisation), Nasopharyngitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
é 10011385495 n/a - Intramuscular])
=)
g dlick or scan | Bk - Non COVID-19 MRNA VACCINE MODERNA (CX-
|_E 808 | i 5(5)22 o1 Ef;lvg;;ifal Non EEA IS\pI;)etciﬁ od Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) ?é;‘: égﬂ%ﬁglgg\%?;] i?mnunisatl\i/(l)(rjll?llz\ll({}t\m
g 10011385006 applicable - [n/a - 1{DF} - Unknown])
3
S dlick or scan | 4 | 022-01 Hialth 6585 Abdominal pain (n/a - Fatal - Results in Death), Girculatory collapse (n/a - Fatal - Results in Death), Diarthoca (n/a-  |SPIKEVAX [COVID-19 MRNA VACCINE
21809 | e Bl Pfjfessciffa] EEA Vears  |Female |Unknown -), Gastrointestinal pain (/a - Unknown - ), Haematochezia (n/a - Unknown - ), Rectal hacmorrhage (n/a - Fatal - [MODERNA (CX-024414)] (S - COVID-19
g 10011384857 o Results in Death), Resuscitation (n/a - Fatal - Results in Death), Vomiting (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
£
g cleorsn | R .01 Healtheare 18-64 - N COMIRNATY [TOZINAMERAN] (S - COVID-19
S| 810 EU-FC- 55 Professional Non EEA Vears Male  |Dizziness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a -
%i 10011384681 Intramuscular])
g Atelectasis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood lactic acid increased (n/a - Fatal -
% Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged
g Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest X-ray abnormal
ol (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest tube insertion (n/a - Fatal - Results in Death,
€ Caused/Prolonged Hospitalisation), Continuous haemodiafiltration (n/a - Fatal - Results in Death, Caused/Prolonged
's(n' Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in
=2 . Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged
£ click or scan | ‘5 o Hospitalisation), Hypertension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Life support (n/a - Fatal - |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2| 811 2022-01- Healthcare Non EEA 65-85 Male |Results in Death, Caused/Prolonged Hospitalisation), Lung opacity (n/a - Fatal - Results in Death, Caused/Prolonged [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
3 EU-EC by 25 Professional Years Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain (n/a - Product used for unknown indication - Not applicable -
g 10011384367 H Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumothorax (n/a - Fatal - Results in Death, [w/a - n/a - Intramuscular])
O Caused/Prolonged Hospitalisation), Renal impairment (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Somnolence (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Ultrasound Doppler abnormal (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)
click or scan |; - Non COVID-19 pneumonia (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
812 A2 |2022-01- Healthcare EEA Not Female Condition), Diarrhoea (n/a - Unknown - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - | COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 25 Professional Specified Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - Caused/Prolonged immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10011384213 Hospitalisation, Other Medically Important Condition)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011386216&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011385495&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011385006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011384857&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011384681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011384367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011384213&_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
lick or sean | : . . . ) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
q ol (2022-01-|Healthcare 18-64 Back pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Life Threatening), Pyrexia (n/a - Fatal - .
S| 813 EU-EC 25 Professi Non EEA Male . . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
IS -EC- rofessional Years Results in Death, Life Threatening)
) i - n/a - Intramuscular])
8 10011384019 :
8
@ click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
g 814 2022-01- Healthcare Non EEA 18-64 Female Deep vein thrombosis (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- | &5 L (25 Professional Years Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death), Syncope (n/a - Unknown - ) (CX-024414)] (S- Product used for unknown
3 10011383963 b indication - Not applicable - [1d - 1{DF} - Unknown])
[2]
£
g_ Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death), Hallucination (n/a
2 click or scan |: - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Influenza (n/a - Unknown -
8 815 2022-01-|Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation, Other |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 25 Professional Years Medically Important Condition), Pyrexia (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Respiratory arrest  |immunisation - Not applicable - [1d - n/a - n/a])
10011383628 4 (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Fatal - Results in
8 Death, Other Medically Important Condition)
S COVID-19 VACCINE ASTRAZENECA (CHADOX1
k=2 click or scan |+ : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
> 41 2022-01- | Healthcare 65-85 (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1/:
© . ipplicable - [1n/a|
S : R - )
] 816 EU-EG |4 25 Professional Non EEA Years Male | Cough (n/a - Fatal - Results in Death - n/a - Intramuscular]), VAXZEVRIA [COVID-19
w 10011383417 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
8 (S- n/a - Not applicable - [n/a - n/a - Intramuscular])
5
@ dlick or sean 502201 /Non 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
g 817 EU-EC- 55 Healthcare EEA Vears Male  [Completed suicide (n/a - Fatal - Results in Death), Depression (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - 1{DF} -
= 10011383368 33 : Professional Intramuscular])
5]
kS
£ i !
& - 2022-01- Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5| 818 . Non EEA Female |Severe acute respiratory syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
153 EU-EC- 25 Professional Years
2 - n/a - Intramuscular])
%'; 10011383320
>
g click or scan |;
— 2022-01- |Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
g 819 : EEA Male  [Pulmonary embolism (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
w EU-EC- 25 Professional Years . isation - N licable - n/a - 1DF" - 1
a 10011383182 immunisation - Not applicable - [n/a - 1{DF} - n/a])
Rl
g
_Sm_ click or scan | ;= L COVID-19 VACCINE ASTRAZENECA (CHADOX1
=3 51 2022-01- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
E= : - - :
E| 80| pupc 25 Professional |NOMEEA  |yeors  [Male  |Leukaemia (wa - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [V
2 10011382898 - n/a - Intramuscular])
8 .
g lick or sean | 0 02201 Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
821 : . EEA than 85 Female |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 25 Professional v Int lar])
10011382044 cans niramisouar
dlick or sean ¢ | N More COMIRNATY [TOZINAMERAN] (S- COVID-19
822 X : EEA than 85 |Female |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- R (25 Professional
10011382042 ; Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011383628&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011383417&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011383368&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011383320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011383182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011382898&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011382044&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ;
N 2022-01-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
| 823 EU-EC 25 Professional EEA v Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
& -EC- rofessional ears Tntramuscular])
8 10011381999
8
9 click or scan | e More
© 2022-01-|Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
0| 824 EU-EC- 55 Professional EEA than 85 (Male  |Sudden death (n/a - Fatal - Results in Death) Wa- [n/a- 1{DF} - Intramuscular])
3 10011381911 Years
£
2 lick -
3 S 2022-01-|Healthcare 18-64 SPIKEVAX [COMD-19 MRNA VACCINE
| 825 EU-EC- 5 Professional EEA Vears Male  |Cardiogenic shock (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
% 10011381910 immunisation - n/a - [n/a - 1{DF} - Intramuscular])
8
S click or scan | 1B N COVID-19 VACCINE (AD26.COV2-S
S EE— : on RECOMBINANT]) JANSSEN [COVID-19 VACCINE
2 B (2022-01- | Healthcare 18-64 Abnormal loss of weight (n/a - Fatal - Results in Death), Asthenia (n/a - Not Recovered/Not Resolved - ), Dizziness (n/a - L D _[
Z| 826 EU-EC £ o5 8 EEA Y Male . . ; JANSSEN (AD26.COV2.9)] (S- COVID-19
£ 1001 1-3 81;; o4 : Professional ears Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- 1 {DF} -
] Intramuscular])
?._:j
§ click or scan |: L
< 21 (2022-01- Healthcare 65-85 . . . L . . COMIRNATY [TOZINAMERAN] (S - COVID-19
o R - - , - - . ..
g 827 EU-EC- 5 Professional EEA Vears Female |Respiratory distress (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - n/a - [/ - 1 {DF} - Intramuscular])
= 10011381885
3
‘E click or scan |- i Non Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Recovering/Resolving - Other Medically Important Condition),
% 828 2 (2022-01- Healthcare EEA 65-85 Female Eyelid oedema (n/a - Recovering/Resolving - Other Medically Important Condition), Face oedema (n/a - Recovering/Resolving| COMIRNATY [TOZINAMERAN] (S- COVID-19
‘gn EU-EC- 25 Professional Years - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving - Other Medically Important Condition), immunisation - n/a - [n/a - 1{DF} - n/a])
%-; 10011381813 Oedema peripheral (n/a - Recovering/Resolving - Other Medically Important Condition)
>
Fel click or scan |; Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
c
g 829 2022-01- Healthcare Non EEA 18-64 Male Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 25 Professional Years Death, Caused/Prolonged Hospitalisation), Palpitations (n/a - Unknown - Caused/Prolonged Hospitalisation), Syncope (n/a- |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
B
% 10011381717 Unknown - Caused/Prolonged Hospitalisation), Tachycardia (n/a - Unknown - Caused/Prolonged Hospitalisation) - n/a - Intramuscular])
£
£ click or scan | :
g a (2022-01-|Healthcare 18-64 ) . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
=3
— . - = i) - -
£ 830 EUEC | & 5 Professional EEA Vears Male  |Cardiac arrest (Od - Fatal - Results in Death), Chest pain (0d - Fatal - Results in Death) a - [n/a - /a - Intramuscular])
2 10011381498 i
z lick ”
3 cuccolsan |, 0% 0201/ Non More SPIKEVAX [COVID-19 MRNA VACCINE
Ol 831 EU-EC- o 55 Healthcare EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10011381423 - Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
dlick or scan | 0 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
832 EU-EC- : 5 Professional Non EEA Vears Female |Guillain-Barre syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10011380804 - n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381999&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381911&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381910&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381894&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381813&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381717&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381498&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011381423&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011380804&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | COVID-19 VACCINE JANSSEN (AD26.COV2.S)
N - 2022-01-|Healtheare 65-85 [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - i i i - 1 - - -
8' 833 BU-EC- 2 s Professional Non EEA Vears Male Death (n/a - Fatal - Results in Death in:mmlsa:;l(m Not applicable - [n/a - .5mL
& 10011380786 o ntramuscular])
1
o
g click or scan | ; i
= e . . . L . . .. |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q| g34 d (2022-01- Hea]thqare Non EEA 18-64 Female Atnovent_ncular block second degree (n/a - Fatal - Results in Death), Cardiac failure acute (n/a - Recovering/Resolving - Life (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
3 EU-EC- 25 Professional Years Threatening) n/a - Intramuscular])
b 10011380665 T
5
o i ! 1 a
= dlick or scan Cardiac arrest (n/a - Fatal - Results in Death), Chest discomfort (n/a - Fatal - Results in Death), Death (n/a - Fatal - COVID-19 MRNA VACCINE MODERNA (CX
g il 2022-01- | Healthcare 18-64 . . - 024414) [COVID-19 MRNA VACCINE MODERNA
3| 835 BU-EC- 55 Professional Non EEA Vears Female |Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Musculoskeletal (CX-024414)] (S - COVID-19 immunisation -
stiffness (n/a - Fatal - Results in Death), Neck pain (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death)
10011380474 Unknown - [n/a - 1{DF} - Unknown])
3
&8 click or scan |: Non COVID-19 MRNA VACCINE MODERNA (CX-
5 2022-01- 65-85 : ) ) et . . . 024414) [COVID-19 MRNA VACCINE MODERNA
s 836 EU-EC- 5 Ere(?gslsciirga] Non EEA Vears Male  |Feeling abnormal (n/a - Unknown - ), Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
-‘g 10011380340 applicable - [n/a - 1{DF} - Unknown])
]
@ click or scan || [ Aortic dissection (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac tamponade (n/a - Fatal -
g _— 7 |5022-01- | Healthcare 65-85 Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other |COMIRNATY [TOZINAMERAN] (S- COVID-19
J| 837 EU-EC- 55 Professional Non EEA Vears Female |Medically Important Condition), Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important immunisation - Not applicable - [n/a - n/a -
% 10011379954 F Condition), Myocardial rupture (n/a - Fatal - Results in Death, Other Medically Important Condition), Pericardial Intramuscular])
a haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition)
g click or scan |: i
2 i (2022-01- [Healthcare 65-85 . e . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - , Sudden - - . S .
% 838 BU-EC- 2% Professional EEA Vears Male  [COVID-19 immunisation (n/a - Fatal - Results in Death). death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
< 10011379834
=)
;
>
g click or scan More
% 839 B |2022-01-|Healthcare Non EEA  [than 85 |Female Cardiac arrest (n/a - Fatal - Results in Death), Concomitant disease aggravated (n/a - Fatal - Results in Death), Infarction |[COMIRNATY [TOZINAMERAN] (S- COVID-19
w® EU-EC- 25 Professional Years (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
% 10011379787
g
_Em_
= click or scan s Cerebral infarction (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death), Coma scale
= ; ; . - . -
= —— i 01 ~ (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - ME )
B 840 EU-EC- ] : 3(5)22 01 Ere(?tl"g;:iirrfal Non EEA ?(ia.‘i: Male  [Results in Death), Electrocardiogram (n/a - Fatal - Results in Death), Facial paralysis (n/a - Fatal - Results in Death), mﬂﬁgl ggimlicablw d(_S H/S?nw/319
B 10011379786 & e Hemiparesis (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Thrombosis (n/a - PP
g Fatal - Results in Death)
O
click or scan |; T
i (2022-01- Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . S .
841 EU-EC- 55 Professional Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d - n/a - Unknown])
10011379776
lick or scan i 2022-01- | Healthcare More Balance disorder (n/a - Fatal - Results in Death), Cognitive disorder (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal COMIRNATY [TOZINAMERAN] (S- COVID-19
842 . Non EEA  |than 85 [Female |- Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results |. P .
EU-EC- 25 Professional . immunisation - Not applicable - [1d - n/a - n/a])
10011379729 & Years in Death)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011380786&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011380665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011380474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011380340&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011379954&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011379834&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011379787&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011379786&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011379776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011379729&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N lick or scan |3 4 |29, Non 6585 Arthralgia (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Deep vein thrombosis (/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
| 843 EU-EC- : 25 Healthcare EEA Vears Female [Results in Death), Fatigue (n/a - Fatal - Results in Death), Hepatic infarction (n/a - Fatal - Results in Death), Neoplasm|immunisation - Not applicable - [n/a - .3mL -
N Professional malignant (n/a - Fatal - Results in Death), Splenic infarction (n/a - Fatal - Results in Death) Intramuscular])
8 10011379098
8
@ click or scan |; SPIKEVAX [COVID-19 MRNA VACCINE
® 2022-01-|Healthcare Not Not . . . . MODERNA (CX-024414)] (S- COVID-19
2 84| pupc 25 Professional |01 EEA Specified Specified Congenital brain damage (n/a - Fatal - Results in Death, Congenital Anomaly) immunisation - Unknown - [n/a - 1 {DF} -
3 10011378533 Transplacental])
£
g lick fa
g e 5022-01.|Healthcare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q| 845 : Non EEA Female [Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
: EU-EG- | #5 25 Professional Years a - Intramuscular])
g 10011377554 332 s
8 .
) didorsan b |2022-01-|Healthcare 18-64 COVID-19 (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
> | 846 ! A Non EEA Female > i ——  |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
© EU-EC- E 25 Professional Years Death) na - Intramuscular])
E:E, 10011377267
u
5 click or scan |: Non Abdominal pain upper (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results
s | 847 2022-01- Healthcare EEA 65-85 Male in Death), Fatigue (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Not ~ |COMIRNATY [TOZINAMERAN] (S - Immunisation -
g EU-EC- w) L |25 Professional Years Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - n/a - [n/a - 3{DF} - n/a])
— 10011377177| & n: Caused/Prolonged Hospitalisation)
3
g click or scan |; }
% 848 2022-01-|Healthcare EEA 65-85 Male Asthenia (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), Infection (n/a - Fatal - Results in Death, Life Threatening, mﬂﬁgﬁ g{gﬁmﬁgﬁwg 1%);;1 ]_}19
5 EU-EC- 7 25 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Mobility decreased (n/a - Unknown - ) ol PP
S 10011376779| 3 Intramuscular])
3
> Blood lactic acid (n/a - Fatal - Results in Death), C-reactive protein increased (n/a - Fatal - Results in Death), Influenza
g click or scan | ; : like illness (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death, Other Medically Important
g 849 2 (2022-01- [Healthcare Non EEA 18-64 Male Condition), Pyrexia (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death, Other Medically Important |COMIRNATY [TOZINAMERAN] (S- COVID-19
w® EU-ECG- | g 25 Professional Years Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition), Troponin I (n/a-  |[immunisation - Not applicable - [1d - n/a - n/a])
% 10011376667 = T Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition),
£ pH body fluid (n/a - Fatal - Results in Death)
E_ click or scan | ;e : Non
£ 24 (2022-01- Not . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
-; 850 EU-EC- 5 Healthgare Non EEA Specified Male  |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
3 A 7 Professional
10011376666 :
gol
5
O
click or scan = Non
2l (2022-01- Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . i .
851 EU-EC- 55 Hea]thgare Non EEA Specified Female |Pharyngeal swelling (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10011376587 Professional

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011379098&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011378533&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011377554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011377267&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011377177&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011376779&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011376667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011376666&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011376587&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |:
N 2022-01- | Healthcare 18-64 _ 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 852 EU-EC- 25 Professional Non EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
&l 10011375021 /a - Intramuscular])
S ="
<L_g_ COVID-19 MRNA VACCINE MODERNA (CX-
% click or scan % 024414) [COVID-19 MRNA VACCINE MODERNA
a — 2022-01-|Healthcare Not (CX-024414)] (S- Immunisation - Not applicable -
g 853 EU-EC- 55 Professional Non EEA Specified Male  [Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition) [n/a - 1{DF} - Unknown]), COVID-19 VACCINE
7] 10011375809 JANSSEN (AD26.COV2.S) [COVID-19 VACCINE
5 JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
o) applicable - [n/a - 1{DF} - Unknown])
8 COVID-19 MRNA VACCINE MODERNA (CX-
dlick or scan || 024414) [COVID-19 MRNA VACCINE MODERNA
— 5022-01-|Healthcare Not (CX-024414)] (S- Immunisation - Not applicable -
| 854 EU-EC- ;2. Professional Non EEA Specified Male  |Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition) [n/a - 1{DF} - Unknown]), COVID-19 VACCINE
IS 10011375809 ) JANSSEN (AD26.COV2.S) [COVID-19 VACCINE
= JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
3 applicable - [n/a - 1{DF} - Unknown])
:33’ click or scan |: Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
@ i 2022-01- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
4] . - - T .
% 855 EU-EC- b 15 Eﬁ;}slscjirgal Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) Errmmmisation - Not applicable - [/ - 1/ -
3 10011375681 Unknown])
<
= ;
a click or scan | ;= i MRN, CCINE
= A 2022-01- | Healthcare 65-85 . o SPIKEVAX [COVID-19 A VA L
G| 856 EU-EC- 55 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Influenza like illness (n/a - Not Recovered/Not Resolved - ) MODERNA (CX-024414)] (S - Immunisation - n/a -
-E 10011375491 [wa - 3{DF} - nia])
g” click or scan |: 1 Non
:d (2022-01- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- R
%\ 857 BU-EC- 2% E:j]ft!;;zrgal EEA Years Male  |Death (n/a - Fatal - Results in Death) n/a - [/a - 3{DF} - n/a])
10011375487
c
é click or scan |- ; : Non
o 01- - - isation -|
T| 858 g (202201 Healthcare EEA 65-85 Male  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation
£ EU-EC- 25 Professional Years n/a - [n/a - n/a - n/a])
= 10011375485
i _
? click or scan | ;=5 .. Non COVID-19 VACCINE (AD26.COV2-S
2 859 sl (2022-01- Healthcare EEA Not Male Death (n/a - Fatal - Results in Death), Off label use (n/a - Unknown - Results in Death), Product administered to patient |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
3 EU-EC- L |25 Professional Specified of inappropriate age (n/a - Unknown - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
g 10011375452 : applicable - [n/a - n/a - Unknown])
(¢}
click or scan | ;& COVID-19 VACCINE ASTRAZENECA (CHADOX1
2022-01- |Healthcare 65-85 . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) :
860 | pUEC 25 Professional |"OR EEA  |yor  [Female [Pyrexia (na - Fatal - Results in Death (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
10011375388 - n/a - Intramuscular])
p [ Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important CCINE SSEN
dlick or scan i 5022-01 Non 65-85 Condition), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically ?;C)\QIIDI;IQQ\QCCINEJJAANNSEI\I(%;C%?QS) S
861 : ™" "|Healthcare ~ |Non EEA ’ Male  (Important Condition), Vaccination failure (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Oth | P . ( ; SI6-
mportant Condition), Vaccination failure (n/a own - Results in Deat used/Prolonged Hospitalisation, Other
EU-EC- 25 Professional Years Medically I Conditi Immunisation - Not applicable - [n/a - n/a -
10011375026/} rolessiona cally Important Condition) Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375921&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375487&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375485&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375452&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375388&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011375026&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 102 of 2352
Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | : Non SPIKEVAX [COVID-19 MRNA VACCINE
q 362 ad (2022-01- Healthcare EEA 18-64 Male Body temperature increased (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important MODERNA (CX-024414)] (S- Product used for
S EU-EC- 25 : Years Condition), Dyspnoea (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Tremor (n/a - Unknown - ) unknown indication - Not applicable - [n/a - 1{DF} -
) o Professional
8 10011374869 p Unknown])
1
(-Q,D- click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
g 863 112022-01- Healthcare Non EEA Not Female Death (n/a - Fatal - Results in Death), Palpitations (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in {024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- 25 Professional Specified Death) (CX-024414)] (S- Product used for unknown
3 10011374790 indication - Unknown - [n/a - 1{DF} - Unknown])
[2]
£ -
§- click or scan | 7= : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
= il |2022-01- |Healthcare 65-85 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: - - ) R ;
T 864 EU-EC- 25 Professional Non EEA Years Female Dyspnoea (/2 - Fatal - Results in Death Product used for unknown indication - Not applicable -
g 10011374537 [n/a - n/a - Intramuscular])
g click or scan | 7
S - i 12022-01- [ Healthcare 65-85 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other COMIRNATY [TOZINAMERAN] (S - COVID-19
B| 865 EU-EC- 5 Professional Non EEA Vears Male  [Medically Important Condition), Hypoxic-ischaemic encephalopathy (n/a - Fatal - Results in Death, Other Medically immunisation - Not applicable - [1d - n/a -
3 10011374192 28 Important Condition), Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition) Intramuscular])
E]
Lu .
8 dlickor semn | 0 |022.01 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
3| 866 . Non EEA Female [Hypertension (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
o] EU-EC- L |25 Professional Years - Tntramuscular])
% 10011374106, :
o
5 click or scan | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
[} 3 |2022-01- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= . - - .
£]87 | puEc 25 Professional | oM EEA  |yror  [Female [Dyspnoea (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
5 10011374042 - n/a - Intramuscular])
g
%i dlick or sean | 5022-01.|Heattheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
T | 868 : Non EEA Male  |Coma scale abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
c EU-EC- A |25 Professional Years - /a - Intramuscular])
E 10011373964
B
% lick or scan ME
click or scan |
E 2022-01- Non 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pneumonitis (n/a - Fatal - COMIRNATY [TOZIN. . RAN] (S - COVID-19
| 869 EU-EC 5 Healthcare EEA v Male . immunisation - Not applicable - [n/a - .3mL -
g o Professional cars Results in Death) Intramuscular])
= 10011373796
<
) lick
3 cick orsean |, 5022.01Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
g\ 870 EU-EC 5 Healthcare EEA than 85 [Male  |Hepatic pain (n/a - Fatal - Results in Death), Taste disorder (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
1 S iy 3 i
S 10011373724 2 Professional Years Intramuscular])
click or scan | s ; T Non
112022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S
871 EU-EC- 55 Hea]thqare EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 3mL - Intramuscular])
10011373699 Professional

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011374869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011374790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011374537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011374192&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011374106&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011374042&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373964&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373796&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373724&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373699&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
« 024414) [COVID-19 MRNA VACCINE MODERNA
g (CX-024414)] (S- COVID-19 immunisation - Not
m applicable - [n/a - .25mL - Intramuscular]), FLUAD
=) TETRA [B/PHUKET/3073/2013-LIKE STRAIN
8 click or scan | ; : More (B/PHUKET/3073/2013, BVR-1B),
% 872 1 (2022-01-|Healthcare EEA than 85 |Female Cardiac arrest (0d - Fatal - Results in Death), Dyspnoea (0d - Fatal - Results in Death), Hyperhidrosis (0d - Fatal - B/WASHINGI'ON/02/2019-LIKE VIRUS
a EU-EC- 25 Professional Years Results in Death), Loss of consciousness (0d - Fatal - Results in Death), Orthopnoea (0d - Fatal - Results in Death) (B/VICTORIA/705/2018 BVR-11),
= 10011373647 A/VICTORIA/2570/2019 (HIN1)PDMO09-LIKE
§ STRAIN (A/VICTORIA/2570/2019, IVR-215),
5 A/CAMBODIA/E0826360/2020 (H3N2)-LIKE
@ STRAIN (A/CAMBODIA/E0826360/2020 TVR-224),
5 MF59C.1] (S- Influenza immunisation - n/a - [n/a - n/a
kS
- Intramuscular])
% click or scan | COVID-19 MRNA VACCINE MODERNA (CX-
8 873 2022-01-|Healthcare EEA 65-85 Male Acute myocardial infarction (13d - Fatal - Results in Death), Cough (13d - Fatal - Results in Death), Haemoptysis (13d- {024414) [COVID-19 MRNA VACCINE MODERNA
§ EU-EC- 25 Professional Years Fatal - Results in Death), Pulmonary embolism (13d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
.g’ 10011373399 [n/a - 1{DF} - Intramuscular])
©
E click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
i 2022-01- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ;
B84 | puEc 25 Professional | CA Years [Male  |Death (0d- Fatal - Results in Death) (CX-024414)] (S- n/a - Not applicable - [n/a - n/a -
(§ 10011373373 n/a])
2
a lick or sean | 202201 Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
S| 875 EU-EC 25 Healthcare EEA Vears Male  |Artery dissection (4d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
3 -EC- 2 ;
2 10011373317 ] Professional Intramuscular])
=)
]
% click or scan : N
2022-01-|Healthcare ore ; ; ; ; ;
> i - Acute coronary syndrome (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death), Septic COMIRNATY [TOZINAMERAN] (S- COVID-19
‘S| 876 | EUEC |25 Professional |EEA than 85 |Female shock (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
g 10011373058 Years
B
o
2
£ click or scan | ; : Non COVID-19 VACCINE (AD26.COV2-S
g 877 i (2022-01- Healthcare EEA 18-64 Male Cerebral infarction (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Thrombotic [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
E EU-EC- 25 . Years thrombocytopenic purpura (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
2. Professional
S 10011372765 [n/a - n/a - n/a])
8
% click or scan |: Non
G| 878 202201 yoltheare |EEA 18-64 |\ fale  |Ventricular fibrillation (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 24 Professional Years n/a- [n/a-n/a-n/a])
10011372543| olessiond
click or scan | ezt bt Non
879 : 202201 | ealthcare |EEA 1864 | omale |Cardiac procedure complication (n/a - Not Recovered/Not Resolved - ), Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- o (24 . Years n/a- [n/a-n/a-n/a])
10011372536 Professional

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373647&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373399&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011373058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011372765&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011372543&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011372536&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

Primary
BV Primar: Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on ta%(en - EDurgtion - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |: i y FAcutle coronary syndrome (g/aa - l:;llt)al i Re S(lil l}tls in ]a)le; ath (;amed/canﬁl’rolo_ng:hd Hl?s(pni/talis;ticil), COVID-19 pneumonia (2d -
— ore atal - Results in Death, Caused/Prolonged Hospitalisation), ogenic shoc a - Fatal - Results in Death,
880 | LipC h %222-01- ?:(?g;siirrfal EEA than 85 |Female |Caused/Prolonged Hospitalisation), Left ventricular dysfunction (n/a - Fatal - Results in Death, Caused/Prolonged mﬂggﬁ g{gzalgﬁgﬁzi\ﬁ] d(-SI;/S-)X;]))-w
10011372008 Years Hospitalisation), Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccine associated
enhanced disease (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
lick or scan 502201 Health 1864 SPIKEVAX [COVID-19 MRNA VACCINE
881 Ui care - 1gpA "> |Female [Pain in extremity (4d - Fatal - Results in Death) MODERNA (CX-024414)] (S- n/a - Unknown - [n/a -
EU-EC- A1 (24 Professional Years n/a - n/al)
10011371923 7
click or scan | ; COVID-19 MRNA VACCINE MODERNA (CX-
2022-01- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
82 | puEC 24 Professional | CA Years |Female [Hyperthermia malignant (2d - Fatal - Results in Death) (CX-024414)] (S- Prophylaxis - Dose not changed -
10011371350 [n/a - n/a - Subcutaneous)])
click or scan | 7
= (2022-01- Non 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Chills (n/a - Not Recovered/Not Resolved - Other Medically Important SPIKEVAX [COVID-19 MRNA VACCINE
883 EU-EC- 2 I Healthcare ~ |EEA Vears Male Condition), Pyrexia (n/a - Not Re ed/Not Resolved - Other Medically I Conditi MODERNA (CX-024414)] (S- COVID-19
3 Professional » Pyrexia (n/a - Not RecoveredNot Resolved - Other Medically Important Condition) immenisation - /a - [/a - 1{DF} - n/a])
10011371224
lick or scan |3 5022-01|Healthcare More Cardiac failure chronic (1/a - Fatal - Results in Death, Other Medically Important Condition), Decreased appetite (/- |COMIRNATY [TOZINAMERAN] (S - COVID-19
884 | i 54 Professional Non EEA  |than 85 |Female |Unknown - ), Dehydration (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death), Somnolence (n/a - Unknown - ) immunisation - Not applicable - [1d- n/a -
10011371175 Years Intramuscular])
dlick or scan Cough (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOXI
885 2022-01-Healthcare 50 ppa 0585 g o | Results in Death, Life Threatening), Tenderness (n/a - Not Recovered/Not Resolved - Other Medically Tmportant NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Years Condition) g Y mp (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011371119 n/a - Intramuscular])
click or scan || | Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
—— - 5022-01- Non Not Not Important Condition), Foetal growth restriction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other ~|COMIRNATY [TOZINAMERAN] (S- COVID-19
886 EU-EC- 4 Healthcare Non EEA Specified Specified Medically Important Condition), Foetal heart rate abnormal (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - n/a -
10011370882 Professional Hospitalisation, Other Medically Important Condition), Foetal hypokinesia (n/a - Fatal - Results in Death Transplacental])
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Alanine aminotransferase increased (n/a - Unknown - ), Aspartate aminotransferase increased (n/a - Unknown - ), Blood
creatine phosphokinase MB increased (n/a - Unknown - ), Blood creatinine increased (n/a - Unknown - ), Blood glucose
increased (n/a - Unknown - Other Medically Important Condition), Blood phosphorus increased (n/a - Unknown - Other
dlick or scan | 23 1 Medically I@oﬁmt Con_dition), Blood pressure incr§a5§d (1‘1/a - Unknown - ), Brain stem haemoqhage (n_/a_— Fata! - Results
—— T % [9022-01-|Healthcare 18-64 in Death, Life Threatening, Caused/Pr_olonged Hospltallsathq, Other Medlcally Imponant Cor@tlon), Fibrin D dimer COMIRNATY [TOZINAMERAN] (S- COVID-19
887 EU-EC- 54 Professional Non EEA Vears Male |increased (r}/a - Unknown - Other‘ Medlcally Important Condition), Fllbﬂl’l degradation products increased (n/a - Unknown - |immunisation - Not applicable - [1d - n/a -
10011370840 Other Medically Important Condition), Gamma-glutamyltransferase increased (n/a - Unknown - ), Lymphocyte count Intramuscular])
increased (n/a - Unknown - Other Medically Important Condition), Neutrophil count increased (n/a - Unknown - Other
Medically Important Condition), Osmolar gap increased (n/a - Unknown - ), Protein total decreased (n/a - Unknown - ),
Vaccination site swelling (n/a - Unknown - ), White blood cell count increased (n/a - Unknown - Other Medically Important
Condition)
click or scan | ;¥ : COVID-19 VACCINE ASTRAZENECA (CHADOX1
388 i i1 (2022-01-|Healthcare Non EEA 18-64 Male Back pain (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Guillain-Barre syndrome (n/a-  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |24 Professional Years Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Paraesthesia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011370692 ' - Not applicable - [1d - n/a - Intramuscular])
dlick or scan 2 102201 Healtheare 65.85 ' VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
889 FUFC. | B 54 Professional Non EEA Vears Male |Severe acute respiratory syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011370687| 42750 wa - Intramuscular])
O = o

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011372008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011371923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011371350&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011371224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011371175&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011371119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370840&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370692&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370687&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan || VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
« —— i 2022-01-|Healthcare 18-64 Cyanosis (n/a - Fatal - Results in Death, Life Threatening), Death (n/a - Fatal - Results in Death, Life Threatening), (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
| 890 EU-EC- : 24 Professional Non EEA Vears Female |Headache (n/a - Fatal - Results in Death, Life Threatening), Myalgia (n/a - Fatal - Results in Death, Life Threatening), |- n/a - Intramuscular]), VAXZEVRIA [COVID-19
m 10011370421 £ Pain in extremity (n/a - Fatal - Results in Death, Life Threatening) 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
=} : (S- n/a - Not applicable - [n/a - n/a - Intramuscular])
1
(Q,D- click or scan | COVID-19 VACCINE ASTRAZENECA (CHADOX1
© Fa 2022-01- Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; R -
0| 891 EU-EC- Tl o4 Professional Non EEA Vears Male |Acute respiratory failure (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
3 10011370420 n/a - Intramuscular])
1(,'_‘)
S
g
-8} click or scan E COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 892 oL |2022-01-|Healthcare EEA 18-64 Male Neuralgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Paraplegia (n/a - Fatal - Results in Death, |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Years Caused/Prolonged Hospitalisation), White matter lesion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ((CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10011370368 - Not applicable - [n/a - 1 {DF} - n/a])
)
g :
= click or scan | reif
w 893 2022-01- Healthcare Non EEA 18-64 Male Concomitant disease progression (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Hallucination | COMIRNATY [TOZINAMERAN] (S - COVID-19
@ EU-EC- 24 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
3 10011370136,
p
g click or scan |: COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 2022-01-|Healthcare Non EEA 18-64 Male Bickerstaff's encephalitis (222d - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
& EU-EC- 24 Professional Years Unknown - Other Medically Important Condition), Vertigo (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
z 10011369920 - Not applicable - [n/a - n/a - I ul
g ot applicable - [n/a - n/a - Intramuscular])
g dlickor sean |, 5022-01. | Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
%_;) 895 . Non EEA Male  [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
EU-EC- 24 Professional Years - /a - Intramuscular])
= 10011369916
c
% dlick or scan Dizziness (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in
© N : Non Death, Other Medically Important Condition), Fatigue (n/a - Unknown - ), Hepatomegaly (n/a - Unknown - ), Malaise (n/a -
896 - thcare - e own - ), Pneumonia (n/a - Fatal - Results in Death, er ic: mportant Condition), Pyrexia (n/a - Fatal - . . . B
2o e BBEE e e e (B e Fa S Al oo o s T CMINTY TOENAMERA 5 oD 12
IS 10011369841 Professional Results in Death, Other Medically Important Condition), Sinusitis (n/a - Fatal - Results in Death, Other Medically PP
= Important Condition)
1]
= COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
< - [n/a - n/a - Intramuscular]), COVID-19 VACCINE
2 click or scan | ; L More ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
3 i |2022-01- | Healthcare . . ) . . 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
5 897 EU-EC- 54 Professional Non EEA glan 85 |Female |Abdominal pain (n/a - Fatal - Results in Death) (S- n/a - Unknown - [n/a - n/a - Intramuscular]),
5 10011369613 cars VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
n/a - Intramuscular])
COMIRNATY [TOZINAMERAN] (S- n/a - Unknown
[ - [n/a - n/a - Intramuscular]), COVID-19 VACCINE
click or scan More ASTRAZENECA (CHADOX! NCOV-19) [COVID-19
2022-01- Hea]thgare than 85 Abdominal pain (n/a - Fatal - Results in Death) VACCINE ASTRAZENECA (CHADOXI NCOV-19)]
898 | EU.EC- i 24 Professional  |Non EEA Y Female p; (S- n/a - Unknown - [n/a - n/a - Intramuscular]),
: ears
10011369613 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370420&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370368&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011370136&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369920&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369916&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369841&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369613&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369613&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Feeding disorder (n/a - Unknown - I%OC\O/[\I/?-IBQ) E&ngfﬁmjm ]EA(S:TAR(CHADOZEI JEC)Q
q click or scan || Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypersensitivity (n/a - (CHADOX1 NCOV-19)] (S- Immunisation - Not
S el ; 5022-01- Non 18-64 Unknown - Caused/Prolonged Hospitalisation), Liver injury (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung applicable - [n/a - n/a - Intramuscular]), COVID-19
g' 899 BU-EC. : 54 Healthcare Non EEA Vears Male |disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Myalgia (n/a - Unknown - Caused/Prolonged Hospitalisation), \? /ECEINE ASTRAZENECA (CHADO),(I NCOV-19)
B 10011369612 Professional Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Rash (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal [COVID-19 VACCINE ASTRAZENECA (CHADOX]
c impairment (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged inkn o
% Hospitalisation) NCOV-19)] (S- n/a - Unknown - [n/a - n/a -
o Intramuscular])
g Abdominal discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation), Anaemia (n/a - Unknown - Caused/Prolonged
7] Hospitalisation), Arthralgia (n/a - Unknown - Caused/Prolonged Hospitalisation), Asthenia (n/a - Unknown -
5 Caused/Prolonged Hospitalisation), Atelectasis (n/a - Unknown - Caused/Prolonged Hospitalisation), Breast mass (n/a -
@ Unknown - Caused/Prolonged Hospitalisation), Cardiac murmur (n/a - Unknown - Caused/Prolonged Hospitalisation), Cough
‘§ (n/a - Unknown - Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation),
g Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged
. [ Hospitalisation), Feeling cold (n/a - Unknown - Caused/Prolonged Hospitalisation), Haemophagocytic lymphohistiocytosis CCINE RAZENE CHADO
] dlick or scan % |5022-01- | Healthcare 18-64 (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hepatic steatosis (n/a - Unknown ;D&)”\Eilgg) EZ;)VID—I ;\S/IX(IIINE A(S:?R(AZENECXAl
S| 900 X : Non EEA Female |- Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Injection site rash
K EU-EC- x 24 Professional Years o o AR (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
= 10011369606 (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung consolidation (n/a - Unknown - Caused/Prolonged Hospitalisation), [n/a - n/a - Intramuscular])
S Lung disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Lupus-like syndrome (n/a - Unknown - Caused/Prolonged
.\g Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged
0 Hospitalisation), Rash (n/a - Unknown - Caused/Prolonged Hospitalisation), Rash maculo-papular (n/a - Unknown -
@ Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
g Important Condition), Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Weight decreased (n/a -
oo} Unknown - Caused/Prolonged Hospitalisation), White blood cell count decreased (n/a - Unknown - Caused/Prolonged
oo Hospitalisation)
8
g click or scan 3 Non
o| 901 202201 \ealthcare Non EEA | 18°%*  \ale  |Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
b= EU-EC- L4 124 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
£ 10011369505 :
5
% click or scan | ;= .z
- 2022-01- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
ol - . - - —)
%, 902 BU-EC- A b 54 Professional EEA Years Female |Death (n/a - Fatal - Results in Death na - [/a - 1{DF} - n/a])
% 10011369252
B .
S dlickcor scan | ; Cardi n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Personality change (n/a - Fatal
2 g03 35 [2022-01- Healtheare |\ po (1864 [ ‘l)i“?gally)( o Fatal - Results In Death), Malaise (n/a - Fatal - Results In Death), Personality change (n/a - Fatal - |cOMIRNATY [TOZINAMERAN] (S- COVID-19
pu EU-EC- = 24 Professional Years Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
g_ 10011368881
=
2 m— 2022-01-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 904 . Non EEA Male  |Paraparesis (n/a - Fatal - Results in Death), Pyrexia (3d - Recovered/Resolved - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EC- 24 Professional Years
B 10011368377 a - Intramuscular])
O
click or scan | ; More
2022-01-|Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
905 EU-EC- 24 Professional EEA %1:;:5 Female |Cardiac arrest (n/a - Fatal - Results in Death immunisation - n/a - [1d - 1 {DF} - Intramuscular])
10011368307 :
click or scan | ; : More SPIKEVAX [COVID-19 MRNA VACCINE
906 i (2022-01-|Healthcare Non EEA  |than 85 |Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Fatal - Results in |MODERNA (CX-024414)] (S- COVID-19
EU-EC- - 24 Professional Y. Death) immunisation - Not applicable - [n/a - .25mL -
10011368081 = cars Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369606&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369505&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011369252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011368881&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011368377&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011368307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011368081&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | W COVID-19 MRNA VACCINE MODERNA (CX-
N 24 2022-01- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
N ? - R
21| EuEc R 24 Professional |NCREEA |yors [Male  [Rectal cancer (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for urknown
g' 10011367681 ‘o indication - Unknown - [n/a - 1 {DF} - Intramuscular])
1
2- click or scan |; COVID-19 VACCINE ASTRAZENECA (CHADOX1
© 2022-01-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
2198 purc |3 24 Professional [NOREEA |yors  [Male  |Arrhythmia (n/a - Fatal - Results in Death (CHADOX] NCOV-19)] (S- COVID-19 immunisation
3 10011367554 - Not applicable - [n/a - n/a - Intramuscular])
[2]
g lick
§ clekorsean | 2022-01-|Healthcare 18-64 Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results [ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 909 EU-EC- 54 Professional Non EEA Vears Male |in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged/(CHADOX!1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10011367549 Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - Intramuscular])
g click or scan |: i COVID-19 VACCINE JANSSEN (AD26.COV2.
8 Non
S| 910 g8 202201 [peithcare Non EEA 1804 |Male Myocardial infarction (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.8)] (S-
S EU-EC- 24 Professional Years Immunisation - Not applicable - [n/a - n/a -
-‘g 10011367408 : Unknown])
>
]
4] click or scan |; .
= . 5 202201 Healtheare |\ o [18:64 | [Diarrhoea (v - Fatal - Results in Death, Caused/Prolonged Hospitalistion), Dizziness (wa - Fatal - Results in Death, (\éHADO“ZEV%AI\I[gg\‘,"g)I]Q(SV AnOCl/a _INJEOfST]ﬁC‘ZabE]e J_FC[ mAa
o] EU-EC- 24 Professional Years Caused/Prolonged Hospitalisation), noea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation PP
r ged Hosp P ged Hosp n/a - Intramuscular])
g 10011367207 : ceT
o}
o
o click or scan |: : Non
I 012 g [2022-00- pyeltheare  [EEA 585 |\fle  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
% EU-EC- 24 Professional Years n/a- [n/a-n/a-n/a])
10011367061 ]
g
%_:) lick or scan |3 : Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal COVID-19 VACCINE ASTRAZENECA (CHADOX1
> ol (2022-01-|Healthcare 18-64 . TIE . R NCOV-19) [COVID-19 VACCINE ASTRAZENECA
T 913 EU-EC- 4 Professional Non EEA Vears Female |- Results in Death, Caused/Prolonged Hospitalisation), Pulmonary thrombosis (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
< 10011367009 ] CausedProlonged Hospitalisation) - Not applicable - [0mo - /a - Intramuscular])
s
% click or scan | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ -01- - e A
S| 914 BU-EC- 3222 ol E:(?g;sciirgal Non EEA lYia?j Male  |Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) mil[(l\?(%&} 99)]\/%(32/1:]:: Sgkrn%]%ﬁgé
- 10011366792 1/a - Intramuscular])
=
2 click or scan | = i COVID-19 VACCINE ASTRAZENECA (CHADOX1
B 21 2022-01- | Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - :
1% | ruEc 24 Professional |NCR EEA  |yor  [Female |Cough (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
O 10011366601 : - n/a - Intramuscular])
click or scan |; L Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Fatal - Results
016 2 2022-01- Healthcare Non EEA 65-85 Male in Death), Hemiplegia (n/a - Fatal - Results in Death, Other Medically Important Condition), Lung adenocarcinoma (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 24 Professional Years Unknown - Other Medically Important Condition), Nasal cavity cancer (n/a - Unknown - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
10011366479 Condition), Visual impairment (n/a - Unknown - )
click or scan |: . Cardiac failure acute (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in
017 {1 (2022-01- Healthcare Non EEA 18-64 Male Death), Headache (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 24 Professional Years Condition), Pyrexia (n/a - Unknown - ), Sudden cardiac death (n/a - Fatal - Results in Death, Other Medically Important ~ |immunisation - Not applicable - [1d - n/a - n/a])
10011366477 Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011367681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011367554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011367549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011367408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011367207&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011367061&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011367009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011366792&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011366601&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011366479&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011366477&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
. Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest discomfort (n/a -
«~ click or scan More Recovering/Resolving - Other Medically Important Condition), Chronic obstructive pulmonary disease (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
N g8 i [2022-01- Healtheare o ppa - |ihan 85 [Male  Recovering/Resolving - Other Medically Important Condition), Death (w/a - Fatal - Results in Death, Other Medically  |immunisation - Not applicable - [n/a - n/a -
N EU-EG- * |24 Professional Important Condition), Oxygen saturation decreased (n/a - Unknown - ), Respiratory disorder (n/a - Unknown - ), Wheezing
& Years 1 . ! 10 Intramuscular])
=] 10011366464 (n/a - Recovering/Resolving - Other Medically Important Condition)
1
o
% click or scan |; - Anaphylactic reaction (n/a - Fatal - Results in Death, Other Medically Important Condition), Brain oedema (n/a - Unknown|
o 919 il (2022-01- (Healthcare Non EEA 65-85 Male || Other Medically Important Condition), Lymph node haemorrhage (n/a - Unknown - ), Myocardial fibrosis (n/a - Unknown - |COMIRNATY [TOZINAMERAN] (S- COVID-19
3 EU-EC- ., (24 Professional Years ), Myocardial rupture (n/a - Unknown - Other Medically Important Condition), Pulmonary alveolar haemorrhage (n/a - immunisation - Not applicable - [n/a - n/a - n/a])
%] 10011366462 ' Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown -
g y Imp yr
S
@ Acute respiratory failure (n/a - Fatal - Results in Death), Capillary leak syndrome (n/a - Fatal - Results in Death, Other
—§ - Medically Important Condition), Decreased activity (n/a - Unknown - Caused/Prolonged Hospitalisation), Hiccups (n/a -
: click or scan | ;e : More Unknown - ), Hypercapnia (n/a - Unknown - ), Immune-mediated adverse reaction (n/a - Fatal - Results in Death),
% 920 x (2022-01-|Healthcare Non EEA  |than 85 Male Interstitial lung disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
8 EU-EC- L4 124 Professional Vears Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), |immunisation - Not applicable - [n/a - n/a - n/a])
= 10011366457 ; Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Pseudomonas test positive (n/a -
= Unknown - ), Pulmonary oedema (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - ),
S Staphylococcus test positive (n/a - Unknown - ), Urine output decreased (n/a - Unknown - )
©
5 click or scan | :
T — More S . . . . . .. [SPIKEVAX [COVID-19 MRNA VACCINE
m : -01- R - R -
w | 921 2022-01 Healthgare EEA than 85 [Male Brain injury (n/a Fata}l Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death), Ventricular fibrillation MODERNA (CX-024414)] (S- n/a - n/a - [1d- n/a -
8 EU-EC- 24 Professional Vears (n/a - Fatal - Results in Death) nal)
3 10011366291
p
g click or scan |+ = COVID-19 VACCINE ASTRAZENECA (CHADOX1
=l 922 2022-01- Healthcare Non EEA 18-64 Male Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Not Recovered/Not Resolved - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g EU-EC- > (24 Professional Years Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
b= 10011366206 - n/a - Intramuscular])
é, click or scan |; L X7 CCINE RAZENE
< 023 =1 (2022-01-|Healthcare Non EEA 65-85 Male Decreased appetite (n/a - Unknown - ), Dizziness (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Pneumonia (n/a - Fatal - ?/CHA]I)ES/RI)EIAI\I[(%)\\/{I Bﬁg(sv_ A Wa- NO?:T licable - [?12
%_:) EU-EC- ey |24 Professional Years Results in Death), Pyrexia (n/a - Unknown - ) - n/a - Intramuscular]) PP
e 10011366205 o
c
% click or scan | BV COVID-19 MRNA VACCINE MODERNA (CX-
® Il - 2022-01- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
% 924 EU-EC- 4 Professional Non EEA Vears Female |Sudden cardiac death (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
€ r indication - Not applicable - [n/a - 1{DF} -
= 10011366164 Intramuscular])
>
g click or scan | ; 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
R 1 (2022-01- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= ? - - :
& 95 | pugc 24 Professional | "M EEA  [yrors  [Male  |Dyspnoea (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [/
% 10011366046 - n/a - Intramuscular])
© click or scan | ; :
21 (2022-01- (Healthcare 65-85 - . . . e COMIRNATY [TOZINAMERAN] (S - Immunisation -
926 | piupe 54 Professional EEA Years Female |Thrombosis (24d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
10011366028 i
dlick or sean |z A% o201 Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
927 EU-EC- 2. 1o Healthcare EEA Vears Male  |Fall (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a-[1d-n/a-
10011365994 s Professional n/a))
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011366206&_xpt=1&_xf=pdf
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umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |: -
_— - More L
IN] A1 2022-01- | Healthcare . . . . . oo COMIRNATY [TOZINAMERAN] (S - Immunisation -
N R -
S 928 EU-EC- 24 Professional EEA %1{1:;1IS85 Female |Peripheral artery stenosis (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) na- [n/a- /a - n/a])
g' 10011365433
1 ;
e lick or scan | ;&=
& clck orsean i 5022-01- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
o] 929 EU-EC- : 4 Healthcare EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
3 10011365420 Professional [n/a - 3{DF} - n/a])
£
Q .
R click or scan |; Non
-‘é 930 ' 2022-01- Healthcare EEA 65-85 Female Lung neoplasm malignant (n/a - Fatal - Results in Death), Metastases to central nervous system (n/a - Recovering/Resolving| COMIRNAT'Y [TOZINAMERAN] (S - Immunisation -
: EU-EC- 24 Professional Years - Caused/Prolonged Hospitalisation) n/a - [n/a - 2{DF} - n/a])
g 10011365390 ofessio
% click or scan | Non
= 2022-01- Not . COMIRNATY [TOZINAMERAN] (S - Immunisation -
k= . - - Results in Death)
;ﬂ 931 EU-EC- 4 Healthgare EEA Specified Female |Death (n/a - Fatal - Results in Death na - [n/a - 2{DF} - n/a])
< I Professional
5 0011365386
>
m
@ click or scan | ;=¥ -
5 A (2022-01-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
5
; R -
3 932 EU-EC- 54 Professional EEA Vears Female [Sudden death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/a])
% 10011365292
o
5 click or scan | 7 Non
[} 2022-01- 65-85 L . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
2 R -
£| 933 EU-EC- 24 Eﬁ;ﬁf& EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) na - [n/a - 3{DF} - n/a])
& 10011365287
=)
]
%i dlick or sean | % |202-01 Healthcare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
T | 934 : : Non EEA Female |Severe acute respiratory syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
c EU-ECG |2 24 Professional Years - W/a - Intramuscular])
§ 10011365064
s : - " " :
% dlick or scan || | Arrhythmia (n/g - Unknown - Other Medically Imp(fmmt Condition), Car@omyopathy (n/a- Uqlqum - Other Mf:dlcally COVID-19 MRNA VACCINE MODERNA (CX-
e —— 42022-01-|Healtheare 18-64 Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Electrocardiogram 024414) [COVID-19 MRNA VACCINE MODERNA
2| 935 : : Non EEA Female [abnormal (n/a - Unknown - Other Medically Important Condition), Myocarditis (n/a - Unknown - Other Medically Important . L
= EU-EC- i 24 Professional Years - o . o . (CX-024414)] (S- COVID-19 immunisation - Not
] Condition), Palpitations (n/a - Unknown - Other Medically Important Condition), Paroxysmal arrhythmia (n/a - Unknown - .
=1 10011364386 : ) - applicable - [n/a - 1{DF} - Unknown])
£ Other Medically Important Condition)
_é‘ click or scan | w= Non
B 2022-01- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- -
e 936 EU-EC- 4 Ere(?lftekslscizz)rgal EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a - 3{DF} - n/a])
¢} 10011363880
click or semn | 1 502201 /Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
937 EU-EC 54 Healthcare EEA Vears Male  [Death (n/a - Fatal - Results in Death), Dehydration (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) |MODERNA (CX-024414)] (S - Immunisation - n/a -
_EC- t 8
10011363879 Professional [n/a - 3{DF} - n/a])
dlick or sean |3 202201 Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
938 EU-EC- 24 Healthcare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
10011363865 Professional [n/a - 3{DF} - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011365064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011364386&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011363880&_xpt=1&_xf=pdf
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click or scan | st y Non
IN] Ak (2022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
q - -
S 939 EU-EC- X (54 Healthgare EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) na - [n/a - 2{DF} - n/a])
) Professional
8 10011363850
1
o
% click or scan |} N
on o
[a} b (2022-01- 18-64 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
= LEC. - -
940 EU-EC o 3 54 Healthc'are EEA Vears Male  |Cerebral infarction (n/a - Fatal - Results in Death) Wa - [n/a - 2{DF} - n/a])
3 10011363833 - Professional
£
S
o) 4
= click or scan |: - Non
] 041 21 12022-01- Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Not Recovered/Not Resolved - Other Medically COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 24 : Years Important Condition), Venous operation (0d - Recovered/Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - 3{DF} - n/a])
= Professional
10011363824
:
= click or scan | ; Non COVID-19 VACCINE (AD26.COV2-S
< 51 12022-01- 65-85 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
> - - ..
8| %2 | EuEC s eathare EEA - ygyy [Vl Death (Wa- Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
::3; 10011363815/ = [n/a - 5{DF} - n/a])
u
5 click or scan |; - Non
3 943 i [2022-01- | ealtheare  |EEA 0585 | pemale |Influenza like illness (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
o] EU-EC- 24 : Years n/a - [n/a - 2{DF} - n/a))
® ] Professional
lal 10011363814
& lick COVID-19 VACCINE (AD26.COV2-S
z clickorsaan |- : Non Cough (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Decreased appetite (n/a - Not (
£ = (2022-01- 18-64 . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
944 Healthcare EEA Female |Recovered/Not Resolved - Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved - Other
g EU-EC ) (24 Professional Years Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
2 10011363800 } ’ e [n/a - 1{DF} - n/a])
%;;, click or scan |; Non More
© 01- AMERAN - isation -|
S| 945 2022-01 Healthcare EEA than 85 [Female |Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZIN. (8- Immunisation
EU-EC- : 24 : n/a - [n/a - 3{DF} - n/a])
§ ! Professional Years
® 10011363783
2
£ click or scan |: Non
= 2022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
= - -
fé,_ 946 EU-EC- 04 Ereai‘thciar; | EEA Vears Male  |Pulmonary embolism (n/a - Fatal - Results in Death) n/a - [n/a - 2{DF} - n/a])
E 10011363771 oressiond
o
% dlick or scan || Cardiac arrest (n/a - Fatal - Results in Death), Cardiovascular disorder (n/a - Fatal - Results in Death), Cerebrovascular
_ Non accident (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Quadriplegia (n/a - ME
g 947 | Lupc 5222_01_ Healthcare ~ [EEA giﬁ: Male  |Unknown - Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Fatal - Results in Death), Skin lesion (n/a - Fatal - _CS/];/IPI{]T/\;]A)TY [TOZINAMERAN] (S - n/a - n/a - [n/a
o 10011363747 Professional Results in Death), Skin weeping (n/a - Fatal - Results in Death), Syncope (n/a - Recovered/Resolved - Caused/Prolonged
Hospitalisation)
click or scan |; L COVID-19 VACCINE JANSSEN (AD26.COV2.S)
1 |2022-01- | Healthcare 65-85 . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - X - - o .
948 EU-EC- 54 Professional Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - 5L -
10011363636, Intramuscular])
clidcorsan | u 2022-01-|Healthcare 65-85 Diabetes mellitus (n/a - Fatal - Results in Death), Essential hypertension (n/a - Fatal - Results in Death), Pneumonia (n/a V. VRIA [COVID-19 VA AST CA
949 ; : Non EEA Female : £sus in Seath), P eSS In Death), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d- n/a
EU-EC- 24 Professional Years - Fatal - Results in Death)
10011363609 : - Intramuscular])
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@ click or scan |; COVID-19 MRNA VACCINE MODERNA (CX-
g 950 2022-01-|Healthcare Non EEA 18-64 Male Cardiac arrest (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death), Headache (6d - Fatal - Results in|024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- 24 Professional Years Death), Influenza like illness (6d - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) |(CX-024414)] (S- COVID-19 immunisation - Not
3 10011363500 : applicable - [n/a - 1{DF} - Unknown])
[2]
g Jick ¥
4 SEAEER ¥ 12022-01-|Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 951 h : Non EEA Male  |Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
: EU-EC- 24 Professional Years - n/a - Intramuscular])
g 10011363080
g click or scan | ;
S B+ 2022-01- |Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B| 952 B : Non EEA Female [Severe acute respiratory syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S U-EC- 24 Professional Years
< I n/a - Intramuscular])
5 0011362976
>
Lu .
8 dlick or sean | 0 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
al 953 . Non EEA Female [Severe acute respiratory syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
o] EU-EC- 24 Professional Years wa- 1 u
g 10011362749 a- Intramuscular])
o}
o
o click or scan |: : X7E CCINE ASTRAZENE
o 954 i1 (2022-01- Healthcare Non EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Oxygen saturation (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results (CHAD(\));/MIAI\I[%\\/A Bﬁg(sv A - No?asr licable - [i/'(:
£ EU-EC- 24 Professional Years in Death), Vomiting (n/a - Fatal - Results in Death) o PP
- n/a - Intramuscular])
& 10011362746
g
click or scan |; : Asthenia (49d - Fatal - Results in Death), Cough (49d - Fatal - Results in Death), Death (0d - Fatal - Results in Death),
%i oss i o220l 8N 6585 | Dizziness (49d- Fatal - Results in Death), Labile hypertension (49d- Fatal - Results in Death), Malaise (49d - Fatal - %gfggg&%gg;&g?ﬁ%ﬁﬁ% s
] EU-EC- L, (24 Professional Years Results in Death), Movement disorder (49d - Fatal - Results in Death), Myocardial infarction (0d - Fatal - Results in COVID-19 prophylaxis - n/a - [n/a - n/a - n/al)
§ 10011362425 ; Death), Paracsthesia (49d - Fatal - Results in Death), Pyrexia (49d - Fatal - Results in Death) prophy
s
% click or scan | ; % More
£ A% (2022-01-|Healthcare s . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- A . - - , - - . . . .
£ 956 EU-EC- APy Professional EEA than 85 |Female |Cardiac failure acute (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death) immunisation - Not applicable - [nva - 1{DF} - n/a])
7] Years
j=3 10011362328
=
& click or scan | ; Non COVID-19 VACCINE (AD26.COV2-S
B 2022-01- 18-64 . . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
- - e
e 957 EU-EC- 4 E;Ocaggsciirgal EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
O 10011362323 i applicable - [n/a - n/a - Unknown])
dlick or sean - Non Cerebrovascular accident (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2022-01- Not . ’ - . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
958 Healthcare ~ [Non EEA .. |Female |Results in Death, Other Medically Important Condition), Thrombosis (n/a - Unknown - Results in Death, Other s .
EU-EC- L3 124 Professional Specified Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10011362301| = : Y tmp Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011363500&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011363080&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362976&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362749&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362328&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362301&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in
« click or scan |; Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death |COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 959 2022-01- Healthcare Non EEA 65-85 Female (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Deep vein thrombosis (n/a - Fatal - Results in Death, |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
m EU-EC- 24 Professional Years Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary |Product used for unknown indication - Not applicable -
=} 10011362108 - embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (1/a - Fatal - [n/a - n/a - Unknown])
8 Results in Death, Caused/Prolonged Hospitalisation)
o
® i : : . .. . T -
a lick or scan Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sevens-Johnson COVID- 19 MRNA VACCINE MODERNA (CX
= al (2022-01-|Healthcare 65-85 - PRTII e . 024414) [COVID-19 MRNA VACCINE MODERNA
960 : Non EEA Female |syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Toxic epidermal necrolysis (n/a - Fatal -
3 EU-EC- L, (24 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- Product used for unknown
{’5’ 10011362007 : P indication - Not applicable - [n/a - 1 {DF} - Unknown])
g
= lick or scan |; -
B Click or scan Lo . . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
] : -01- -~ - - , - - , - -
961 2022-01 Healthgare Non EEA 18-64 Male Pneumon.la viral (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -
EU-EG- | g=hl 24 Professional Years Results in Death) Tnt Jlar])
H 10011362002 : ramusear
& click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
k=2 = g 2022-01-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
= | 962 : Non EEA Female |Cardiac discomfort (n/a - Fatal - Results in Death), Insomnia (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
i EU-EC- F 24 Professional Years Rty .
B £ indication - Not applicable - [n/a - 1{DF} -
= 10011361957
uw Intramuscular])
@
% click or scan COVID-19 VACCINE JANSSEN (AD26.COV2.S)
3 2022-01-|Healthcare 65-85 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - i ) . . . .
% 963 EU-EC- F 24 Professional Non EEA Years Female Blood ghucose increased (w/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
[a} 10011361749| 3 [n/a - n/a - Intramuscular])
5
o click or scan |3 i Non COVID-19 MRNA VACCINE MODERNA (CX-
£ 964 & 2022-01- Healthcare Non EEA Not Female Cerebral disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- (24 Professional Specified Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
<% 10011361670 applicable - [n/a - 1{DF} - Unknown])
%i click or scan |z SPIKEVAX [COVID-19 MRNA VACCINE
] 965 e (2022-01- |Healthcare Non EEA 18-64 Male Abdominal pain (4d - Fatal - Results in Death), Chills (4d - Fatal - Results in Death), Pyrexia (4d - Fatal - Results in MODERNA (CX-024414)] (S- Product used for
% EU-EC- o (24 Professional Years Death) unknown indication - Unknown - [n/a - 1{DF} -
w 10011361642 Intramuscular])
o
T
£ click or scan |: ;
= 966 4l (2022-01-|Healthcare EEA 18-64 Male COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S - COVID-19
fé’. EU-EC- 24 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
? 10011361437
=y
% click or scan | 3 102201/ Non Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
=1 967 Healthcare EEA .. (Male |Creutzfeldt-Jakob discase (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
O EU-EC- ? 24 : Specified
A:H Professional - n/a - Intramuscular])
10011361230 Lea
click or scan | : -
i 2022-01-|Healthcare 18-64 o . COMIRNATY [ TOZINAMERAN] (S- COVID-19
968 : EEA Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 23 Professional Years
10011360496 Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362108&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362007&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011362002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011361957&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011361749&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011361670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011361642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011361437&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011361230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011360496&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or sean | 502201 Non More COMIRNATY COVID-19 MRNA VACCINE
&1 969 Healthcare EEA than 85 [Male  |Cardiac arrest (n/a - Fatal - Results in Death) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
IS EU-EC- 23 ;
) 3 Professional Years n/a-n/a- [n/a-n/a-n/a])
8 10011360317 :
8
o click or scan | Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
® et 12022-01- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
0| 970 EU-EC- b5y E:jg;sciirgal Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) Trrmmnisation - Not applicable - [n/a - 1/a -
3 10011358451 Unknown])
[2]
£
g. click or scan | - COVID-19 (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (45d - Fatal - Results in Death, COVID-19 VACCINE JANSSEN (AD26.COV2.S)
= 2022-01- |Healthcare 18-64 Caused/Prolonged Hospitalisation), Dizziness (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia  [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
g| EU-EC- b Professional  |NonEEA |50 o [Male (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Results in Death,|Product used for unknown indication - Not applicable -
g 10011358351 Caused/Prolonged Hospitalisation) [n/a - n/a - Intramuscular])
% click or scan | Non More
= 2022-01- Abdominal pain (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death), Gastric haemorrhage (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
2| 972 Healthcare EEA than 85 (Male N . o, ) ol h
S EU-EC- 22 . Results in Death), Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
] Professional Years
5 10011357158
>
m
g click or scan : T Non
5 973 2 12022-01- Healthcare EEA 18-64 Male Aphthous ulcer (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Embolism (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
3 EU-EC- 22 Professional Years Results in Death), Lymphadenopathy (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
s 10011355853 o rotessiona
o}
o
I click or scan |t Non COVID-19 MRNA VACCINE MODERNA (CX-
[} kb 2022-01- 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
2 ] R - .
£| 974 EU-EC- 22 Eﬁ;ﬁf& EEA Vears Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 prophylaxis - Not
5 10011355828 applicable - [n/a - .5mL - Intramuscular])
g
%_; click or scan |; T Non
> 21 12022-01- 18-64 L . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
- - , - - )
T 975 EU-EC- 2 Healthc'are EEA Vears Male  |Connective tissue disorder (88d - Fatal - Results in Death), Oxygen therapy (88d - Fatal - Results in Death) Not applicable - [n/a - n/a - Intramuscular])
g 10011 Professional
355815
8
> click or scan |: )
E 2022-01-|Healthcare 65-85 A . COMIRNATY [TOZINAMERAN] (S - COVID-19
| 976 . EEA Male  |Cardiac arrest (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
= EU-EC- 22 Professional Years Int ular])
a 10011355722 ] ramusear
£
ey click or scan |z - COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Unknown - ),
B 977 i 41 (2022-01- Healthcare EEA 65-85 Male Dysgeusia (n/a - Unknown - ), Pyrexia (n/a - Recovered/Resolved - ), Vaccination failure (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 21 Professional Years Caused/Prolonged Hospitalisation), Vaccine associated enhanced disease (n/a - Fatal - Results in Death, Caused/Prolonged  |immunisation - Not applicable - [1d - n/a - n/a])
O 10011353658 Hospitalisation)
click or scan |; COVID-19 immunisation (n/a - Unknown - Results in Death, Congenital Anomaly), Congenital cardiovascular anomaly (n/a|SPIKEVAX [COVID-19 MRNA VACCINE
978 2022-01- Healthcare EEA Not Not - Fatal - Results in Death, Congenital Anomaly), Congenital central nervous system anomaly (n/a - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
EU-EC- 21 Professional Specified Specified Death, Congenital Anomaly), Foetal exposure during pregnancy (n/a - Recovered/Resolved - Results in Death, Congenital |immunisation - Not applicable - [n/a - 1 {DF} -
10011353390| & Anomaly), Hydronephrosis (n/a - Fatal - Results in Death, Congenital Anomaly) Transplacental])
click or scan |: MERAN]
979 2022-01-|Healthcare EA Not Not Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Other Medically Important Condition), Umbilical cord mﬁﬁiﬁ [Illrcft)zalINlicable i d(_SI;/;x_)WDl()
EU-EC- 21 Professional Specified Specified thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) PP
10011353150 Transplacental])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011360317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011358451&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011358351&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011357158&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011355853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011355828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011355815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011355722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011353658&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011353390&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011353150&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
click or scan | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
q 980 2 (2022-01-|Healthcare Non EEA 18-64 Male Pulmonary embolism (n/a - Unknown - Caused/Prolonged Hospitalisation), Sickle cell anaemia with crisis (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- L 121 Professional Years Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 prophylaxis -
N 10011353031 ; Unknown - [n/a - n/a - Intramuscular])
=)
8_ click or scan || Brain death (n/a - Fatal - Results in Death), Brain herniation (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a -
% _— & 2022-01- |Healthcare Not Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Of 981 EU-EC- : 51 Professional EEA Specified Female |(in Death), Disseminated intravascular coagulation (n/a - Fatal - Results in Death), Immune thrombocytopenia (n/a - Fatal - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
g 10011353021 ) Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Renal failure (n/a - Not Recovered/Not Resolved |- n/a - Intramuscular])
g : - Other Medically Important Condition)
§- click or scan | Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other (COVID-19 VACCINE ASTRAZENECA (CHADOX1
_’é 2022-01-|Healthcare 18-64 Medically Important Condition), Haemorrhagic cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
7| 982 EU-EC- T |5 Professional EEA Vears Female |Hospitalisation), Immune thrombocytopenia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged (CHADOX1 NCOV-19)] (S - Immunisation - Not
Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, applicable - [n/a - n/a - Intramuscular])
10011352984 ComsedProlonged Hospitalisation) pp
rolonged Hospitalisation
3
3 . Ly
=) lick or sean | e 5022.01.|Healtheare 1864 Brain oedema (n/a - Fatal - Results in Death), Coma (n/a - Unknown - Life Threatening), Haemorrhage intracranial (n/a- |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Z| 983 EU-EC- 51 Professional EEA Vears Female |Fatal - Results in Death), Immune thrombocytopenia (n/a - Fatal - Results in Death), Superior sagittal sinus thrombosis  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
-‘g 10011352981 (n/a - Fatal - Results in Death) - Not applicable - [n/a - ImL - Intramuscular])
m
[}
(8] . h
3 dlick or sean 5022-01 | Healtheare 1864 Cerebral haemorrhage (n/a - Fatal - Results in Death), Immune thrombocytopenia (n/a - Fatal - Results in Death), VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 984 EU-EC- 51 Professional EEA Vears Male  [Mesenteric vein thrombosis (n/a - Fatal - Results in Death), Portal vein thrombosis (n/a - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g 10011352977 Splenic vein thrombosis (n/a - Fatal - Results in Death) - Not applicable - [n/a - 1 {DF} - Intramuscular])
5 .
2 dlick or sean | 0 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
985 : : Non EEA Female [Severe acute respiratory syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% EU-EC- 21 Professional Years v/a - Intramuscular])
< 10011352897 )
e}
%i click or scan | ;= L
B 986 i 2022-01- |Healthcare Non EEA 18-64 Male Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - (chﬁ\][(%)x 1%)59(8\/- Aﬁ%ﬁ%ﬁ?gﬁ
% EU-EC- 21 Professional Years Results in Death), Pyrexia (n/a - Fatal - Results in Death) - Intramuscular])
10011352712
s
[a]
Rl
£ click or scan |: Non Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Not Recovered/Not Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
= 087 2022-01- Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Intestinal obstruction (1d - |024414) [COVID-19 MRNA VACCINE MODERNA
fé’_ EU-EC- 21 Professional Years Fatal - Results in Death, Other Medically Important Condition), Nervousness (/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
=z 10011351979 Hospitalisation), Organ failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Pallor (n/a - Unknown - ) applicable - [n/a - 1{DF} - Unknown])
=
3
% dlick or sean | 5022.01|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5 988 EU-EC. 51 Professional Non EEA Vears Male |Ischaemic stroke (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
e ! n/a - Intramuscular])
10011351965
click or scan |; L Non COVID-19 MRNA VACCINE MODERNA (CX-
d (2022-01- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . L
989 EU-EC- 3 51 E:jg;;irsa] Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10011351846 ¥z applicable - [n/a - 1 {DF} - Unknown])
click or scan |: More ] ] o )
990 2022-01-|Healthcare EEA than 85 |Female Confusional state (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), General physical health COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 21 Professional Vears deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - n/a- n/a])
10011351779



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011353031&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011353021&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011352984&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011352981&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011352977&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011352897&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011352712&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351979&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351846&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351779&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
]
N
o
«
I
=)
8
o click or scan | SPIKEVAX [COVID-19 MRNA VACCINE
® 2022-01-|Healthcare 18-64 . . . . MODERNA (CX-024414)] (S- COVID-19
0| 991 EU-EC- e 21 Professional Non EEA Vears Male  [Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d- 1 {DF} -
3 10011351722 ;i Intramuscular - More in ICSR])
[2]
=
g_ dlick or scan || Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
= - 2022-01-|Healthcare More Condition), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
®| 992 BU-EC- h 51 Professional Non EEA  |than 85 |Male  |Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, |immunisation - Not applicable - [n/a - n/a -
10011351493 Years Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), White  |Intramuscular])
blood cell count increased (n/a - Unknown - )
8 ‘ 5
ks dlick orsem |5 53 1 022.01. | Healthcare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 993 B X : Non EEA Female [Severe acute respiratory syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S U-EC- x 21 Professional Years a - Int ul
g 10011351403 a- Intramuscular])
T
@ click or scan | ; L COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 904 2l (2022-01-|Healthcare Non EEA 18-64 Male Ageusia (n/a - Fatal - Results in Death), Anosmia (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), INCOV-19) [COVID-19 VACCINE ASTRAZENECA
3 EU-EC- 21 Professional Years Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10011351075 n/a - Intramuscular])
o
5 click or scan | ; N COVID-19 MRNA VACCINE MODERNA (CX-
g 995 R [2022-01- H(e):lth Non EEA 65-85 Mal Lung neoplasm malignant (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
% EU-EC- (2] oo care o on Years € |Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
g 10011351007 a rolession: applicable - [n/a - 1{DF} - Unknown])
e}
%‘ click or scan | 7 i Non
o 2l (2022-01- Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . o .
c| 996 EU-EC- 51 Healthqare Non EEA Specified Male  [Pulmonary embolism (n/a - Fatal - Results in Death) immenisation - Not applicable - [1/a - n/a - n/a])
5 10011350867 3 % Professional
8
E click or scan | ; : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
£ =l (2022-01- 65-85 . . L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= - - R - - A
3 997 EU-EC- 51 Ereji‘gsl:iir;a] Non EEA Vears Female [Brain abscess (n/a - Fatal - Results in Death), Liver injury (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
E 10011350823 ; applicable - [n/a - n/a - Intramuscular])
o
% click or scan |3 5
%/ 008 e (2022-01-|Healthcare EEA 18-64 Female Cardiac failure (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ventricular fibrillation |COMIRNATY [TOZINAMERAN] (S - Immunisation -
5 EU-EC- x (21 Professional Years (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10011350773
dlick or sean Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - COVID-19 VACCINE JANSSEN (AD26.COV2.9)
999 2022-01-Healthcare o ppa 0585 I\p 1o | Results in Death ), Fatigue (n/a - Fatal - Results in Death), Swelling (n/a - Fatal - Results in Death), Tachycardia (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 21 Professional Years Fatal - Results in ]’) th > > Product used for unknown indication - Not applicable -
10011350717 Results in Death) [n/a - n/a - Intramuscular])
dlick or scan || Cyanosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death
_— 2022-01- | Healthcare 18-64 Caused/Prolonged Hospitalisation), Hypoglycaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1000 EU-EC- 21 Professional Non EEA Years Female |Myalgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pallor (n/a - Fatal - Results in Death, (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10011350575 Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Seizure (n/a - |- n/a - Intramuscular])
Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351722&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351493&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351403&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351075&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011351007&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011350867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011350823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011350773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011350717&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011350575&_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
. Arrhythmia (1d - Fatal - Results in Death, Other Medically Important Condition), Cardio-respiratory arrest (1d - Fatal -
N lick or sean | 4 | 022-01 Healtheare " Results in Death, Other Medically Important Condition), Fal (/- Unknown - ), Pulseles lectical ativiy (1d- Fatal - |5 SR GNP MECA FEOTIS
&\ 1001 h . Non EEA Male  [Results in Death, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), Ventricular fibrillation (1d - Fatal - |. L .
IS EU-EC- 21 Professional Years N Other Medically T Condition). Ventricul hycardia (1d - Fatal N Oth immunisation - Not applicable - [1d - 1{DF} -
Ry 10011350458 £ Results in Death er Medically Important Cony tion), Ventricular tachycardia (1d - Fatal - Results in Death, Other Intramuscular - More in ICSR])
Q Medically Important Condition), Wound haemorrhage (n/a - Unknown - )
1
(-Q,D- click or scan | ;
® 2022-01-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl .
g1 EU-EC- 21 Professional EEA Years Female |Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 10011350331
£
Q .
R click or scan |;
.’é 1003 21 2022-01- Healthcare EEA 65-85 Male Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results (COMIRNATY [TOZINAMERAN] (S- COMD-19
: EU-EC- 21 Professional Years in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
g 10011349691
g click or scan | ;
S e 2022-01- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
B3| 1004 E : EEA Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .3mL -
S U-EC- | 5 1 (21 Professional Years Intramuscular])
g 10011349586
>
Lu .
8 dlick or sean 5022.01 | Healtheare 65.85 o COMIRNATY [TOZINAMERAN] (S- COVID-19
3| 1005 : EEA Male  |Guillain-Barre syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [n/a - 1{DF} -
o] EU-EC- 21 Professional Years Sibe
g 10011349528 3 utancous])
o}
o
g lick or scan |3 2022-01. | Fialtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
‘£ (1006 EU-EC- 21 Professional EEA than 85 [Female |Death (n/a - Fatal - Results in Death), Inappropriate schedule of product administration (n/a - Recovered/Resolved - ) immunisation - Not applicable - [1d - 1{DF} -
% Years Intramuscular])
8 10011349513
=)
;
click or scan |
2 2022-01-|Healtheare 65-85 . ) COMIRNATY [TOZINAMERAN] (S - COVID-19
= | 1007 : EEA Male |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
c EU-EC- 21 Professional Years Intramuscular])
E 10011349501 '
®
% click or scan | ; Non COVID-19 MRNA VACCINE MODERNA (CX-
£ 2022-01- 18-64 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
£ 1008 EU-EC- : 1 Ereji‘tefslsciir;al Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Contusion (n/a - Unknown - ) (CX-024414)] (S- Product used for unknown
fé’. 10011349382|: indication - Not applicable - [n/a - 1{DF} - Unknown])
=
2 click or scan |: Embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Immunisation (n/a - Fatal - Results in
B Death, Caused/Prolonged Hospitalisation), Interchange of vaccine products (n/a - Fatal - Results in Death MERAN]
Bl1009| EUEC : 5(1)22_01_ E;ocag;scif)rrf al Non EEA g{iﬁ: Female |Caused/Prolonged Hospitalisation), Off label use (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), mﬁﬁgﬁ g()otzziINlicable R [ld(_SI;/gX_)ﬁi]))- 1
¢] 10011348963 i Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in PP
Death, Caused/Prolonged Hospitalisation)
click or scan |3 i
E— ] ; " . . . SPIKEVAX [COVID-19 MRNA VACCINE
n ~vli= - - - > - - B - -
1010 t 2022-01 Hea]thqare EEA 18-64 Male CDVID-]? immunisation (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal MODERNA (CX-024414)] (S- COVID-19
EU-EC- x (21 Professional Years Results in Death) . sation - N licable - [/ - /a -
10011348938 immunisation - Not applicable - [n/a - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011350458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011350331&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011349691&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011349586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011349528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011349513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011349501&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011349382&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011348963&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011348938&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | . Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
q 1011 i (2022-01- Healthcare Non EEA Not Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Unknown - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- L3121 Professional Specified Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
g' 10011348876 % Unknown])
1
e lick or scan |;
& < 2022-01- |Healthcare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
af1012 : EEA Male [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
- EU-EC- 21 Professional Years [a - n/a - n/a])
3 10011348371
£
Q .
R click or scan |; Non
= 2022-01- 18-64 L . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
81013 BU-EC- 51 Ereai‘thciar;al EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
g 10011348357 : ofessio
% click or scan |: Non More
S| 1014 E 202201y ltheare |EEA than 85 |Male  |Back pain (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Herpes zoster (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
S U-EC- 21 . n/a - [n/a - n/a - n/a])
< Professional Years
5 10011348354
>
m
@ click or scan |; Non
:% 1015 BU-EC 5(1)22_01_ Healthcare  |[EEA 25_85 Male  |Death (n/a - Fatal - Results in Death) S/)MI;R/NAE/Y [;I;/OZIN | (S- Immumisation -
Pype Professional cars a - [n/a - n/a - n/a])
% 10011348344
o
g click or scan || VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
B 016 2022-01-|Healthcare |\ o |18:64 | |Arthralgia (n/a - Fatal - Results in Death). Asthenia (w/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in (CIInLtrmmoé{ﬂ?r?‘\fggz]é%ﬁ“:‘[‘comwﬂ“]}” Tgia[xlgc_[%
E I " . . _ - . . _ - . = 5
% EU-EC v 21 Professional Years Death), Myalgia (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
10011347164
5 Unknown - [n/a - n/a - Intramuscular])
]
% click or scan | ; Non COVID-19 VACCINE (AD26.COV2-S
> 2022-01- 65-85 . - . . [RECOMBINANT1) JANSSEN [COVID-19 VACCINE
- - Results in Death), - - Results in Death) e
T 1017 EU-EC- 21 ?:jfl‘g;;irga] EEA Vears Male  |Death (n/a - Fatal - Results in Death), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S- Immunisation - n/a -
§ 10011346556 : [n/a - n/a - n/a])
s
[a]
Rl
g
£ click or scan
7] i Non ME L
g 1018 | EU-EC- : 5?22_01_ Healthcare EEA ;8 -64 Female |Death (n/a - Fatal - Results in Death) S/OMI?\IAI/Y [I/OZIN RAN] (8- Immunisation -
< Professional ‘ears a- [n/a-n/a-n/a))
2 10011346554 rofession:
ko
B
O
click or scan Non
1019 2022-01- Healthcare EEA 65-85 Male  |Arrhythmia (n/a - Fatal - Results in Death) COMIRNATY [TOZIN. RAN] (8- Immunisation -
EU-EC- L3121 Professional Years n/a - [n/a - n/a - n/a])
10011346553 :
click or scan |;
2022-01-Non More . COMIRNATY [TOZINAMERAN] (S- Immunisation -
1020 Healthcare EEA than 85 [Female |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death)
EU-EC 21 Professional Years wa-[n/a-2{DF} - n/a))
10011346545

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011348876&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011348371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011348357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011348354&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011348344&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011347164&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011346556&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011346554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011346553&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
« dlick or sean 2022-01- Non 18-64 Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S- Immunisation -
&1 1021 Healthcare EEA Male  |Leukaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged
I EU-EC- 21 . Years T n/a - [n/a - n/a - n/aJ)
) Professional Hospitalisation)
8 10011346535
8
B lick or sean (o 0 | 022.01Healtheare 65.85 Cerebral infarction (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebrovascular | SPIKEVAX [COVID-19 MRNA VACCINE
a|(1022 : : EEA Male |accident (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hemiparesis (1d - Fatal - MODERNA (CX-024414)] (S- Immunisation - n/a -
- EU-EC- 21 Professional Years N . - o
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) [n/a - n/a-n/a))
3 10011346450
£
8 lick -
g cieorsan 5022-01.|Healthcare More Acute respiratory failure (4d - Fatal - Results in Death), COVID-19 (4d - Fatal - Results in Death), Death (4d- Fatal - [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
81023 BU-EC- b1 Professional EEA than 85 (Male  |Results in Death), Hypoxia (4d - Fatal - Results in Death), SARS-CoV-2 test positive (4d - Fatal - Results in Death), |[(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
Years Vaccination failure (4d - Fatal - Results in Death) - Not applicable - [n/a - n/a - n/a])
10011345984
3
é Chills (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal|
=2 click or scan - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Life
@ i 2022-01-|Healthcare 65-85 Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B11024| FEU-EC- i 51 Professional EEA Vears Male  |Hospitalisation), Lymphoma (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Malaise |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
w 10011345925 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in - Not applicable - [n/a - n/a - n/a])
@ Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory disorder (n/a - Fatal - Results in Death, Life
§ Threatening, Caused/Prolonged Hospitalisation)
o
g Arteriosclerosis (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Arteriosclerosis
g coronary artery (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 (4d - Fatal -
5 click or scan - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (4d - Fatal - Results in
El 1025 2 (2022-01- Healthcare EEA 65-85 Male Death, Life Threatening, Caused/Prolonged Hospitalisation), Cough (4d - Fatal - Results in Death, Life Threatening, m‘?\}%\\f 1]39-)59(8\/- A%ymgﬁ
% EU-EC- 21 Professional Years Caused/Prolonged Hospitalisation), Death (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged - Not applicable - [n/a - /a - n/a])
S 10011345818 Hospitalisation), Exostosis (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ling PP
2 infiltration (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Renal atrophy (4d - Fatal -
%;:)‘ Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
z click or scan | ;e Non More Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Back pain (n/a - Fatal - Results in Death, |COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 1026 2022-01- Healthcare EEA than 85 |Female Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
® EU-EC- 21 Professional Vears (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 10011345720 Caused/Prolonged Hospitalisation) - Not applicable - [n/a - n/a - n/a])
IS
£ Aortic thrombosis (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
g Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
E click or scan | Non Cardiogenic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
2 1027 2022-01- Healthcare EEA 65-85 Male Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Monoplegia| COMIRNATY [TOZINAMERAN] (S - COVID-19
% EU-EC- 21 Professional Years (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Muscular weakness |immunisation - n/a - [n/a - 1{DF} - Intramuscular])
5 10011345519 7 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nasopharyngitis
ju (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain in extremity
© (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
clikorsean 2022-01- Non 65-85 Cardiac failure (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death, Other Medically Important VAXZEVRIA [COVID-19 VA AST CA
1028 Healthcare  [EEA Female ¢ esutls tn Deaf), e i (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
EU-EC 21 Professional Years Condition) - n/a - Intramuscular])
10011345357
click or scan |;
2022-01- |Healthcare 18-64 . SPIKEVAX [COVID-19 MRNA VACCI.NE.
1029 : EEA Male  [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- 21 Professional Years
10011345315 [n/a- n/a - n/al)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |: W Non
q 1030 A (2022-01- Healthcare EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S-n/a-n/a-[1d-
S EU-EC- 21 . Years Caused/Prolonged Hospitalisation), Respiratory tract infection (n/a - Unknown - Caused/Prolonged Hospitalisation) n/a - n/aj)
) 55 Professional
8 10011345253 :
1
(=] .
3 dlick or scan | 1 : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B A (2022-01- (Healthcare 18-64 Headache (n/a - Unknown - ), Lip oedema (n/a - Fatal - Results in Death, Life Threatening), Myalgia (n/a - Unknown - ),
a (1031 : Non EEA Female X oF . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
- EU-EC- 21 Professional Years Pyrexia (n/a - Unknown - ), Skin induration (n/a - Unknown - )
£ n/a - Intramuscular])
3 10011345228
[2]
=t
g_ Asthenia (10d - Fatal - Results in Death, Other Medically Important Condition), Chest discomfort (10d - Fatal - Results
2 in Death, Other Medically Important Condition), Cough (10d - Fatal - Results in Death, Other Medically Important
8 click or scan | Condition), Death (0d - Fatal - Results in Death, Other Medically Important Condition), Dizziness (10d - Fatal - Results
' 2022-01- Non 18-64 in Death, Other Medically Important Condition), Hyperhidrosis (10d - Fatal - Results in Death, Other Medically SPIKEVAX [COVID-19 MRNA VACCINE
1032 Healthcare EEA Male . o . R " o MODERNA (CX-024414)] (S- COVID-19
EU-EC- 21 Professional Years Tmportant Condition), Myocardial infarction (0d - Fatal - Results in Death, Other Medically Important Condition), immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
) 10011345182 Myocardial ischaemia (0d - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (10d - Fatal - Results
8 in Death, Other Medically Important Condition), Rhinorrhoea (10d - Fatal - Results in Death, Other Medically Important
S Condition)
3 :
'§ lick or scan |, 2022-01- Non More Asthenia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Condition aggravated (n/a - Not COMIRNATY [TOZINAMERAN] (S- COVID-19
w1033 EU-EC- 51 Healthcare EEA than 85 |Female |Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Lung disorder (n/a immunisation - n/a - [n/a - 1 {DF} - n/a])
&’ 10011345121 y Professional Years - Not Recovered/Not Resolved - Other Medically Important Condition)
5
g
g clidcorsen | : 2022-01-|Healthcare 18-64 VAXZEVRIA [COVID-19 VA AST A
—=|1034| g h 51 P . Non EEA Male  |Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
S -EC- rofessional Years - /a - Intramuscular])
o) 10011345092
=
g Arthralgia (2mo - Unknown - Life Threatening), Asthenia (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death, [\AXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5 . Other Medically Important Condition), Dermatomyositis (6mo - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
2 click or scan |; £ Non Hospitalisation), Dysphagia (1/a - Unknown - ), Dyspnoea exertional (n/a - Unknown - ), Eye swelling (n/a - Unknown - ), |. Dose not changed - [53d - n/a - Intravenous (not
%;?)‘ 1035 pugc - %?22'01' Healthcare Non EEA ?{'Sﬁs Female |Immobile (2mo - Unknown - ),-Incorrect dose administered (n/a - Unknown - ), Incorrect route of product ‘administrat-ion (n/aotherwise specified)]), VAXZEVRIA [COVID-19
3 1001 1'3452)91 Professional cars - Unknown - ), Motor dysfunction (n/a - Unknown - ‘), Muscular weakness (n/a - Unquowp - Life Threatening), Myalgia (n/a - | VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
= Unknown - ), Myopathy (n/a - Unknown - ), Myositis (n/a - Unknown - ), Post vaccination syndrome (2mo - Unknown - ), |(S- n/a - Dose not changed - [23d - n/a -
é Rash erythematous (n/a - Unknown - ) Intramuscular])
% Contusion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death
£ (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Erythema (n/a -
£ click or scan . Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hyponatraemia (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
a 1036 2l (2022-01- (Healthcare EEA 18-64 Male Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Oedema peripheral (n/a |immunisation - n/a - [n/a - 1{DF} - Intramuscular]),
E EU-EC- 21 Professional Years - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Platelet count COMIRNATY [TOZINAMERAN] (S - COVID-19
2 10011345068 decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), immunisation - n/a - [n/a - 1{DF} - n/a])
3 Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
g Condition)
o click or scan 3 :
31 |2022-01-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
1037|  puEc B2 21 Professional EEA Years Male |Cardiac death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10011345052,
click or scan |: -
1038 12022-01- | Healthcare Non EEA 65-85 Female Cough (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Interstitial lung disease (n/a - Fatal - Results in Death, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional Years Medically Important Condition), Pyrexia (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/a])
10011344910
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan | B Asphyxia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac failure (n/a -
e F b Non Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, ME
g 1039 poee 3(1)22-01- Healthcare ~ [EEA ?{zﬁ: Male  |Other Medically Important Condition), Decreased appetite (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), Fatigue (n/a - mﬁgggﬁ [Ilcgzamlicablz/-\ﬁ] d(-SI;/S-)X;]))-w
o Professional Unknown - ), Pyrexia (n/a - Unknown - ), Urinary retention (n/a - Unknown - Other Medically Important Condition), PP
8 10011344896 Vomiti
> omiting (n/a - Unknown - )
8_ Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
% click or scan |: More Castleman's disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
a 1040 221 (2022-01-|Healthcare Non FEA  |than 85 |Male Condition), Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- 21 Professional Vears Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - n/a - n/a])
g 10011344859 Hospitalisation, Other Medically Important Condition), Respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged
%_ Hospitalisation, Other Medically Important Condition)
= click or scan |+ _ Cardiomyopathy (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Coronary artery
E. 4 12022-01- Non 18-64 disease (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (0d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
g 1041 pyEc 21 Healthcare — |EEA Years |MA€  |Headache (n/a - Fatal - Results in Death, Life Threatening), Myocardial ischacmia (1v/a - Fatal - Results in Death, Other |immunisation - n/a - [n/a - 1{DF} - n/a])
H 10011344674 Professional Medically Important Condition)
8 .
= click or scan | = . Non COVID-19 VACCINE (AD26.COV2-S
3 F A 2022-01- 18-64 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
> - - ..
g 1042 EU-EC- 51 E;Ocagssciirga] EEA Vears Female |Death (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S- Immunisation - Not
T 10011344638 applicable - [n/a - n/a - Unknown])
u
5 click or scan |; L More
3 1043 2 |2022-01-|Healthcare EEA than 85 [Male Death (0d - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
% EU-EC- 21 Professional v, Other Medically Important Condition) - n/a-n/a])
af 10011344356 ; cans
g Acute kidney injury (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
g click or scan |; - Non Important Condition), Atrial fibrillation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
% 1044 o (2022-01- Healthcare EEA Not Male Hospitalisation, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
5 EU-EC- L, (21 Professional Specified Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Life - n/a- n/a])
<) 10011344229 i Threatening, Other Medically Important Condition), Hypotension (n/a - Fatal - Results in Death, Life Threatening, Other
%_:) Medically Important Condition)
>
© : b
= dlick or sem | % |5022.01Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1045 : Non EEA Female |Severe acute respiratory syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
w EU-EC- 21 Professional Years na - Intramuscular])
% 10011344208 -
E dlick or scan Arrhythmia (4d - Fatal - Results in Death, Other Medically Important Condition), Death (0d - Fatal - Results in Death),
B el F il Non Gastrointestinal disorder (22d - Fatal - Results in Death, Other Medically Important Condition), Immune system disorder
g 1046 EU-EC- 5(1)22-01- Healthcare EEA gseﬁ: Female |(33d- Fatal - Results in Death, Other Medically Important Condition), Neoplasm malignant (42d - Fatal - Results in E?/I;/J_HI{]/I\;]A;TY [TOZINAMERAN] (S-n/a- n/a- [n/a
o 10011344117 Professional Death, Other Medically Important Condition), Skin disorder (42d - Fatal - Results in Death, Other Medically Important
% Condition), Tachycardia (4d - Fatal - Results in Death, Other Medically Important Condition)
g dlick or sean | 05 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1047 . . Non EEA Female |Carotid artery thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- L3121 Professional Years na - Intramuscular])
10011344069 ]
click or scan |; T Non
1048 i [2022-01- | ealtheare  |EEA 0585 |\ ale Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 21 fessi Years - n/a - n/a])
10011343878| : Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011344229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011344208&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011344117&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011344069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011343878&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
N lick or sean |3 0 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
N11049 : Non EEA Male  |Cough (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
S EU-EC- 21 Professional Years - n/a - Intramuscular])
g' 10011343670
8
% lick or scan 2022-01- |Healthcare Not Not Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly, gﬁ[ E)I[QO)WDI?I\;?\/IM\I A \X%Nﬁé%%m A
01050 . on . . er cally Important Condition), Sti a - Fatal - Results in Death, rolon ospitalisation, . I
pul EU-EC- 21 Professional Non EEA Specified Specified gl:l rl:ﬁz(lﬂ Axlllorrllal Other(li?le:iiiic;ll ISt'l(l)l;l;[r;I}llt (n;)n dil:ionl) Caused/Prol Hospitalisati (CX-024414)] (S- COVID-19 immunisation - Not
3 10011343514 £ Y, v imp applicable - [n/a - 1 {DF} - Transplacental])
[2]
=
§- click or scan |; L SPIKEVAX [COVID-19 MRNA VACCINE
—§ 1051 BU-EC- ;) 3?22-01- ?:(?tlgslsciz(i)rgal Non EEA gzﬁ: Female [Stevens-Johnson syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition) m@ﬁd&iﬁ;?m(i)l;grs)licl;{)(l)imgnl/]idlf?erF} )
g 10011343275 Unknown])
% click or scan | ==
= -01-|Healthcare ot t a - Fatal - Results in Death), Immunisation (n/a - Fatal - Results in Death), Movement disorder (n/a - oW -
5| 1052 2022-01-|Health Non EEA N Female Death (n/a - Fatal i I isation (n/a - Fatal i M disorder (n/a - Unkny TOZINAMERAN [TOZINAME! S- COVID-19
% EU-EC- 21 Professional Specified -), Myelitis transverse (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
= 10011342932
>
]
4] click or scan |;
5 -01- thcare spnoea (n/a - Fatal - Results in Death), exia (n/a - Fatal - Results in Death), -2 test positive (n/a - Fatal -|. .. . B
oo} EU-EC- 21 Professional Vears Results in Death) Intramuscular]) -
% 10011342586,
o
= click or scan | = ! Acute kidney injury (31d - Fatal - Results in Death), Coagulopathy (31d - Fatal - Results in Death), Dysphagia (31d -
g 1 12022-01- |Healthcare 18-64 Fatal - Results in Death), Fungal sepsis (31d - Fatal - Results in Death), Haemoglobinuria (31d - Fatal - Results in COMIRNATY [TOZINA_‘MERAN] (S- COVID-19
E[19%4 | pupc 21 Professional | LA Vears |Male  |Death), Hemiparesis (31d - Fatal - Results in Death), Tschaemic stroke (31d - Fatal - Results in Death), Pancytopenia llmmmlsatllj)n - Not applicable - [n/a - n/a -
g 10011342001 (31d- Fatal - Results in Death), Speech disorder (31d - Fatal - Results in Death) ntramuscular])
=)
e}
% click or scan | it = COVID-19 VACCINE ASTRAZENECA (CHADOX1
> 1055 2022-01- |Healthcare Non EEA 18-64 Female Abortion (n/a - Fatal - Results in Death, Life Threatening), Maternal exposure during pregnancy (n/a - Unknown - Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] EU-EC- |20 Professional Years Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 10011341483 n/a - Intramuscular])
e} . [ Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
E lick or scan i 5022-01- Non 18-64 Condition), Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling, Other gx 3—)1[9 GI\SISE? IXI?\&IRJNBII\E\X%%NQ(()%ERN A
< [ 1056 EU-EC- o, 50 Healthcare ~ [Non EEA Vears Female |Medically Important Condition), Pulmonary thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
E_ 10011341266 : Professional Hospitalisation, Disabling, Other Medically Important Condition), Transient ischaemic attack (4d - Recovered/Resolved - applicable - [1d- 1 {DF} - Unknown])
= Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) PP
z click or scan | i More
B il |2022-01-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - ) . S .
g 1057 EU-EC- 20 Professional EEA $$§5 Female |Sudden death (n/a - Fatal - Results In Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
¢} 10011340498
dlick or sean 5022-01- Non 65-85 Depressed level of consciousness (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), COMIRNATY [TOZINAMERAN] (S- COVID-19
1058 EU-EC- 50 Healthcare EEA Vears Male  [Disorganised speech (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - immunisation - Not applicable - [1va - 1{DF} - n/a])
10011340339 Professional Results in Death, Caused/Prolonged Hospitalisation) PP
click or scan |3
1059 pupce ; 3822'01' Ef(?g;;f;al EEA ;”{zﬁ: Female |Creutzfeldt-Jakob discase (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) _ng’l_ﬂfvlifﬁw [TOZINAMERAN] (S-n/a - n/a - [/a
10011340214 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011343670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011343514&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011343275&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011342932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011342586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011342001&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011341483&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011341266&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011340498&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011340339&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011340214&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal -
. Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged CCINE RAZE CHADO
g dlick or sean 2022-01- | Healthcare 18-64 Hospitalisation), Intracranial pressure increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other I(\:IOC:)/[\]/?-IIQQ) EgovmwA \iCCINENEg{}R(AZENEC)S
m 1060 EU-EC- o, 9 Professional Non EEA Vears Female |Medically Important Condition), Oral herpes (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Petechiae (CHADOX1 NCOV-19)] (S- Immunisation - Unknown
Q 10011340103 . (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in - [/a - n/a - Intramuscular])
8 Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Fatal - Results
% in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
(a) .
El lick or scan ; Arterial occlusive disease (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Gait ~ |COMIRNATY [TOZINAME! S- COVID-19
3 i |2022-01-|Healthcare 18-64
¢i| 1061 EU-EC- o 20 Professional EEA Years Male |disturbance (n/a - Unknown - ), Pain in extremity (n/a - Unknown - Other Medically Important Condition), Sudden death (n/a |immunisation - Not applicable - [n/a - 1{DF} -
%_ 10011339877 - Fatal - Results in Death) Intramuscular])
i click or scan |z 3.3 Non COVID-19 MRNA VACCINE MODERNA (CX-
£ (2022-01- Not Not . . 024414) [COVID-19 MRNA VACCINE MODERNA
X . . - -), Sudden - - Results in Death)
% 1062 EU-EC- L] T 50 Ereji‘gslscif;al Non EEA Specified Specified Fatigue (n/a - Unknown - ) death (n/a - Fatal - Results in Death (CX-024414)] (S- Product used for unknown
% 10011339641 ; indication - Unknown - [n/a - 1{DF} - Unknown])
‘c;f click or scan | ; : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
S i (2022-01- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - Results in Death), Sudden - - Results in Death) CHADO . o
E 1063 EU-EC- 0 E;Ocagslsciirga] EEA Vears Female |Diplegia (n/a - Fatal - Results in Death death (n/a - Fatal - Results in Death ( X1 NCOV-19)] (S- COVID-19 immunisation
@ 10011339605 : - Not applicable - [n/a - 1 {DF} - Intramuscular])
(8]
3
click or scan |;
1 1 2022-01- E"“] . Non EEA “}’1““685 oo |COVID-19 (n/a - Fatal - Resaults in Death, Other Medically Important Conition). Drug incffective (a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
a EU-EC- 20 Pfjfgssciffa] on ;:;S €male | peath, Other Medically Important Condition), Hypernatracmia (1v/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
S 10011339396,
[}
= i ! :
& a— % 12022-01- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5| 1065 BU-EC- 20 Professional Non EEA Years Male [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
% 10011339007 : - /a - Intramuscular)
>
g click or scan | ; : Non
% 1066 i (2022-01- Healthcare EFA 18-64 Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypertensive crisis (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
w EU-EC- | 2% 20 Professional Years Unknown - Other Medically Important Condition) immunisation - n/a - [n/a - 1{DF} - n/a])
a 10011338898
T
£
_Sm_ click or scan | i 1
=2 =i | 2022-01- | Healthcare 18-64 o . . COMIRNATY [TOZINAMERAN] (S- COVID-19
E -EC- rofession: ears ) TR immunisation - n/a - [n/a - - Intramuscular
£11067 EU-EC 50 Professional EEA Y Male  [Myocardial infarction (n/a - Fatal - Results in Death) wa-n/a-1DF -1 g
> 10011338891
3
gol
8 dlick or scan |; More
Ol 1068 2022-01-|Healthcare —|p than 85 [Female |SARS.CoV-2 test negative (na - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 20 Professional Vears n/a- [n/a - n/a - n/aJ)
10011338543
click or scan | ; L Non COVID-19 VACCINE (AD26.COV2-S
1069 1i (2022-01- Healthcare EEA 18-64 Female Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhagic stroke (n/a - Unknown - Results |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 20 Professional Years in Death, Caused/Prolonged Hospitalisation) JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
10011338458 olessiona applicable - [1/a - n/a - Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011340103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011339877&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011339641&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011339605&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011339396&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011339007&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011338898&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011338891&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011338543&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011338458&_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
click or scan |; b Non
IN] i 12022-01- 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
N - Unknown -
S 1070 EUEC |8t 20 lf)llﬁgsl;:iirgal EEA Vears Male  |Death (n/a own - Other Medically Important Condition) a - [/a - n/a - n/a])
I 10011338446 28
S 5
B -
@ click or scan | ;= Non
© 2022-01- Not . . COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - . Nl .
% 1071 EU-EC- b0 Erejg;;irga] EEA Specified Female |Arterial rupture (n/a - Fatal - Results in Death) mumisation - Not applicable - [/a - 1/a - n/al)
10011337803
7]
£
g_ Anaemia (n/a - Fatal - Results in Death), Anaemia (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Blood iron increased
o a- own - ), Chest pain (n/a - own - ), Chronic obstructive pulmonary disease (n/a - own - ), ess (n/a -
< n/a - Unkng Ch in (n/a - Unkn ), Chronic obstructive pulm it n/a - Unkne Dizziness (1/:
8 Unknown - ), Dyspnoea (n/a - Unknown - ), Haematocrit decreased (n/a - Unknown - ), Haemoglobin decreased (n/a -
g click or scan || % Unknown - ), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Lower respiratory tract infection (n/a - Fatal -
e More Results in Death), Mean cell haemoglobin concentration decreased (n/a - Unknown - ), Mean cell volume increased (n/a - ME
g|1072 EU-EC- 5822-01- E:jgsl:i?)rg al Non EEA  |than 85 [Male  |Unknown - ), Monocyte count increased (n/a - Unknown - ), Pain (n/a - Unknown - ), Platelet count decreased (n/a - mgﬁgﬁ ggilNlicable I n/] g ;]/(2\:]1/1;]—)19
IS 10011337798 Years Unknown - ), Productive cough (n/a - Unknown - ), Red blood cell count decreased (n/a - Unknown - ), Red blood cell PP
=) sedimentation rate increased (n/a - Unknown - ), Red cell distribution width increased (n/a - Unknown - ), Renal impairment
3 (n/a - Fatal - Results in Death), Reticulocyte count decreased (n/a - Unknown - ), Serum ferritin increased (n/a - Unknown -
5 ), Swelling (n/a - Unknown - Caused/Prolonged Hospitalisation), Underweight (n/a - Unknown - ), White blood cell count
@ decreased (n/a - Unknown - )
g COMIRNATY [TOZINAMERAN] (S- n/a - Not
5 applicable - [n/a - n/a - n/a]), COVID-19 VACCINE
ﬁ click or scan |; ke More ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
® 4 2022-01- | Healthcare e . . 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
; - - .
=} 1073 BU-EC- 0 Professional Non EEA gl;:anr S85 Female [Hypersensitivity pneumonitis (n/a - Fatal - Results in Death) (S- n/a - Not applicable - [/a - /a - Intramuscular]),
o) 10011337624 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
o (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
% - n/a - Intramuscular])
5 COMIRNATY [TOZINAMERAN] (S- n/a - Not
<) applicable - [n/a - n/a - n/a]), COVID-19 VACCINE
%_;) click or scan | ; More ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19
> 24 (2022-01- [Healthcare . .. . VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
T 1074 puRc 20 Professional | o™ FEA g?::rfs Female |Hypersensitivity pneumonitis (n/a - Fatal - Results in Death) (S- n/a - Not applicable - [n/a - n/a - Intramuscular]),
% 10011337624 i VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
® (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
% - n/a - Intramuscular])
< lick XZE CCINE ASTRAZENE
= click or scan |
B 2022-01- Non Not Not Foetal death (n/a - Fatal - Results in Death, Other Medically Important Condition), Foetal exposure during pregnancy (n/a - V. VRIA [COVID-19 VA AST CA
211075 Healthcare Non EEA . . ’ » (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
= EU-EC- 20 : Specified Specified Unknown - Other Medically Important Condition)
-; 10011337622 o Professional [n/a - n/a - Transplacental])
3
B click or scan || 1 Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Fatal - Results in
8 — : 01 g Death, Caused/Prolonged Hospitalisation), noea (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),  |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
g Gl [2022-01-Healthcare 18-64 P Sp s
O 1076 | piypc 50 Professional | EEA |5, |Male  |Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011337410 Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) 1n/a - Intramuscular])
click or scan | = X7 CCINE RAZENEC
2022-01- Healthcare 18-64 . V. EVRIA [COVID-19 VA AST A
1077 EU-EC- 50 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011337394 wa - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011338446&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337798&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337624&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337624&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337622&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337394&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |: COVID-19 VACCINE ASTRAZENECA (CHADOX1
q 1078 2022-01-|Healthcare Non EEA Not Not COVID-19 (n/a - Not Recovered/Not Resolved - Disabling, Other Medically Important Condition), Drug ineffective (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- L3 |20 Professional Specified Specified Fatal - Results in Death, Disabling, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
g' 10011337385/ & ‘o - Unknown - [1d - n/a - Intramuscular])
8 4
B dlick or sean | 5022-01.|Heattheare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q1079 . Non EEA  |than 85 |Female |Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
- EU-EC- 20 Professional Years - /a - Intramuscular])
3 10011337370
1("_‘)
8 Jick -
g ceorsn 5022-01.|Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
21080 . Non EEA  [than 85 |Female |Dyspnoea (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
: EU-EC- 20 Professional Vear - n/a - Intramuscular])
g 10011337366 ; cars s
% click or scan | Chest pain (n/a - Unknown - Other Medically Important Condition), Dyspnoea exertional (n/a - Unknown - Other Medically |COVID-19 VACCINE ASTRAZENECA (CHADOX1
S| 1081 2022-01- |Healthcare Non EEA 18-64 Male Important Condition), Influenza like illness (n/a - Unknown - Other Medically Important Condition), Pulmonary embolism  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- 20 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition), Pulmonary thrombosis (n/a - Unknown - Other (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
%’ 10011337361 i Medically Important Condition) - n/a - Intramuscular])
>
m
@ click or scan | ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 2022-01- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5
R - :
3 1082 EU-EC- 50 Ef;]vg;;ifal Non EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
% 10011337358 - n/a - Intramuscular])
o
_g lick or sean - s VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
El1083| EUEC -O1-Healtheare g ppa (1804 ypie |cOVID-19 (w/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% e |20 Professional Years n/a - Intramuscular])
o 10011337353
%”
> click or scan | B
g 2022-01-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
1084 : Non EEA Female |Cardiac discomfort (n/a - Fatal - Results in Death), Gallbladder enlargement (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 20 Professional Years Intramuscular])
g 10011337327 ;i
E Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Atypical
£ mycobacterial infection (n/a - Unknown - Other Medically Important Condition), C-reactive protein increased (n/a -
g . Unknown - Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically
£ dlick or sean |, Important Condition), Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown
= 01- ~ , - - E - - AME R
5[ 1085 EU-EC- : 5822 ol Ereg:‘gslsci?)rrfal Non EEA ?(?: ﬁ: Female |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Neutrophil count increased (n/a - Unknown - mﬁjﬁgg ggimlicablw d(_S n/g—)nw/;]ilg
% 10011336832] i Caused/Prolonged Hospitalisation), Pleural effusion (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - PP
e Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia bacterial
< n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged
Is) y Imp Yl 2o
Hospitalisation)
Cerebral thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gastrointestinal necrosis (n/a - Fatal
et - Results in Death, Caused/Prolonged Hospitalisation), Haemoperitoneum (3d - Fatal - Results in Death), Intracardiac
click or scan | ; ; thrombus (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ischaemia (3d - Fatal - Results in Death), X7 CCINE RAZENE
k2% 2022-01- |Healthcare 18-64 Multiple organ dysfunction syndrome (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), VAXZEVRIA [COVID-19 VA ASF ; .CA
1086 X : EEA Male . . " T (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- o (20 Professional Years Portosplenomesenteric venous thrombosis (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary ~ |* Not applicable - [n/a - .5mL_ - Intramuscular])
10011336343 : thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal artery thrombosis (n/a - Fatal - PP .
Results in Death, Caused/Prolonged Hospitalisation), Splenomegaly (3d - Fatal - Results in Death), Thrombocytopenia
(3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337385&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337366&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337361&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337358&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337353&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011337327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011336832&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011336343&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |:
; Non
N a1 (2022-01- 65-85 . . e . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N - - - - . . . .
S 1087 EU-EC- 20 Hea]thqare Non EEA Vears Male  [Abdominal discomfort (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
) x Professional
N 10011336024
8
9 click or scan | = COVID-19 MRNA VACCINE MODERNA (CX-
g 1088 2022-01- |Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
— -EC- rotession: ears Results in Death er Medic: mportant Condition - - immunisation - Not
EU-EC 20 Professional Y Other Medically Imp Conditi (CX-024414)] (S- COVID-19 i isation - N
§ 10011335772 applicable - [n/a - 1{DF} - Unknown])
=
§- click or scan |; More SPIKEVAX [COVID-19 MRNA VACCINE
= 2022-01-|Healthcare . . . . MODERNA (CX-024414)] (S- Product used for
: Omin - - N Omin - - Lo .
B[ 1089 BU-EC- 50 Professional Non EEA 3}:;585 Male  |Dyspnoea (3 Fatal - Results in Death), Mouth haemorrhage (3 Fatal - Results in Death) unknown indication - Not applicable - [n/a - 1 {DF} -
% 10011335728 i Unknown])
3 Balance disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Brain stem haemorrhage (n/a - Fatal - Results in
a Death, Tolon; ospitalisation), Ing sensation (n/a - own - Caused/Prolon; ospitalisation), Chest pain
8 Caused/Prol Hospitalisation), Burning ion (n/a - Unkny Caused/Prolonged Hospitalisation), Chest pai
k=] click or scan | a- oWn - rolon; ospitalisation), Choki a- oWn - rolon; ospitalisation), agia
lick Non More n/a - Unkng Caused/Prol Hospitali Choking (n/a - Unkn Caused/Prol Hospitali sphagi
3 1090 2022-01- Healthcare Non EEA  |than 85 |Male (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Fall (n/a | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
'§ EU-EC- % 20 Professional Vears - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Haemorrhage |immunisation - Not applicable - [1d - n/a - n/a])
w 10011335378/ = (n/a - Unknown - Caused/Prolonged Hospitalisation), Inappropriate schedule of product administration (n/a - Unknown - ),
3 scomfort (n/a - own - rolon, ospitalisation), Pain in extremit a- own - Caused/Prolon;
8 Limb discomfort (n/a - Unkn Caused/Prol Hospitalisation), Pain i ity (n/a - Unkn Caused/Prolonged
g Hospitalisation)
% click or scan | el
a 1091 2022-01- Healthcare Non EEA 65-85 Female Cyanosis (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S - COVID-19
g EU-EC- 20 Professional Years Hospitalisation), Pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Tachycardia (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
ol 10011335339
click or scan | ; ;
5 _— ! Non
I3 ey (2022-01- 18-64 .. . o TOZINAMERAN [TOZINAMERAN] (S- COVID-19
o R -
1092 EU-EC- & 20 Healthc_are Non EEA Years Female [Myocarditis (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
; Professional
2 10011335296
©
c
é dlick or scan | 5022.01|Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
% 1093 EU-EC- 50 Professional EEA Vears Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening) irrrlltr;lalirnl:!s;tllﬁ)arrl]-) Drug withdrawn - [n/a - 1{DF} -
£ 10011334975
P < T VRN
= dlick or sean = Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 /A VACCINE MODERNA (CX-
k= A |2022-01-|Healthcare 65-85 7. ; i . o 024414) [COVID-19 MRNA VACCINE MODERNA
(1094 EU-EC- x 20 Professional Non EEA Years Male - |Important Condition), COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), (CX-024414)] (S- COVID-19 immunisation - Not
2 Vaccine induced antibody absent (n/a - Unknown - ) .
3 10011334314 applicable - [n/a - 1{DF} - Unknown])
B
O

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011336024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011335772&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011335728&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011335378&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011335339&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011335296&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011334975&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011334314&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
COMIRNATY [TOZINAMERAN] (S - Prophylaxis -
« Not applicable - [n/a - n/a - Unknown]), [A/HONG
o KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
m KONG4801/2014, X-263B), B/BRISBANE/60/2008-
g LIKE STRAIN (B/BRISBANE/60/2008, WILD
c lick or scan |5 A Non Chronic obstructive pulmonary disease (n/a - Not Recovered/Not Resolved - ), Cough (n/a - Not Recovered/Not Resolved - ), TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09-
| 1095 202201y oltheare [NonEEA |28 |Female Dyspnoea (n/a - Not Recovered/Not Resolved - ), Pneumonia (3d - Fatal - Results in Death, Other Medically Important DERIVED STRAIN USED (NYMC X- 181), ATHONG
o EU-EC- 20 Professional Years Condition) ? KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
= 10011334148 KONG4801/2014, X-263B), B/BRISBANE/60/2008-
§ LIKE STRAIN (B/BRISBANE/60/2008, WILD
5 TYPE), AMICHIGAN/45/2015 (HIN1)PDMO9-LIKE;
o STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
-‘é INFLUENZA VACCINE] (S - Prophylaxis - Not
: applicable - [n/a - n/a - Unknown])
% dlick or scan 0 |022-01. Health 1864 Brain hypoxia (n/a - Fatal - Results in Death), Brain injury (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal = | () non s S-na-wa-1d
§[10% | tupc ; 20 e Profcssciirrfal EEA Ye_a.rs Female |Results in Death), Diabetic ketoacidosis (n/a - Fatal - Results in Death), SARS-CoV-2 test negative (n/a - Fatal - Results | - " Intramusc{\lar]) RAN] (S-n/a-n/a- [1d-
= 10011333277 in Death), Type 1 diabetes mellitus (n/a - Fatal - Results in Death)
g
I dlick or sean | SPIKEVAX [COVID-19 MRNA VACCINE
LaL; 1097 2022-01- Healthcare EEA 18-64 Male Aortic dissection rupture (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Myocarditis (n/a - MODERN A[(CX—OZ 4414)] (S-n/a- n/a- [n/a- n/a -
&) EU-EC- 20 Professional Years Fatal - Results in Death), Pericardial haemorrhage (n/a - Fatal - Results in Death)
3 10011333112 wa)
©
§ click or scan | : Non
g 1008 i (2022-01- Healthcare Non EEA Not Male Death (n/a - Fatal - Results in Death, Disabling), Face and mouth X-ray (n/a - Fatal - Results in Death, Disabling), Feeling| COMIRNATY [TOZINAMERAN] (S - COVID-19
5 EU-EC- L3 |20 Professional Specified hot (n/a - Fatal - Results in Death, Disabling), Immunisation (n/a - Fatal - Results in Death, Disabling) immunisation - Not applicable - [1d - n/a - n/a])
= 10011333066 ]
é Abdominal distension (n/a - Unknown - Caused/Prolonged Hospitalisation), Acute disseminated encephalomyelitis (n/a - Fatal
S - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Altered
%_;) state of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
% Condition), Brain stem syndrome (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Fatal -
c Results in Death, Other Medically Important Condition), Chills (n/a - Unknown - Caused/Prolonged Hospitalisation),
% Communication disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown -
® Caused/Prolonged Hospitalisation), Deep vein thrombosis (n/a - Unknown - Other Medically Important Condition), Device
% related infection (n/a - Unknown - Other Medically Important Condition), Disseminated intravascular coagulation (n/a - Fatal
£ - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dysuria
= (n/a - Unknown - Caused/Prolonged Hospitalisation), Feeding disorder (n/a - Unknown - Caused/Prolonged Hospitalisation),
fé’_ click or scan || Fibrin D dimer increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Gastrointestinal sounds abnormal (n/a -
=z E—— 2022-01-|Healthcare 18-64 Unknown - ), Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hiccups (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
2( 1099 EU-EC- 50 Professional Non EEA Vears Male  [Results in Death, Caused/Prolonged Hospitalisation), Hyperthermia (n/a - Fatal - Results in Death, Life Threatening, immunisation - Not applicable - [1d - n/a -
B 10011332997 Caused/Prolonged Hospitalisation), Hyponatraemia (n/a - Unknown - ), Hypotension (n/a - Unknown - ), Ileus paralytic (n/a - |Intramuscular])
g Unknown - Other Medically Important Condition), Immune-mediated encephalitis (n/a - Fatal - Results in Death, Life
5 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Liver disorder (n/a - Unknown - ),
Logorrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Mobility decreased (n/a - Unknown - ), Multiple organ
dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Nausea (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Unknown - ), Pain (n/a -
Unknown - ), Pneumonia (n/a - Unknown - Other Medically Important Condition), Pneumonia aspiration (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pollakiuria (n/a - Unknown - Caused/Prolonged
Hospitalisation), Prostatitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Renal disorder (n/a - Unknown - ), Respiration abnormal (n/a - Unknown - ), Sepsis (n/a -
Unknown - Other Medically Important Condition), Sinus tachycardia (n/a - Unknown - ), Tachycardia (n/a - Unknown - ),
Urinary retention (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011334148&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011333277&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011333112&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011333066&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011332997&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber DZ::lp Qualification lfergulatory Group ex Route])
Purposes
click or scan |: : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
q 1100 i2022-01- Healthcare Non EEA Not Male Cerebrovascular accident (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
S EU-EC- L3 |20 Professional Specified Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
I 10011332770 : Unknown])
=)
8_ click or scan Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (1d - Fatal - Results in
L B NMET Death, Other Medically Important Condition), Coronary artery disease (n/a - Fatal - Results in Death, Other Medically
ks -01- - === 4 AMERAN] (S-
af1101 EU-EC- 5822 o1 Eﬁte};;zrg Al EEA ?('Se ﬁ: Female |Important Condition), Death (0d - Fatal - Results in Death, Other Medically Important Condition), Diarrhoea (1d - Fatal - mﬁﬁgﬁ Elj;S—Z[IEa - n/a- Intr(asmu(s:ccl)ll\fr]]})lg
g 10011332579 Results in Death, Other Medically Important Condition), Vomiting (1d - Fatal - Results in Death, Other Medically
%] mportant Condition,
g I Conditi
g_ Arterial thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Brain death (n/a - Fatal -
= Results in Death, Caused/Prolonged Hospitalisation), Cerebral artery occlusion (n/a - Unknown - Results in Death,
8 click or scan |: i Caused/Prolonged Hospitalisation), Cerebral artery thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged COVID-19 VACCINE (AD26.COV2-S
1102 il (2022-01- Healthcare EEA 18-64 Female Hospitalisation), Cerebral ischaemia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Renal infarct ~|[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
-EC- rotessional ears a- own - Results in Death, Caused/Prolonged Hospitalisation), Superior sagittal sinus thrombosis (n/a - oW - . . - Immunisation - Not
EU-EG 20 Professional Ye n/a - Unkn i Caused/Prolonged Hospitalisati i jttal sinus thrombosis (n/a - Unkny JANSSEN (AD26.COV2 S-T1 isation - N
) 10011332488 Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged |applicable - [n/a - n/a - Unknown])
IS Hospitalisation), Thrombosis with thrombocytopenia syndrome (n/a - Unknown - Results in Death, Caused/Prolonged
=) Hospitalisation), Transverse sinus thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)
>
= . . . . . .
i click or scan |: Abdominal pain (10d - Recovered/Resolved - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, MRN CCINE
E 1103 2022-01- E(e):lthcare EEA 65-85 Female Other Medically Important Condition), Fatigue (10d - Recovered/Resolved - Other Medically Important Condition), ﬁéﬁm[&g\%};}g ] (SI}J?_ wa - [n/a- 1 {DF}
@ EU-EC- 20 Professional Years Myocardial infarction (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other - Tntramuscular])
g 10011332370 Medically Important Condition), Pain in extremity (10d - Recovered/Resolved - Other Medically Important Condition)
3
click or scan | irculatory collapse (n/a - Fatal - Results in Death rolon, ospitalisation), a - Fatal - Results in -
8 lick Non Circulatory collapse (n/a - Fatal Caused/Prolonged Hospitalisation), Cough (n/a - Fatal COVID-19 MRNA VACCINE MODERNA (CX:
a 1104 2022-01- Healthcare Non EEA 65-85 Male Death, Caused/Prolonged Hospitalisation), Delirium (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 20 Professional Years Empyema (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death (CX-024414)] (S- Product used for unknown
ol 10011332313 Caused/Prolonged Hospitalisation) indication - Unknown - [n/a - 1{DF} - Unknown])
=
% click or scan || COVID-19 VACCINE JANSSEN SUSPENSION FOR
< %1 12022-01- |Healthcare - Fatal - Results in Death, Caused’Prolonged Hospitalisation, er cally Important Condition), . -
5 - More COVID-19 (1d - Fatal Caused/Prolonged Hospitalisation, Other Medically I Conditi INJECTION COVID-19 VACCINE (AD26.COV2-S
oS | piEc 20 Professional | EEA than 85 |Female  |Vaccination failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) [[RECOMBINANT]) [COVID-19 VACCINE JANSSEN
%_?) 10011332274 Years (AD26.COV2.9)] (S - Immunisation - Not applicable -
%‘ [n/a - .5mL - Intramuscular])
c
% click or scan |: Non
s 2022-01- Not ) B . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
% 1106 EUEC |2 50 E:(?fl‘gslsciirga] EEA Specified Male  |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
= 10011331830
féi. click or scan | L Non More
? 1107 1 (2022-01- Health EEA than 85 |Femal Cardiac failure (n/a - Fatal - Results in Death), Cardiopulmonary failure (n/a - Fatal - Results in Death), Myocardial COMIRNATY [TOZINAMERAN] (S - Immunisation -|
2 BU-EC- 20 caheare an 8o \FEMAC infarction (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death /a- [n/a-n/a-n/a
= Professional Years
3 10011331819,
B
© dlick or sean | 05 02201 Non 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1108 EU-EC- . 20 Healthcare EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10011331814 Professional - n/a-n/a])
click or scan | ;=g L Non
1109 g [2022-00- e ltheare  |EEA 6585 I\fle  |Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 20 Professional Years n/a - [n/a-n/a-n/a])
10011331809 -

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011332770&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011332579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011332488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011332370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011332313&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011332274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331830&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331819&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331814&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331809&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |zt i Non More
1110 202201 althcare |EEA than 85 |Female |Pneumonia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
S EU-EC- x 20 . n/a- [n/a - n/a - n/aJ)
) Professional Years
8 10011331808
1
e lick or scan |;
& < B 2022-01- |Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
o111 EU-EC- 0 Professional EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
3 10011331785 Years [a-n/a-n/a)
£
Q .
R click or scan 7
-‘é 112 2022-01- Healthcare EEA Not Male Chest discomfort (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a- |COMIRNATY [TOZINAMERAN] (S - Immunisation -
: EU-EC- 20 Professional Specified Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) n/a- [n/a-n/a-n/a])
g 10011331782
g click or scan |:
E 2022-01-|Healthcare 18-64 Acute coronary syndrome (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Brain injury |SPIKEVAX [COVID-19 MRNA VACCINE
B 1113 EU-EC- o Professional EEA Vears Male  [(2d- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiac arrest (2d - Fatal - Results in |MODERNA (CX-024414)] (S - Immunisation - n/a -
3 10011331573 : Death, Life Threatening, Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
g
m
@ click or scan |;
5 2022-01- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
5
; - - , Sudden - -
3 1114 EU-EC- 50 Professional EEA Vears Male  |Chills (n/a - Fatal - Results in Death) death (n/a - Fatal - Results in Death) na - [n/a - 3{DF} - n/a])
% 10011331555
o
5 click or scan | : SPIKEVAX [COVID-19 MRNA VACCINE
o 1115 il 2022-01- Healthcare Non EEA 65-85 Male Chest discomfort (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Loss of consciousness (n/a - |MODERNA (CX-024414)] (S- Product used for
£ EU-EC- 20 Professional Years Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) unknown indication - Not applicable - [n/a - 1{DF} -
& 10011330445 Unknown])
=)
% click or scan || COVID-19 VACCINE JANSSEN SUSPENSION FOR
g — 2022-01-|Healthcare More COVID-19 (35d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), INJECTION COVID-19 VACCINE (AD26.COV2-S
= | 1116 EU-EC- 50 Professional EEA than 85 |Female |Vaccination failure (35d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important [RECOMBINANT) [COVID-19 VACCINE JANSSEN
g 10011330330 Years Condition) (AD26.COV2.9)] (S - Immunisation - Not applicable -
é [n/a - .5SmL - Intramuscular])
[a] : .
2 dlick or scan |- 8 02201 Healtheare 1864 Cardiac hypertrophy (0d - Fatal - Results in Death), Chest pain (4d - Recovered/Resolved - ), Coronary artery disease (0d - |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
<[ 1117 EU-EC- : 50 Professional EEA Vears Male  |Fatal - Results in Death), Dyspnoea (4d - Recovered/Resolved - ), Headache (4d - Recovered/Resolved - ), Myalgia (4d - (CHADOX1 NCOV-19)] (S - Immunisation - Not
E_ 10011329681 Recovered/Resolved - ), Myocardial fibrosis (0d - Fatal - Results in Death) applicable - [n/a - .5mL - Intramuscular])
£
ey click or scan |: Non
B 2022-01- 65-85 . . . . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
e 1118 EU-EC- 50 gocagslsciirgal EEA Vears Female |Cyanosis (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - 1{DF} - n/a])
(¢} 10011329581
click or scan |; L Non COMIRNATY COVID-19 MRNA VACCINE
i 2022-01- 18-64 . . . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
- - , - -
1119 EU-EC- R 120 E:jg;sciifa] EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
10011329025 ; -n/a-n/a-[n/a- n/a- Intramuscular])
click or scan | ;= More
1120 2022-01-|Healtheare g than 85 |Female |Death (0d - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 20 Professional Vears - n/a- n/a])
10011327773

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331808&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331785&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331782&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011331555&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011330445&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011330330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011329681&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011329581&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011329025&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011327773&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
N
=) click or scan Non Cytogenetic abnormality (n/a - Not Recovered/Not Resolved - Congenital Anomaly, Other Medically Important Condition),
m 121 EE 12022-01-|Healthcare Non EEA Not Not Foetal death (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition), Foetal exposure mﬂﬁgﬁ ggﬁmﬁgﬁ%@f ;]/??VID'N
g EU-EC- 20 Professional Specified Specified during pregnancy (n/a - Unknown - Congenital Anomaly), Foetal growth restriction (n/a - Unknown - Congenital Anomaly, T lacental PP
° 10011325001 Other Medically Important Condition) ransplacental])
@
®
(a)
2 click or scan | izt e Non
S a3k (2022-01- Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
) . - - X - - . el .
§ 1122 EU-EC- X0 l[;l:(?fl‘gslsciirga] Non EEA Specified Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
g 10011324946 ;
% click or scan |; Cardiac disorder (n/a - Fatal - Results in Death, Other Medically Important Condition), Immunisation (n/a - Fatal - Results
8 123 2022-01- Healthcare Non EEA 65-85 Male in Death, Other Medically Important Condition), Interchange of vaccine products (n/a - Fatal - Results in Death, Other |COMIRNATY [TOZINAMERAN] (S- COVID-19
IS EU-EG- | 20 Professional Years Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Other Medically Important Condition), immunisation - Not applicable - [1d - n/a - n/a])
k=) 10011324818 Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition)
g .
E lick or scan | 8% 02201 Healtheare Not  INog  |Abortion spontancous (n/a - Fatal - Results in Death, Other Medically Important Condition), Congenital anomaly (w/a - |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
w | 1124 EU-EC- : 20 Professional Non EEA Specified Specified Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition), Maternal exposure during pregnancy |immunisation - Not applicable - [n/a - .3mL -
g 10011324815 (n/a - Fatal - Results in Death, Congenital Anomaly, Other Medically Important Condition) Transplacental])
3
o
8 dlick or sean | : Non COMIRNATY [TOZINAMERAN] (S - COVID-19
- 2 (2022-01- Not Hydrops foetalis (n/a - Fatal - Results in Death, Other Medically Important Condition), Maternal exposure timing . P .
51125 puEc 50 Healthcare Non EEA ified Female fied " immunisation - Not applicable - [1d - n/a -
-EC- . Specifi unspecified (n/a - Fatal - Results in Death)
ks, 10011324805 ) Professional Transplacental])
£
E Bell's palsy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Blood
I click or scan I N disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in
- : on Death, Caused/Prolonged Hospitalisation), Embolism venous (81d - Fatal - Results in Death, Caused/Prolonged
%i 1126 BU-EC- " 3822-01- Hea]thqare Non EEA ?{zﬁ: Male  |Hospitalisation, Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Fatal - ﬁﬁgﬁ%&iozﬁiﬁgﬁﬁwng: S/;]\)/[D-D
B 10011324258 ; Professional Results in Death, Caused/Prolonged Hospitalisation), Lung neoplasm malignant (n/a - Fatal - Results in Death, 2
% Caused/Prolonged Hospitalisation, Other Medically Important Condition), Restless legs syndrome (n/a - Fatal - Results in
® Death, Caused/Prolonged Hospitalisation)
o
E click or scan | ; : More SPIKEVAX [COVID-19 MRNA VACCINE
S| 1127 il 12022-01-|Healthcare Non EEA  |than 85 |Female COVID-19 pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition), Respiratory failure (n/a - MODERNA (CX-024414)] (S - Product used for
@ EU-EC- 20 Professional Vears Fatal - Results in Death, Other Medically Important Condition) unknown indication - Not applicable - [n/a - 1 {DF} -
%— 10011324193 Unknown])
o
=2 click or scan . Chest pain (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important |COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 1128 2022-01- Healthcare Non EEA Not Not Condition), Myocarditis (n/a - Fatal - Results in Death), Palpitations (n/a - Unknown - Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
jod EU-EC- & (20 Professional Specified Specified Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition), Tachycardia (n/a - Unknown - Other Medically |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
© 10011324128 Important Condition) - n/a - Intramuscular])
click or scan | ; SPIKEVAX [COVID-19 MRNA VACCINE
2022-01-|Healthcare 18-64 . . - . . MODERNA (CX-024414)] (S- Product used for
: - - - ), - - ) Lo .
1129 EU-EC- A 50 Professional Non EEA Vears Female |(Ill-defined disorder (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death unknown indication - Not applicable - [r/a - 1{DF} -
10011322597 Th Unknown])
dlick or sean 5022-01 | Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1130 EU-EC- 50 Professional Non EEA Vears Female |Dyspnoea (n/a - Unknown - Life Threatening), Local reaction (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011322314 wa - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011325001&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011324946&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011324818&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011324815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011324805&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011324258&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011324193&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011324128&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011322597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011322314&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | =g} % SPIKEVAX [COVID-19 MRNA VACCINE
IN] A% (2022-01-|Healthcare 65-85 . . MODERNA (CX-024414)] (S- Product used for
N A - - Lo .
S 1131 EU-EC- B 120 Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) known indication - Not applicable - [1va - 1 {DF} -
g' 10011322292 Unknown])
8 lick
o click or scan | ; :
g 132 51 | 2022-01- | Healthcare Non EEA 18-64 Female Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (1/a - Fatal - Results in Death, (VCAH)fg(\)/)E?IAI\J[é(O)\\/{l 1%)59(8\/- Aﬁ{ﬁfﬁfﬁ(gz
- EU-EC- 20 Professional Years Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
3 10011321878 - n/a - Intramuscular])
g
§- click or scan |; X
= - a1 2022-01- | Healthcare 18-64 Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Unknown - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
"/ 1133 : Non EEA Female T (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
: EU-EC- 20 Professional Years Caused/Prolonged Hospitalisation)
g 10011321848 wa - Intramusclar])
g click or scan |
S — 2022-01- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
B| 1134 EU-EC- : 50 Professional EEA than 85 [Male  |Dyspnoea (2d - Fatal - Results in Death), SARS-CoV-2 test positive (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
3 10011321716/ % Years Intramuscular])
]
m
4] click or scan |; .
g % 2022-01- 0 More COMIRNATY [TOZINAMERAN] (S- COVID-19
al1135 : Healthcare EEA than 85 [Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death) . . .
loa} EU-EC- 20 Professional v, immunisation - Not applicable - [n/a - n/a - n/a])
e 10011321223 & o rofessional ears
o}
o
o dlick or scan | : Non Arrhythmic storm (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death), Dyspnoea (n/a - COVID- 19 MRNA VACCINE MODERNA (CX-
8| 1136 g (202200 |erlthcare [EEA 18-64 |\ ale  |Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Ventricular tachycardia (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
£ EU-EC- 20 Professional Years Death) ’ ? EE— (CX-024414)] (S- COVID-19 immunisation - Not
5 10011320643 = applicable - [n/a - 1{DF} - Intramuscular])
g
%_; click or scan |z E More
> 1137 h 2022-01-|Healthcare EEA than 85 |Female Atrial fibrillation (11d - Fatal - Results in Death), Depressed level of consciousness (11d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-EC- | &3 i (20 Professional Ischaemia (11d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
E 10011320642 ' Years
B
% click or scan | ; i More COVID-19 MRNA VACCINE MODERNA (CX-
IS 1138 21 | 2022-01-|Healthcare EEA than 85 [Male Dyspnoea (1d - Fatal - Results in Death), Pulmonary oedema (1d - Fatal - Results in Death), Respiratory failure (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
= EU-EC- A 20 Professional Vears Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
<} 10011320640 2 Unknown - [n/a - n/a - Intramuscular])
=
3 click or scan | ; i ME
B 1139 1 2022-01- Healthcare EEA 18-64 Male Cerebral haemorrhage (9d - Fatal - Results in Death), Groin pain (9d - Fatal - Results in Death), Loss of consciousness (9d mﬁﬁgﬁ ggzziINlicable I n/] E _3?n)LV{D-19
g EU-EC- 20 Professional Years - Fatal - Results in Death), Pain (9d - Fatal - Results in Death), Testicular pain (9d - Fatal - Results in Death) PP .
5 10011320639 Intramuscular])
click or scan | ; L
1140 1 (2022-01-|Healthcare EEA 65-85 Male Atrial fibrillation (1d - Fatal - Results in Death), Hyperglycaemia (1d - Fatal - Results in Death), Hyperpyrexia (1d- COMIRNATY [TOZINAMERAN] (S- n/a - Not
EU-EC- 20 Professional Years Fatal - Results in Death), Hypotension (1d - Fatal - Results in Death) applicable - [n/a - .3mL - n/a)])
10011320637,

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011322292&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011321878&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011321848&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011321716&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011321223&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320640&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320639&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320637&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient | peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
]
N
« i :
& click or som 5 |2029-01. Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
. : . I ) ) . . i . _ 3 N
r 41| pypc 0 Professional EEA Vears Female |Ventricular fibrillation (Od - Fatal - Results in Death) E’tﬁﬁgﬁaﬁ]) Not applicable - [n/a - 1{DF}
3] 10011320634
ks
(a)
3
[2]
£
g‘ dlick or scan Y : Non More
£l 1142 1 (2022-01- Healthcare EEA than 85 |Female Abdominal pain (n/a - Fatal - Results in Death), Hypothermia (n/a - Fatal - Results in Death), Retching (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
-EC- X Results in Death), Urinary retention (n/a - Fatal - Results in Death 1Immunisation - n/a - [n/a - n/a - n/a
8 EU-EC 20 Professional v, Urinary ion (n/a - Fatal i isation - n/a - [n/a - n/a - n/:
g 10011320633 OressIo cans
3 click or scan | = .
& % 2022-01-|Healthcare 65-85 _ COMIRNATY [TOZINAMERAN] (8- COVID-19
5, 1143 : EEA Female [Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
2 EU-EC- 20 Professional Years Intramuscular])
3 10011320631
g
LaL; click or scan | ; L More COVID-19 MRNA VACCINE MODERNA (CX-
€| 1144 1 (2022-01-|Healthcare EEA than 85 |Female Chills (1d - Fatal - Results in Death), Cyanosis (1d - Fatal - Results in Death), Hyperpyrexia (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
§ EU-EC- 20 Professional Vears Death) (CX-024414)] (S- COVID-19 immunisation - Not
o applicable - [n/a - - Intramuscular
10011320630 pplicable - [n/a - 1 {DF} - I ul
o}
o
g click or scan | mz% i
1 (2022-01- [Healthcare 65-85 . " . COMIRNATY [TOZINAMERAN] (S- COVID-19
[ A - - ) .
= 1145 EU-EC- 20 Professional EEA Years Female |Respiratory disorder (Od - Fatal - Results in Death prophylaxis - n/a - [n/a - .3mL - Intramuscular])
g 10011320625 ;
‘gn
%-; click or scan |; :
21146 21 2022-01- | 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
o EU-EC- 20 Professional Years - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
g 10011320615
s
% click or scan |;
2022-01-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
IS 8 Sudden - - ) .
£ 1147 EU-EC- 20 Professional EEA Years Male death (0d - Fatal - Results in Death prophylaxis - n/a - [n/a - 1{DF} - Intramuscular])
7] 10011320598
=3
= -
_'5\ click or scan | sz L
31148 i (2022-01-|Healthcare Non EEA 18-64 Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Pain (n/a - COMIRNATY [TOZINAMERAN] (S - COVID-19
g EU-ECG- | 28 3119 Professional Years Recovering/Resolving - ), Subarachnoid haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - Unknown])
= 10011319403 &
O
click or scan |; % Non
2022-01- Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - . S .
1149 EU-EC- | |o Ereallthciars | EEA Specified Male  [Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 3mL - n/a])
10011319351 olessiona
COVID-19 MRNA VACCINE MODERNA (CX-
click or scan | ;= 5 Non 024414) [COVID-19 MRNA VACCINE MODERNA
1150 i (2022-01- Healthcare EEA 18-64 Male COVID-19 immunisation (1d - Fatal - Results in Death), Cardio-respiratory arrest (1d - Fatal - Results in Death), (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 3|19 Professional Years Infarction (1d - Fatal - Results in Death) applicable - [1d - n/a - n/a]), [ENALAPRIL
10011319295 rolessiona MALEATE, HYDROCHLOROTHIAZIDE] (S-
Hypertension - Not applicable - [1472d - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320631&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320625&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011320598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011319403&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011319351&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011319295&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
q click or scan | £ '- . N ) . .
=] - 2022-01- |Health 65-85 COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory distress (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
1151 -01-|Healthcare  |EpA - Female _ : T e _ _ : ) A k
& EU-EC- AR Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
g 10011319246 Caused/Prolonged Hospitalisation)
o
[0}
8
- Drug ineffective (n/a - Fatal - Results in Death), Feeling cold (n/a - Fatal - Results in Death, Caused/Prolonged
§ Hospitalisation), Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
5 click or scan | ; Non Important Condition), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Influenza (n/a - Fatal - |COVID-19 VACCINE ASTRAZENECA (CHADOX1
53 1152 2022-01- Healthcare Non EEA 18-64 Female Results in Death, Caused/Prolonged Hospitalisation), Intestinal haemorrhage (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= EU-EC- 19 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
< 10011317936 Caused/Prolonged Hospitalisation), Respiratory disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |[n/a - n/a - Intramuscular])
% SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
g Condition)
E click or scan | 1= More COVID-19 MRNA VACCINE MODERNA (CX-
k=) 2022-01- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
= . - - . . .
>[1S3 puEC 19 Professional [0 %‘:;fs Male |Sudden death (1 - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Drug
§ 10011316799 withdrawn - [1d - 1 {DF} - Intramuscular])
]
é‘j click or scan | ;&2
3 2022-01- Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
, : - - ) . S
ﬁ 1154 EU-EC- | & :{ & (19 Professional EEA Years Male |Cardiac arrest (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
o} 10011316701 5
o
g click or scan | COVID-19 VACCINE JANSSEN (AD26.COV2.S)
€l 1155 221 2022-01-|Healthcare Non EEA 18-64 Male Autopsy (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
% EU-EC- ZHH (19 Professional Years Death), Feeling abnormal (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
5 10011316597 [n/a - n/a - Unknown])
e}
? click or scan COVID-19 MRNA VACCINE MODERNA (CX-
% 1156 4 2022-01- Healthcare Non EEA  [18-64  |Female |Death (1d- Fatal - Results in Death), Musculoskeletal stiffness (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- (19 Professional Years Results in Death), Seizure (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
a 10011316553 indication - Not applicable - [n/a - 1{DF} - Unknown])
Rl
g
ST
£ dlick or sean | 5022-01.|Healthcare 65.85 Infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Inflammation (n/a - Fatal - Results in Death, [COMIRNATY [TOZINAMERAN] (S- COVID-19
<[ 1157 o . Non EEA Female |Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a-  |immunisation - Not applicable - [1d - n/a -
2 EU-EC- 219 Professional Years . P
2 e Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular])
3 10011316523
B
(@) click or scan |:
1158 ] 2022-01-|Healthcare Non EEA 18-64 Male Cardiac discomfort (n/a - Fatal - Results in Death), Chest discomfort (n/a - Fatal - Results in Death), Hypertension (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional Years Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - Unknown])
10011316520 i

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011319246&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011317936&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011316799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011316701&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011316597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011316553&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011316523&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011316520&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
Candida infection (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac disorder (n/a - Fatal - Results in Death),
« Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation),
g dlick or scan Feeding disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - Caused/Prolonged
N el -1 : Non Hospitalisation), Illness (n/a - Unknown - Caused/Prolonged Hospitalisation), Immunisation (n/a - Unknown - ), Liver injury
81159 EU-EC- » %822-0 !“|Healthcare ~ [Non EEA ?{iﬁ: Male |(n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lung disorder (n/a - Fatal - mﬂﬁgﬁ ggﬁmﬁgﬁwg ;]/??\I:I/E]')w
8 10011316489 ; Professional Results in Death), Off label use (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged PP
% Hospitalisation), Renal failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
a Sepsis (n/a - Fatal - Results in Death), Severe acute respiratory syndrome (n/a - Unknown - Caused/Prolonged
g Hospitalisation), Staphylococcal infection (n/a - Unknown - Caused/Prolonged Hospitalisation)
@ .
5 dlick or sean | %5 5022.01.|Heattheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
@ 1160 : Non EEA Male  |Inappropriate schedule of product administration (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death) |immunisation - Not applicable - [1d- n/a -
= EU-EC- | & 119 Professional Years I ul
g 10011316153| & ntramuscular])
9% click or scan |:
2022-01- |Healthcare 18-64 . . e . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - -), - - . S .
é 1161 EU-EC- 1o Professional Non EEA Vears Female |Leukaemia (38d - Fatal - Results in Death), Lithiasis (38d - Unknown - ), Sepsis (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - Unknown])
2 10011315974
3
s lck
o e E % 02201 Healtheare 1864 Acetonaemic vomiting (n/a - Fatal - Results in Death), Asthma (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal [COMIRNATY [TOZINAMERAN] (S- COVID-19
(1162 EU-EC- : 19 Professional Non EEA Vears Male |- Results in Death), Chest discomfort (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in immunisation - Not applicable - [1d - n/a -
g 10011315863 | = E Death), Respiratory arrest (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death) Intramuscular])
©
o} .
=] dlick or sean | .5 A 2022-01 Non 18-64 Coronary artery thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Immunisation (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
& 1163 : """ |Healthcare ~ [Non EEA 3 Male  |Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death, | S : -
ol EU-EC- 19 . Years - . immunisation - Not applicable - [1d - n/a - n/a])
2 Professional Other Medically Important Condition)
% 10011315842
g” click or scan | ; SPIKEVAX [COVID-19 MRNA VACCINE
% 1164 2022-01-|Healthcare Non EEA 18-64 Male Abdominal pain upper (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Headache (n/a - Fatal - [MODERNA (CX-024414)] (S- Product used for
2 EU-EC- 2 (19 Professional Years Results in Death) unknown indication - Unknown - [n/a - 1{DF} -
© 10011315531 Intramuscular])
é click or scan | ; ;
o K3 2022-01- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
] A - - ) . Nl .
g 1165 EU-EC- e |19 Professional Non EEA Years Male  |Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - Unknown])
= 10011315361 ;
>
=3
= click or scan | 7=
= i 2022-01- |Healthcare 18-64 . . o . COMIRNATY [TOZINAMERAN] (S- COVID-19
Q . - - - - . . . .
7 1166 EU-EC- 1o Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Hypersensitivity (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - Unknown])
g 10011315344
o]
lick or sean | 5022.01.|Healtheare 1864 Brain injury (/- Fatal - Results in Death, Other Medically Tmportant Condition), Death (n/a - Fatal - Results in Death, |y non Ty [TOZINAMERAN] (S COVID-19
1167 . Non EEA Male  [Other Medically Important Condition), Tracheal obstruction (n/a - Fatal - Results in Death, Other Medically Important . P .
EU-EC- 3119 Professional Years Condition) immunisation - Not applicable - [1d - n/a - Unknown])
10011315338
click or scan |; . . . .
— Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Coronary artery disease (n/a - Fatal - ME
68| Lore %322_01_ Eﬁz;irg o |[Non EEA 312 ﬁj Male  |Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically mﬁﬁiﬁ [I;Ircft)zaINlicable 1 1] d(—SI;/S—)gn]inl(?m])
10011315312 ; Important Condition), Hypertensive heart disease (n/a - Fatal - Results in Death, 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=10011316489&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011316153&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315974&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315863&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315842&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315531&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315361&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315344&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011315312&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |: -
q 2l |2022-01- | Healthcare 18-64 - . ) COMIRNATY [TOZINAMERAN] (S - COVID-19
N . - - . . . .
S 1169 EU-EC- 19 Professional EEA Years Male  [Pulmonary embolism (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
& 10011314867 ]
=)
H
e lick or scan |;
& = 2022-01-|Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
01170 EU-EC- : 19 Professional Non EEA Vears Female |Hypoxia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
3 10011314453 ; wa - Intramuscular])
g
Q .
R click or scan |; L
= 112022-01- |Healthcare 18-64  [Not . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
. .. _{Sudden - - Results in Death)
®lumn EUEC | & 219 Professional EEA Years | Specified cardiac death (n/a - Fatal - Results in Death n/a - [n/a - n/a - n/a])
g 10011314389|
8 COVID-19 VACCINE ASTRAZENECA (CHADOX1
E click or scan || Abdominal discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute myocardial infarction (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
k=2 - |i33 2022-01-|Healthcare 65-85 Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure acute (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Product used for
Z | 1n EU-EC- : 19 Professional Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), unknown indication - Not applicable - [n/a - n/a - n/a)),
'§ 10011314241| 38 : Drug interaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, |[HEPARIN, HEPARIN SODIUM] (S- Product used for
w £ Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) — |unknown indication - Drug withdrawn - [n/a - n/a -
© n/a))
(8]
5
ﬁ dlickorsen ] Non Condition aggravated (n/a - Unknown - Other Medically Important Condition), Dysarthria (n/a - Not Recovered/Not Resolved
g 173 2022-01- Healthcare Non EEA Not Male |- Other Medically Important Condition), Dysphagia (n/a - Not Recovered/Not Resolved - Other Medically Important TOZINAMERAN [TOZWNWERAN] (S- COVID-19
= EU-EC- F 119 Professional Specified Condition), Mobility decreased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Motor neurone ~ |immunisation - Not applicable - [n/a - n/a - n/a])
g 10011314115 disease (n/a - Fatal - Results in Death, Other Medically Important Condition)
8 click or scan |; - Death (n/a - Fatal - Results in Death), Head injury (n/a - Unknown - Other Medically Important Condition), Skull fracture
2 174 o (2022-01-|Healthcare Non EEA 18-64 Male (n/a - Unknown - Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Unknown - Other Medically mﬂﬁgﬁ ggﬁmﬁi\:ﬁw d(_SI;/aG_)VID-19
%';) EU-EC- |, ., (19 Professional Years Important Condition), Syncope (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Intramuscular]) 2
g 10011313824 ; Medically Important Condition)
<
lick :
g — 2022-01-|Healthcare 18-64 COMIRNATY [ TOZINAMERAN] (8- COVID-19
g 1175 BU-EC 19 Professional Non EEA v Male  [Myocarditis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - .03mL -
= -EC- ] rofessional ears Tntramuscular])
£ 10011313789,
?n' Alanine aminotransferase increased (n/a - Unknown - ), Aspartate aminotransferase increased (n/a - Unknown - ), Blood
%‘ bicarbonate decreased (n/a - Unknown - ), Blood creatine phosphokinase MB increased (n/a - Unknown - ), Blood glucose
2 increased (n/a - Unknown - ), Blood lactate dehydrogenase increased (n/a - Unknown - ), Blood lactic acid increased (n/a -
o Unknown - ), Blood pH decreased (n/a - Unknown - ), Blood phosphorus increased (n/a - Unknown - ), Blood thyroid
% stimulating hormone increased (n/a - Unknown - ), Blood uric acid increased (n/a - Unknown - ), C-reactive protein increased
o} click or scan |; - (n/a - Unknown - ), Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Gamma-glutamyltransferase ME
o 1176 21 2022-01- Healthcare Non EEA 18-64 Female increased (n/a - Unknown - ), Glycosylated haemoglobin increased (n/a - Unknown - ), Haemoglobin decreased (n/a - Unknown mﬂﬁgl [TF\IrgzaINlicabls‘i\E] d(_SI;/?VIDW
EU-EC- 19 Professional Years -), Lymphocyte count increased (n/a - Unknown - ), Lymphocyte percentage increased (n/a - Unknown - ), Metamyelocyte Tntramuscular]) PP
10011313667 T percentage increased (n/a - Unknown - ), Mydriasis (n/a - Unknown - ), N-terminal prohormone brain natriuretic peptide
increased (n/a - Unknown - Other Medically Important Condition), Neutrophil percentage decreased (n/a - Unknown - ),
Nutritional assessment (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - Other Medically Important
Condition), PCO2 increased (n/a - Unknown - ), PO2 decreased (n/a - Unknown - ), Protein total decreased (n/a - Unknown -
), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Red blood cell count
decreased (n/a - Unknown - )

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011314867&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011314453&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011314389&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011314241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011314115&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011313824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011313789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011313667&_xpt=1&_xf=pdf

Reported side effects for COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria" : " Resultsin Death" Page 135 of 2352
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
Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Ear pruritus
« dlick or scan : (n/a - Unknown - ), Immune thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Y el F+: : Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - ), Petechiae (n/a - Unknown - ), Platelet
(=] . -01- - -
m 1177 EU-EC- : %822 o1 E:(?Il“g;sci?)rr?al Non EEA ?{zj_: Female |count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Purpura (n/a - Unknown - ), Pyrexia (n/a - Unknown - mﬂﬁgﬁ ggﬁmﬁgﬁw d(_S n/aa-)yell]))-w
Q 10011313641 i Caused/Prolonged Hospitalisation, Other Medically Important Condition), Rash (n/a - Unknown - ), Thrombocytopenic PP
8 purpura (n/a - Unknown - Other Medically Important Condition), Thrombosis with thrombocytopenia syndrome (n/a - Fatal -
% Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
(a)
3 dlick or sean | Abd VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
§ th [2022-01-|Healthcare 65-85 minal pain (n/a - Fatal - Results in Death), Application site pain (n/a - Fatal - Results in Death), Cyanosis (n/a - CHADOX1 N[COV 19Y (S- n/a - Unkn. 1
5| 1178| EU-ECG 219 Professional Non EEA Vears Female |Fatal - Results in Death), Dyspnoea exertional (n/a - Fatal - Results in Death), Oxygen saturation (n/a - Fatal - Results 51/ I u -19)] (8- n/a- own - [n/a -
=3 10011312910 in Death), Pyrexia (n/a - Fatal - Results in Death) a - Intramuscular])
i
31179 a1 (2022-01-|Healthcare EEA 65-85 Female Cardiac failure (n/a - Fatal - Results in Death), Hepatic failure (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
S EU-EC- i (19 Professional Years Results in Death) - n/a- n/a])
= 10011312096
3
1‘; click or scan | ; :
m 3l (2022-01- Healthcare 65-85 . . I COMIRNATY [TOZINAMERAN] (S- COVID-19
5 1180 EUEC |3 |19 Professional EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - 1/a - [n/a - 1{DF} - n/a])
5 10011312014
)
% click or scan |: X7 CCINE RAZENE
a 2022-01-|Healthcare 18-64 Back pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Neck pain (n/a - Fatal - Results in Death, VAXZEVRIA [COVID-19 VA AST . CA
1181 : Non EEA Female o (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
S EU-EC- 2119 Professional Years Caused/Prolonged Hospitalisation) - n/a - Intramusoular])
kS 10011311753 ;
£
g click or scan | ; iz COVID-19 VACCINE JANSSEN (AD26.COV2.5)
< 182 | 2022-01- | Healthcare Non EEA Not Male Suspected COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
%_; EU-EC- (19 Professional Specified Unknown - Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
%\ 10011311577 ; Unknown])
c
% click or scan | ; COMIRNATY [TOZINAMERAN] (S- COVID-19
B 2022-01- Healthcare 65-85 . . immunisation - Not applicable - [n/a - 1{DF} - n/a])
. - - i . .. . ’
% 1183 BU-EC- 19 Professional EEA Vears Female |Gastrointestinal haemorrhage (n/a - Fatal - Results in Death) [NOT AVAILABLE] (S- Atrial fibxillation - Not
E 10011311522 ' applicable - [n/a - n/a - n/a))
£ dlick or scan | e BkE R N A VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
= 4 (2022-01-|Healthcare 18-64 Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - Results in .
=[ 1184 : Non EEA Female T (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
2 EU-EC- 3119 Professional Years Death, Caused/Prolonged Hospitalisation)
- n/a - Intramuscular])
B 10011311410
5
o click or scan |;
2022-01- Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
/ - R
1185 EU-EC- | |o Professional EEA Vears Male  |Cardiogenic shock (n/a - Fatal - Results in Death) na - [n/a- 1{DF} - n/a])
10011311315
click or scan |;
2022-01-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
/ R -
1186 EU-EC- 3| |o Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) na - [n/a - 3{DF} - n/a])
10011311271

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011313641&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011312910&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011312096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011312014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311753&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311577&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311522&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311410&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311315&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311271&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# %nl:l))c;l ICSR Form g:z::::y Source t(i)zuntry Age ]S):;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
]
N
o
m click or scan . Non More
=] £l (2022-01- Not Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - ), Muscular weakness (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
51187 Healthcare EEA than 85
8 EU-EC- 19 Professional Vears Specified Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved-) |n/a - [n/a - n/a - Intramuscular])
) 10011311118
ks
(a]
3
[2]
=
g_ click or scan | 5 Non
-‘é 1188 202201 yltheare |EEA 18-64 l\ple  |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
3 EU-EC- 19 Professional Years n/a- [n/a-n/a-n/a])
% 10011311114
8 click or scan |: MRN
é 2022-01- Non 18-64 Chills (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Dizziness (n/a - Not Recovered/Not SPIKEVAX [COVID-19 A VACC[.NE.
S| 1189 Healthcare EEA Male SR MODERNA (CX-024414)] (S - Immunisation - n/a -
= EU-EC- 19 . Years Resolved - ), Hyperhidrosis (n/a - Not Recovered/Not Resolved - )
3 10011311101 : Professional [n/a - n/a - n/a])
o
@ click or scan |; T Non
o " - - - - 1 1 -
11 ealthcare ale ac death (n/a - Fatal - Results in Death), Limb discomfort (n/a - Unknown -
Sl1190 2l (2022-01 Health EEA 65-85 Mal Cardiac death (n/a - Fatal . Limb di fort (n/a - Unkn COMIRNATY [TOZINAMERAN] (S - Immunisation
8 EU-EC- 2119 Professional Years n/a - [n/a - n/a - n/a])
Iof 10011311099
o}
o
g click or scan |: - Non
T 3l (2022-01- 65-85 . .. . ) ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -
= 1191 EU-EC- 2| 1o lf)lﬁzkslscizrgal EEA Years Male  [Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
g 10011311097
ng
%'; click or scan | ; i Non
% (2022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
@ - -
3 1192 EU-EC- 19 ?fjg;;irgal EEA Vears Female |Cardiac death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
g 10011311074
g Arthralgia (n/a - Fatal - Results in Death, Disabling), Chills (n/a - Fatal - Results in Death, Disabling), Death (n/a - Fatal -
o) Results in Death), Extensive swelling of vaccinated limb (n/a - Fatal - Results in Death, Disabling), Fatigue (n/a - Fatal -
E dlick or scan || Results in Death, Disabling), Feeling cold (n/a - Fatal - Results in Death, Disabling), Injection site induration (n/a - Fatal -
'?n‘ - i 2022-01- Non 65-85 Results in Death, Disabling), Injection site movement impairment (n/a - Fatal - Results in Death, Disabling), Injection ~ |SPIKEVAX [COVID-19 MRNA VACCINE
£1]1193 EU-EC- : 19 Healthcare EEA Vears Female |site pain (n/a - Fatal - Results in Death, Disabling), Injection site reaction (n/a - Fatal - Results in Death, Disabling), Limb/MODERNA (CX-024414)] (S- COVID-19
< 10011310408 P Professional immobilisation (n/a - Fatal - Results in Death, Disabling), Lymphoma (n/a - Fatal - Results in Death, Disabling), Malaise |immunisation - Not applicable - [n/a - n/a - n/a])
& (n/a - Fatal - Results in Death, Disabling), Myalgia (n/a - Fatal - Results in Death, Disabling), Plasma cell myeloma
B recurrent (n/a - Fatal - Results in Death, Disabling), Pyrexia (n/a - Fatal - Results in Death, Disabling), Skin fissures (n/a -
5 Fatal - Results in Death, Disabling), Tinnitus (n/a - Fatal - Results in Death, Disabling)
O
click or scan | w=3 X7 CCINE RAZENE
2022-01-|Healthcare 65-85 . . .. . V. EVRIA [COVID-19 VA AST CA
1194 : Non EEA Female |Loss of consciousness (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 19 Professional Years
10011309953 wa - Intramusclar])
click or scan 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
E— 5022-01-|Healthcare 65-85 ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a
1195 . Non EEA Male  [Sudden death (n/a - Fatal - Results in Death - Intramuscular]), VAXZEVRIA [COVID-19 VACCINE!
EU-EC- x (19 Professional Years
10011309944 ; ASTRAZENECA (CHADOX1 NCOV-19)] (S- n/a -
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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311097&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011311074&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011310408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011309953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011309944&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
dlick or scan : Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoca (n/a - Fatal - Results in Death, VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
N i (2022-01- Healthcare 18-64
11196 EU-EC- 19 Professional Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Oropharyngeal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
N Sneezing (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - Intramuscular])
8 10011309773
2
(=] . . ..
9 click or scan |; - Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Fatal - }
g 1197 =i |2022-01- | Healthcare Non EEA 18-64 Female Results in Death, Other Medically Important Condition), Pulmonary oedema (1/a - Fatal - Results in Death, Other mﬁgﬁgﬁ [NT(E:?N??:S%] d(_S n/aC(_)VlD-19
g EU-EC- 19 Professional Years Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death, Other Medically Important Condition), Intramuscular]) PP
) 10011309275 Vaccination site pain (1d - Recovered/Resolved - )
[2]
£
?& click or scan |3 ; Non COVID-19 MRNA VACCINE MODERNA (CX-
= g 12022-01- Not . ) - 024414) [COVID-19 MRNA VACCINE MODERNA
B 1198 FUEC. | B o Eresi‘telgsciir;al Non EEA Specified Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
g 10011308705| ; applicable - [n/a - 1{DF} - Unknown])
8 ‘ v
= click or scan | : ) SPIKEVAX [COVID-19 MRNA VACCINE
S| 1199 4 (2022-01- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in MODERNA (CX-024414)] (S- Product used for
S EU-EC- 19 Professional Years Death), Pyrexia (n/a - Fatal - Results in Death) unknown indication - Not applicable - [n/a - 1 {DF} -
%’ 10011308617 Unknown])
>
m
@
(8]
5 .
8 click or scan
& 6 12022-01-|Healthcare 18-64 o . COMIRNATY [TOZINAMERAN] (8- COVID-19
1200 | EU-EC- . Non EEA Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
a 19 Professional Years
5 10011308425 Intramuscular])
[}
=
5 .
2 dlick or sea 2022-01-|Healtheare 1864 Coma (n/a - Fatal - Results in Death), Congestive cardiomyopathy (n/a - Fatal - Results in Death), Discomfort (n/a-  |COMIRNATY [TOZINAMERAN] (S- COVID-19
%_:) 1201 BU-EC- 19 Professional Non EEA Years Female |Unknown - ), Generalised oedema (n/a - Fatal - Results in Death), Goitre (n/a - Fatal - Results in Death), Hepatic fibrosis |immunisation - Not applicable - [1d - n/a -
%‘ 10011308370 (n/a - Fatal - Results in Death), Oedema peripheral (n/a - Unknown - ), Pyrexia (n/a - Fatal - Results in Death) Intramuscular])
c
% . COMIRNATY COVID-19 MRNA VACCINE
8 lick or sca 5022.01.|Healtheare 65.85 COVID-19 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
E 1202 EU-EC- 19 Professional EEA Vears Male  |Vaccination failure (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S|
= 10011308188 Condition) - Immunisation - Not applicable - [n/a - .3mL -
% Intramuscular])
joX
£ click or scan |:
2 2022-01-|Healthcare 18-64 . N VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1203 . Non EEA Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
B EU-EC- 19 Professional Years
3 10011308183 wa - Intramuscular])
(¢}
COVID-19 VACCINE ASTRAZENECA (CHADOX1
click or scan |; NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2022-01-|Healthcare 18-64 . . (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
; R -
1204 EU-EC- 19 Professional Non EEA Vears Female |Infarction (n/a - Fatal - Results in Death) Wa - Intramuscular]), VAXZEVRIA [COVID-19
10011308177 'VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
(S- n/a - Unknown - [n/a - n/a - Intramuscular])
. COMIRNATY COVID-19 MRNA VACCINE
lick or scan 5022-01 | Healtheare 65.85 COVID-19 (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
1205 EU-EC- 19 Professional EEA Vears Female |Vaccination failure (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
10011308142/ 33 Condition) - Immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011309773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011309275&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308705&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308425&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308183&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308177&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308142&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan || COMIRNATY COVID-19 MRNA VACCINE
_ COVID-19 (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ICLEOSIDE MODIFIED) CONCENTRATE FOR
N 2022-01- |Healthcare 65-85 P Y D
N11206 . EEA Male |Vaccination failure (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAME! S
S EU-EC- 19 Professional Years P Y mp
m 10011308105 Condition) - Immunisation - Not applicable - [n/a - .3mL -
=} Intramuscular])
Te}
(-Q,D- click or scan | 5 Non COVID-19 MRNA VACCINE MODERNA (CX-
g 1207 i (2022-01- Healthcare Non EEA Not Not Foetal death (n/a - Fatal - Results in Death, Other Medically Important Condition), Foetal vascular malperfusion (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
- EU-EC- 19 Professional Specified Specified Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
3 10011308090 applicable - [n/a - 1{DF} - Transplacental])
[2]
g lick
4 pm— % 12022-01- |Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q1208 0 . Non EEA Female |Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
: EU-EC- R (19 Professional Years
g 10011308002 : - /a - Intramuscular])
g click or scan | ez :
& I 2 |5022-01- Healtheare 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
B3| 1209 EU-EC- : 19 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
E 10011307866 i Intramuscular])
g
m
o} click or scan | e T
S are : 3 2022.01-Healthcare |\ o [18:64 |\ |Asthenia (v - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death), Night sweats (n/a - Fatal - Results mgﬁgf [TE(gZaLNp‘H‘]C‘a[EbIS’_\E] d(_SI;/?V[DW
o] EU-EC- 19 Professional Years in Death) Intramuscular])
% 10011307848
o
- dlick or scan || [ Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death), Injury
g _— % 1022-01- | Healthcare 18-64 (n/a - Unknown - Other Medically Important Condition), Left ventricular hypertrophy (n/a - Unknown - Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
(21| pupe | L 19 Professional NN EEA |0 [Female [Important Condition), Musculoskeletal stiffness (n/a - Unknown - Other Medically Important Condition), Respiratory failure |immunisation - Not applicable - [1d - n/a -
g 10011307827 Fie Pt (n/a - Unknown - Other Medically Important Condition), Vascular stent stenosis (n/a - Unknown - Other Medically Important |Intramuscular])
5 Condition)
% COMIRNATY [TOZINAMERAN] (S- COVID-19
g immunisation - n/a - [n/a - 1{DF} - Intramuscular]),
ko) FLUAD TETRA [B/PHUKET/3073/2013-LIKE
< STRAIN (B/PHUKET/3073/2013, BVR-1B),
g click or scan | i Non B/WASHINGT ON/02/2019-LIKE VIRUS
g 1212 2022-01- Healthcare EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in  |(B/VICTORIA/705/2018 BVR-11),
T EU-EC- 19 Professional Years Death) A/VICTORIA/2570/2019 (HIN1)PDMO9-LIKE
E 10011307189/ = STRAIN (A/VICTORIA/2570/2019, IVR-215),
3 A/CAMBODIA/E0826360/2020 (H3N2)-LIKE
= STRAIN (A/CAMBODIA/E0826360/2020 IVR-224),
= MEF59C.1] (S- Influenza immunisation - n/a - [n/a - n/aj
ey - Intramuscular])
ko
3 click or scan | y5% SPIKEVAX [COVID-19 MRNA VACCINE
O
2022-01-|Healthcare 65-85 . . MODERNA (CX-024414)] (S - Product used for
1213| EU-EC- 213 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death) unknown indication - Not applicable - [n/a - 1{DF} -
10011306165 Unknown])
click or scan | ; : SPIKEVAX [COVID-19 MRNA VACCINE
2 (2022-01-|Healthcare 65-85 i . MODERNA (CX-024414)] (S - Product used for
; - - S
1214 EU-EC- 18 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) known indication - Unknown - [n/a - 1 {DF} -
10011306036 Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308105&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308090&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011308002&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011307866&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011307848&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011307827&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011307189&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011306165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011306036&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU Lll))cal ICSR Form l(gateyvz:y Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
« dlick or scan : 2022-01- | Healthcare 18-64 Cardiac arrest (n/a - Fatal - Results in Death), Chest discomfort (5d - Fatal - Results in Death), Dyspnoea (5d - Fatal - ﬁéﬁ%\éﬁﬁ%}(\_ﬁ?&? 4] (S/-\I}/r' /2 duct used for
1215 : . Non EEA Male  [Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Muscle spasms (n/a - Fatal - Results in Death), e .
IS EU-EC- | ; 18 Professional Years . . " unknown indication - Not applicable - [n/a - 1{DF} -
) Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
N 10011305815 Unknown])
8_ click or scan Abdominal pain (n/a - Recovering/Resolving - Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in
L M ET: Non Death), Chest pain (n/a - Recovering/Resolving - Other Medically Important Condition), Fatigue (n/a - Recovering/Resolving
® -01- - > > AMERAN] (S-
Q1216 EU-EC- %222 o1 Healthcare EEA ?{Se agr: Female |- ), General physical health deterioration (n/a - Recovering/Resolving - Other Medically Important Condition), Pyrexia (n/a - mﬂﬁgg [I;I;S_Zga - 1{DF} - Sa])CO VID-19
g 10011305741 Professional Recovering/Resolving - Other Medically Important Condition), Somnolence (n/a - Recovering/Resolving - ), Sudden death (n/a
{/__‘i - Fatal - Results in Death
§- click or scan |; L Acute kidney injury (n/a - Fatal - Results in Death, Other Medically Important Condition), Back pain (n/a - Fatal - Results [SPIKEVAX [COVID-19 MRNA VACCINE
.’é 1217 24 12022-01- Healthcare Non EEA 18-64 Male in Death), Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Fatal - Results |MODERNA (CX-024414)] (S- Product used for
: EU-EC- : 18 Professional Years in Death), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a- |unknown indication - Unknown - [n/a - 1{DF} -
g 10011305678| 5% Fatal - Resullts in Death) Unknown])
3
5
5
= click or scan :
© S O Sean -
3 : -01- thcare - ac arrest (n/a - Fatal - Results in Death, Caused/Prolon ospitalisation), Wit sm (n/a - Fatal - . .. .
oot 695 | (Onbc s - Rl st Gk o, oy o -t | CIRTY TN M1
m EU-EC- 18 Professional Years Results in Death, Caused/Prolonged Hospitalisation) PP ¢
5 10011305549 Intramuscular])
5
)
o]
8
g click or scan |3 i COVID-19 MRNA VACCINE MODERNA (CX-
% (2022-01-|Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
[ . - - - - . L
£ 1219 BU-EC- PP Professional EEA Vears Male  |COVID-19 pneumonia (1/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - D
g 10011305438 withdrawn - [1d - .25mL - Intramuscular])
‘gﬂ lick
click or scan | .
% 4 12022-01-|Healtheare 65-85 . COMIRNATY [ TOZINAMERAN] (S - COVID-19
>[1220 : EEA Male  [Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
o EU-EC- 18 Professional Years Intramuscular])
g 10011305418
g dlick or scan || COVID-19 MRNA VACCINE MODERNA (CX-
ol _— 5022-01-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
El1221 : EEA Male  |Chest pain (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Drug
< EU-EC- 18 Professional Years ithd 1d- 2 I dar - More i
=5 10011305328 ? withdrawn - [1d - .25mL - Intramuscular - More in
g ICR))
= COMIRNATY [TOZINAMERAN] (S - COVID-19
) immunisation - Not applicable - [1d- .3mL -
B Intramuscular]), [A/BRISBANE/59/2007 (HIN1)-
S LIKE STRAIN, A/BRISBANE/10/2007 (H3N2)-LIKE
O STRAIN, B/BRISBANE/60/2008-LIKE VIRUS
A/CALIFORNIA/7/2009 (HIN1) VREASS X - 179 A,
A/GUANGDONG-MAONAN/SWL1536/2019
(HIN1)PDMO9 - LIKE VIRUS (A/GUANGDONG-
MAONAN/SWL1536/2019, CNIC-1909), AAHONG
KONG2671/2019 (H3N2) - LIKE VIRUS (A/HONG
KONG2671/2019, TVR-208),
B/WASHINGTON/02/2019 - LIKE VIRUS
(B/'WASHINGT ON/02/2019, WILD TYPE), AAHONG
KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
KONG4801/2014, X-263B), B/BRISBANE/60/2008-
LIKE STRAIN (B/BRISBANE/60/2008, WILD

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011305815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011305741&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011305678&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011305549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011305438&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011305418&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011305328&_xpt=1&_xf=pdf
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EU Local
Number

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient

Reaction List PT (Duration - Outcome - Seriousness Criteria)

TYPE), A/CALIFORNIA/7/2009 (HIN1)PDM09-

i

LIKE STRAIN (B/BRISBANE/60/2008, WILD
TYPE), AMICHIGAN/45/2015 (HIN1)PDMO09-LIKE

1222

Created by: https://t. me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

click or scan | ;

EU-EC-

10011305316| 3

2022-01-
18

Healthcare
Professional

EEA

65-85
Years

Male

Sudden death (1d - Fatal - Results in Death)

STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
AMICHIGAN/45/2015 (HINT)PDMO09-LIKE
STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
A/SINGAPORE/INFIMH- 16-0019/2016 (H3N2)-LIKE
STRAIN (A/SINGAPORE/INFIMH-16-0019/2016,
NIB-104), BICOLORADO/06/2017-LIKE VIRUS
(BVICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/NANCHANG 933/95 (H3N2), A/BAYERN/7/95
(HIN1) - LIKE STRAIN (A/JOHANNESBURG/$2/96),
B/BELIING'184/93-LIKE STRAIN (B/HARBIN/7/94),
A/NEW CALEDONIA/20/99 (HINI) - LIKE STRAIN
(A/NEW CALEDONIA/20/99 REASS. IVR-116),
A/CALIFORNIA/7/2004 (H3N2) - LIKE STRAIN
(A/NEW YORK/55/2004 REASS. NYMC X-157),
B/SHANGHAL/361/2002 - LIKE STRAIN
(BITANGSU/10/2003), AINEW CALEDONIA/20/99
(HIN1) - LIKE STRAIN (A/NEW
CALEDONIA/20/99 REASS IVR-116),
AMOSCOW/10/99 (H3N2) - LIKE STRAIN
(A/PANAMA/2007/99 REASS, RESVIR-17),
B/SICHUAN/379/99-LIKE STRAIN
(BJOHANNESBURG'S/99), A/PERTE/16/2009
(EBN2) - LIKE STRAIN (A/VICTORIA/210/2009
REASS NYMC X-187), A/CALIFORNIA/7/2009
(HIN1)-DERIVED STRAIN USED NYMC X-181,
B/BRISBANE/60/2008,
A/SWITZERLAND/9715293/2013 (H3N2)-LIKE
STRAIN (A/SWITZERLAND/9715293/2013, NIB-
88), BPHUKET/3073/2013-LIKE VIRUS
(BPHUKET/3073/2013, WILD TYPE),
A/CALIFORNIA/7/2009 (HIN1)PDM09-DERIVED
STRAIN USED (NYMC X-181),
A/VICTORIA/361/201 1 (H3N2)-LIKE STRAIN USED
(NYMC X-223A) DERIVED FROM
ATEXAS'50/2012, INFLUENZA VIRUS
INACTIVATED SURFACE ANTIGEN STRAIN B,
A/CALIFORNIA/7/2009 (HIN1)PDM09-DERIVED
STRAIN USED (NYMC X-181),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE),
AMICHIGAN/45/2015 (HINI)PDM09-LIKE
STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
AHONG KONG/4801/2014 (H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014, NYMC X-263B),
B/BRISBANE/60/2008-LIKE VIRUS
A/CALIFORNIA/7/2009 (HIN1), A/PERTH/16/2009
(H3N2) - LIKE STRAIN (A/VICTORIA/210/2009
REASS NYMC X-187), B/BRISBANE/60/2008-LIKE
VIRUS, A/CALIFORNIA/7/2009 (HIN1)V-LIKE
VIRUS, A/PERTH/16/2009 (H3N2) - LIKE STRAIN
(A/VICTORIA/210/2009 REASS NYMC X-187),
B/COLORADO/06/2017-LIKE VIRUS
(BVICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/BRISBANE/02/2018 (HIN1)PDM09-LIKE VIRUS
(A/BRISBANE/02/2018, IVR-190),
A/KANSAS14/2017 (H3N2)-LIKE VIRUS
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Primary (A/KANSAS14/2017, NYMC X-327),
EV . Source . A$ACHUSETTS/ 2012 - VE] RAIN
Primary Patient . uspectanteract -
# |FULocal ICSR Form | G31EWaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Psﬁ‘i‘ ok PToA ? i A %-( one )
Number Receipt Qualification for Grou Sex % ») VED -223A),
p u
Date Regulatory CALIFORNIA/7/2009 (HIN1)PDM09-DERIVED
Purposes STRAIN USED (NYMC X-181)
B/MASSACHUSETTS/2/2012 -DERIVED STRAIN
~ USED (NYMC BX-51B), A/VICTORIA/361/2011
S (H3N2)-LIKE STRAIN USED (NYMC X-223A)
m DERIVED FROM A/TEXAS/50/2012,
Q A/CALIFORNIA/7/2009 (HIN1)PDM09-DERIVED
8 STRAIN USED (NYMC X-181), INFLUENZA VIRUS
% INACTIVATED SURFACE ANTIGEN STRAIN A
o (HIN1), INFLUENZA VIRUS INACTIVATED
g SURFACE ANTIGEN STRAIN A (H3N2),
b INFLUENZA VIRUS INACTIVATED SURFACE
5 ANTIGEN STRAIN B] (S- Influenza immunisation -
@ Not applicable - [1d - 1{DF} - Intramuscular])
3
g click or scan Cerebral haemorrhage (0d - Fatal - Results in Death, Other Medically Important Condition), Cerebral infarction (0d - Fatal |SPIKEVAX [COVID-19 MRNA VACCINE
3 1223 21 (2022-01-|Healthcare Non EEA 18-64 Male || Results in Death, Other Medically Important Condition), Cerebrovascular accident (0d - Fatal - Results in Death, Other IMODERNA (CX-024414)] (S- COVID-19
é EU-EC- 18 Professional Years Medically Important Condition), Pyrexia (n/a - Unknown - ), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - immunisation - Not applicable - [1d - 1{DF} -
.g’ 10011305260 Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramuscular])
©
5
>
]
8 lick
5 click or scan | ; . . . . .
More Death (n/a - Fatal - Results in Death), Drug ineffective (n/a - Unknown - Other Medically Important Condition), ME
@ 1224 2022-01- Healthqare EEA than 85 [Male  |Immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition), Suspected COVID-19 (n/a - Unknown COMIRNATY [TOZIN. . RAN] (8- COVID-19
EU-EC- 18 Professional - ™ immunisation - Not applicable - [n/a - n/a - n/a])
8 Years - Other Medically Important Condition)
[a} 10011305196,
5] i :
o click or scan |3 % Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
£ | -01- -
% 1225 0| 2022-01 Healthcare Non EEA Not .. |Female |Death (n/a - Fatal - Results in Death), Unevaluable event (n/a - Unknown - Results in Death) [COVH.}I.Q VACCINE JANSEN (AD26.COV2.9)] (S
8 EU-EC- | & = |18 Professional Specified Immunisation - Not applicable - [n/a - n/a -
<% 10011304872 ; Unknown])
%‘ dlick or scan |5 i Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary COVID-19 A VA MODE (
c 2022-01-|Healthcare 18-64 . : - - oo . 024414) [COVID-19 MRNA VACCINE MODERNA
1226 . EEA Male  |thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - . L
g EU-EC 18 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (€X-024414)] (S- COVID- 19 immunisation - Drug
2 10011304553 Lesutls In Death, & P withdrawn - [1d - .25mL - Intramuscular])
o
T .
IS click or scan |:z=4 % Non
= = (2022-01- Not . _ . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - X - - . S .
féa_ 1227 FUEC. | B 18 Ereai‘thciar; | EEA Specified Male  |Death (n/a - Fatal - Results in Death), Immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - Unknown])
E 10011304370 oressiond
=y
% click or scan |- i 2022-01- Non 65-85 Bronchitis (n/a - Recovered/Resolved - Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
5 1228 EU-EC- 18 Healthcare EEA Vears Male  [Death, Other Medically Important Condition), Pyrexia (n/a - Recovered/Resolved - ), Urinary tract infection (n/a - immunisation - n/a - [n/a - 1 {DF} - n/a])
10011304198 Professional Recovered/Resolved - Other Medically Important Condition)
click or scan |; by
2l (2022-01-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
1229 EU-EC- 18 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10011304000
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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 click or scan SPIKEVAX [COVID-19 MRNA VACCINE
o £ MODERNA (CX-024414)] (S- Product used for
& E 12022-01- | Healthcare 18-64 . . . . e .
g 1230 | gupc 18 Professional Non EEA Vears Male  |Chest pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) unknown indication - Not applicable - [n/a - 1{DF} -
=} 10011303953 Unknown])
©
(a)
§ Balance disorder (n/a - Unknown - ), Cardiomegaly (n/a - Unknown - ), Chest discomfort (n/a - Unknown - ), Chest pain (n/a -
5 click or scan || Unknown - ), Decreased appetite (n/a - Unknown - ), Discomfort (n/a - Unknown - ), Dyspnoea (n/a - Unknown - ), Fall (n/a -
R = |3 2022-01- Non 65-85 Unknown - ), Fatigue (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Gait inability (n/a - Unknown - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
-‘é 1231 EU-EC- 18 Healthcare Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Unknown - ), Hyperhidrosis (n/a - Unknown - ), Limb immunisation - Not applicable - [1d - n/a -
: 10011303797| 2534 Professional discomfort (n/a - Unknown - ), Musculoskeletal stiffness (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in |Intramuscular])
g Death, Disabling, Other Medically Important Condition), Obesity (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ),
g Peripheral swelling (n/a - Unknown - ), Swelling (n/a - Unknown - ), Varicose vein (n/a - Unknown - )
= dlick or scan || COMIRNATY COVID-19 MRNA VACCINE
= _— 5022-01-|Healthcare 65-85 COVID-19 (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
S| 1232 . EEA Female |Vaccination failure (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S|
] EU-EC- 18 Professional Years .\ L. .
i Condition) - Immunisation - Not applicable - [n/a - .3mL -
= 10011303700;
T Intramuscular])
(3 click or scan || COMIRNATY COVID-19 MRNA VACCINE
g 1233 24 (2022-01-|Healthcare EEA 65-85 Male COVID-19 (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), %%%Og}? 1]:501\1/[{01%21(]51]‘)1)0(;\10[]"\1{ OZIN/EQ};IIELEIC\])]R(S
o EU-EC- 18 Professional Years Vaccination failure (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) . .
- Immunisation - Not applicable - [n/a - .3mL -
] 10011303611
a Intramuscular])
o click or scan | ; ;
ko % 2022-01- |Healthcare 18-64 Abdominal pain (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results |- OMINATY [TOZINAMERAN] (S- COVID-19
11234 1 X . Non EEA Female |, immunisation - Not applicable - [1d - n/a -
% EU-EC- % |18 Professional Years in Death) Intramuscular])
5 10011303605
;
>
©
c
% click or scan ) Non
1112022-01- Not - . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
B R -
B11235| pupc 18 Hea]thqare Non EEA Specified Male  [Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
2| |10011303567 Professional
P
=3
=
L . Dizziness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
o) click or scan | X " e )
3 E— 5022-01-|Healthcare 65-85 Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- COVID-19
5 1236 | cuEC 18 Professional Non EEA Vears Male |Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),  |immunisation - Not applicable - [n/a - n/a -
ju 10011303552 Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Swelling face (n/a - Fatal - Results in Death, |Intramuscular])
© Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death)
click or scan | Non More COVID-19 MRNA VACCINE MODERNA (CX-
2022-01- . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
1237 EU-EC- : 18 l})Ire(a;\gSlsci?)r;al Non EEA ?::ISSS Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10011303354 =% applicable - [n/a - 1{DF} - Unknown])
click or scan || COMIRNATY COVID-19 MRNA VACCINE
1238 =1 (2022-01- Healthcare EEA 65-85 Male COVID-19 (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), g&%%og}? IE(;\;I{?I?I}EICEB)OCI\II)[E{ OZINI;RII\A/IFII::ERII:I(\)]]R(S
EU-EC- 3 18 Professional Years Vaccination failure (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) - .
o, - Immunisation - Not applicable - [n/a - .3mL -
10011303237
Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | E1A COMIRNATY COVID-19 MRNA VACCINE
q 1239 Bt 2022-01-|Healthcare EEA ?ﬁg;eg 5 Female COVID-19 (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), %Cé‘%ogl\? 1]:5(1)\}1?3?511‘)1)0?\10[1"\1{ OZIN,;RQ/EIELEI%R(S
S EU-EC- 18 Professional Vaccination failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) - .
) Years - Immunisation - Not applicable - [n/a - .3mL -
I 10011303133
=} Intramuscular])
<L_g_ click or scan COMIRNATY COVID-19 MRNA VACCINE
@ click or scan | : :
g 1240 al (2022-01- Healthcare EEA ?ﬁg;es 5 |Female COVID-19 (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), l(II)\lIESJ’%lSS[O(S)[I\]ID E&?ﬁ}ggﬂ%%}ﬁ%%ﬁﬂﬁiﬁis
- EU-EC- 3 18 Professional Vaccination failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) - .
3 10011303050/ # Years - Immunisation - Not applicable - [n/a - .3mL -
g Intramuscular])
g
= click or scan . COVID-19 MRNA VACCINE MODERNA (CX-
B 2022-01- |Healthcare 65-85 Hacmorrhagic stroke (1d - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
% 1241 EU.EC 18 Professional ~ [EEA Years |Male Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10011302447 applicable - [1d - 1{DF} - Intramuscular])
3
s
2 click or scan | ;
> e |4 : 9022-01- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
S| 1242 : : EEA Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
I EU-EC- 18 Professional Years Intramuscular])
@ 10011302441
e
§ click or scan | ; : COVID-19 MRNA VACCINE MODERNA (CX-
o] 2 (2022-01- [Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: Sudden - - ) . L
g 1243 EU-EC- 18 Professional EEA Years Female death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
g 10011302439 applicable - [1d - 1{DF} - Intramuscular])
kS ,
g dlick or sean | 532 00001 /Non 1864 COMIRNATY [TOZINAMERAN] (S - COVID-19
5| 1244 EU-EC- 18 Healthcare EEA Years Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1 {DF} -
% 10011302310 Professional Intramuscular])
e click or scan ; COMIRNATY COVID-19 MRNA VACCINE
c LR O obdl] 13 T
g 1245 =1 (2022-01- Healthcare EEA i\ﬁ;)rrleS 5 |Female COVID-19 (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), %%15&03\? E&?ﬁigﬁ%ﬁﬁ%@m&is
= EU-EC- 18 Professional Vears Vaccination failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) |- Immunisation - Not applicable - [n/a - .3mL -
o 10011302254 pp .
‘QE; Intramuscular])
£ click or scan |: : Non
5 .
<} =1 (2022-01- 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
£ 1246 EU-EC- 18 Eresgsl:if;a] EEA Vears Male  |Arrhythmia (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
2 10011302225 i
3 .
g click or scan : Non
(s} 1247 £ 2022-01- Healthcare EEA 65-85  [Not Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-ECG- | &5 18 Professional Years  |Specified Caused/Prolonged Hospitalisation), Hypotonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10011302219
click or scan i - Non More
1248 202201 ealtheare  |EEA than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZIN. 1 (8- Immunisation -
EU-EC- 18 : n/a - [n/a-n/a-n/a])
10011302218 Professional Years
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302225&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302218&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria” : " Resultsin Death”

Page 144 of 2352

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or scan | G 02201 Non 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
11249 EU-EC : 13 Healthcare EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
« Soodl i -ha-
g. 10011302216 Professional [n/a - n/a - n/a])
8
9 click or scan | e ! Non
ks -01- - - isation -|
Q1250 g [2022-01 Healthcare EEA 18-64 Female |Myocardial infarction (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation
- EU-EC- 18 Professional Years n/a - [n/a - n/a - n/a])
3 10011302213
1("_‘)
S
g - =
_§ click or scan | dg : N SPIKEVAX [COVID-19 MRNA VACCINE
4 2022-01- 78 18-64 MODERNA (CX-024414)] (S- I isati 1/
1251 EU.EC 18 Healthcare  [EEA Years |Male  |Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Respiratory tract haemorrhage (n/a - Unknown - ) (CX- )] (S- Immunisation - n/a -
10011302212 Professional [wa - n/a-n/a))
8
ks
5
3 click or scan | 3 i Non
5 &t (2022-01- 65-85 Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Unknown - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - Immunisation -|
51252 ) Healthcare EEA Female N
] EU-EC- o (18 Professional Years Hospitalisation) n/a - [n/a - n/a - n/a])
(3 10011302206, ;
3
© dlickor sean | H022.01. Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
g 1253 EU-EC- 18 Healthcare EEA Vears Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
g 10011302191 Professional [n/a - n/a - n/a)])
kS
% lick or scan | 5022-01- Non More Abdominal discomfort (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results COMIRNATY [TOZINAME (S- Immunisation -
‘gn 1254 BU-EC- 18 Healthcare EEA than 85 [Female |in Death, Caused/Prolonged Hospitalisation), Epilepsy (n/a - Not Recovered/Not Resolved - Caused/Prolonged na - [n/a - /a - n/a]) ]
%-; 10011302186 Professional Years Hospitalisation), Tachycardia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
©
g click or scan | rr=k Non
2022-01- 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
R -
2 1255 EU-EC- 18 Erejllctelgscizrsa] EEA Vears Male  |Arrhythmia (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
= 10011302184
£ :
Pl dlick or scan | 7 5022.01|Healtheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
E|1256 : EEA Male  |Cerebral haemorrhage (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S - Immunisation - n/a -
= EU-EC- 18 Professional Years [/ - n/a - n/a])
z 10011302180
ko
ki click or scan || COMIRNATY COVID-19 MRNA VACCINE
Is} — & 2022-01- | Healthcare More COVID-19 (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
1257 : . EEA than 85 [Male  |Vaccination failure (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S|
EU-EC- 18 Professional - . .
r Years Condition) - Immunisation - Not applicable - [n/a - .3mL -
10011302066,
Intramuscular])
click or scan | :
2022-01-|Healthcare 65-85 . ) . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - , - - . S .
1258 EUEC |, 13 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Rash (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10011301978

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302216&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302206&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302191&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302186&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302184&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302180&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011302066&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301978&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan || COMIRNATY COVID-19 MRNA VACCINE
q 1259 2022-01-|Healthcare EEA i\ﬁgrrleg s [Male COVID-19 (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), %%%Og[}lj) E%?%Eg.})l)o(]?g OZIN%E&I%R(S
S EU-EC- 18 Professional v Vaccination failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) I sation - N licable - /a - 3mL
& 10011301936 ears - Immunisation - Not applicable - [n/a - . -
g Intramuscular])
[=] . COMIRNATY COVID-19 MRNA VACCINE
g dlickor scan | More COVID-19 (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), CLEOSIDE MODIFIED) CONCENTRATE FOR
® 2022-01-|Healthcare
Q1260 EU-FC- 18 Professional EEA than 85 [Female |Vaccination failure (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S
g 10011301783 Years Condition) - Immunisation - Not applicable - [n/a - .3mL -
g Intramuscular])
g_ COMIRNATY [TOZINAMERAN] (S - COVID-19
= immunisation - Not applicable - [n/a - 1{DF} - n/a]),
-8} [A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
(A/HONGKONG4801/2014, X-263B),
B/BRISBANE/60/2008-LIKE STRAIN
) . [ (B/BRISBANE/60/2008, WILD TYPE),
IS ik or scan 2022-01-|Healthcare More Dyskinesia (n/a - Fatal - Results in Death, Life Threatening), Fatigue (n/a - Not Recovered/Not Resolved - ), Injection site  |A/CALIFORNIA/7/2009 (HIN1)PDMO09-DERIVED
S| 1261 EU-EC- 18 Professional EEA than 85 [Female |pain (n/a - Recovered/Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ), Nervous system disorder (n/a - Fatal - STRAIN USED (NYMC X-181), AAHONG
3 10011301732 Years Results in Death, Life Threatening) KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
5 KONG4801/2014, X-263B), B/BRISBANE/60/2008-
0 LIKE STRAIN (B/BRISBANE/60/2008, WILD
] TYPE), AMICHIGAN/45/2015 (HIN1)PDMO09-LIKE|
5 STRAIN (A/SINGAPORE/GP1908/2015, IVR-180),
& INFLUENZA VACCINE] (S - Influenza immunisation
{% - Not applicable - [n/a - 1 {DF} - n/a])
o
s dlick or sean Non VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
5| 1262 2022-01- Healthcare EEA 65-85 Male Chror.nc }nﬂammatory demyelinating polyradiculoneuropathy (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX] NCOV-19)] (S- COVID-19 immunisation
% 1 0(151({-3]?1-693 18 Professional Years Hospitalisation) - Not applicable - [n/a - .5mL - Intramuscular])
g
%-:) click or scan | s
>|1263 : f 2022-01-|Healthare —pp o 6585 pemale [COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
o EU-EC- 18 Professional Years - n/a - Intramuscular])
% 10011301370
g click or scan || Fatigue (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), Giant cell arteritis (4d - Fatal - Results in Death, COVID-19 VACCINE JANSSEN SUSPENSION FOR
ol - : 2022-01-| Healthcare More Caused/Prolonged Hospitalisation, Other Medically Important Condition), Malaise (n/a - Unknown - ), Polymyalgia INJECTION COVID-19 VACCINE (AD26.COV2-S
E 1264 BU-EC- ; 18 Professional EEA than 85 |Female |rheumatica (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), [RECOMBINANTT) [COVID-19 VACCINE JANSSEN
'?n‘ 10011301245 Years Pulmonary embolism (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important (AD26.COV2.9)] (S- Immunisation - Not applicable -
= Condition), Visual impairment (n/a - Unknown - ) [n/a - .5mL - Intramuscular])
=
2 click or scan :
al |2022-01-|Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . S .
% 1265 EU-EC- 18 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
5 10011301036
click or scan | ; -
1266 2 2022-01-|Healthcare Non EEA 18-64 Male Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pericardial haemorrhage (n/a -|COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 18 Professional Years Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - Unknown])
10011301027, ]
click or scan 7
2022-01-|Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - R - - . S .
1267 EU-EC- 13 Professional Non EEA Vears Female |Headache (n/a - Fatal - Results in Death), Mental status changes (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10011301026 ]

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301936&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301783&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301732&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301693&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301370&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301036&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011301026&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan | SPIKEVAX [COVID-19 MRNA VACCINE
N 2022-01-|Healthcare 18-64 . MODERNA (CX-024414)] (S- COVID-19
N . - - ’ . . . .
S 1268 EU-EC- 18 Professional EEA Years Male  (Sudden death (Od - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
g' 10011300382 Intramuscular])
1
(-Q,D- click or scan | : More
g 1269 2022-01- Healthcare EEA than 85 |Male Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Malaise (1d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - Immunisation -|
g EU-EC- ., (18 Professional Years Death) n/a - [n/a - 3{DF} - n/a])
g 10011300363
§- click or scan |;
Elam 202201 |Healtheare | ?}’f;’;eg s hvie  [Diamhoca (4d - Fatal - Results in Death). Malaise (4d - Fatal - Results in Death), Nausea (4d - Fatal - Results in Death), ﬁéﬁ%%{%ﬂ? 41‘)11] “(S“_*IYT?HOCIWS;EHOH s
: EU-EC- 18 Professional Vears Pyrexia (4d - Fatal - Results in Death), Vomiting (4d - Fatal - Results in Death) [Va - n/a - n/a])
g 10011300348
% click or scan | ; g Non
S| 1271 §: |2022-01- Healthcare EEA 18-64 Male  |Arrhythmia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
S EU-EC- o (18 fessional Years n/a- [n/a - n/a - n/aj)
8| |10011300347 : Profession
>
Lu .
8 dlick or sean | 502201 /N 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
§ 1272 EU-EC- 18 Healthcare EEA Vears Female [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
o 10011300342 Professional [n/a - 3{DF} - Intramuscular])
o}
o
g click or scan |: Non
[} 2022-01- 18-64  |Not . COMIRNATY [TOZINAMERAN] (S - Immunisation -
2 . - R
% 1273 EU-EC- 13 Eﬁ;ﬁf& EEA Years  |Specified Death (n/a - Fatal - Results in Death) na - [n/a- a - n/a])
10011300341
g
%_; click or scan |; Non
> 2022-01- 18-64 o . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
% 1274 EU-EC- 18 E:jg;sciirgal EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10011300340
8
> click or scan | Non SPIKEVAX [COVID-19 MRNA VACCINE
T —vi= = i i - =) - - i > - featt
E 1275 2l 2022-01 Healthcare EEA 18-64 Male Anal incontinence '(n/a Unknown - ), Death (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved MODERNA (CX-024414)] (S - Immunisation - n/a -
= EU-EC- 18 : Years -), Urinary incontinence (n/a - Unknown - )
g 10011300337 - Professional [n/a - n/a - n/a])
£
5 dlick or sean Non SPIKEVAX [COVID-19 MRNA VACCINE
1. g . . ) ) . . ) ) . Ui . . ) INE
% 1276 _— %322 01 Healthcare EEA %{i a?;l Male Gnnla(lIl gl\)cvgn_tl)nence (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death), Urinary incontinence (n/a MODERNA (CX-024414)] (S- Immunisation - n/a -
= Professional n/a-n/a-n/a
O 10011300336,
lick or scan |, 2022-01- Non More Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pancytopenia (n/a - Not Recovered/Not Resolved COMIRNATY [TOZINAMERAN] (S- I isation -
1277 Healthcare EEA than 85 |Female |- Caused/Prolonged Hospitalisation), Poikilocytosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), mmunisatio
EU-EC- 18 sp cyt P n/a - [va - n/a - n/a])
10011300335 Professional Years Pupils unequal (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
click or scan |; Non
2022-01- 18-64 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- -
1278 BU-EC. 18 E:jg;;fgal EEA Vears Male  |Arrhythmia (n/a - Fatal - Results in Death) Wa - [n/a - /a - n/a])
10011300333

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300382&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300363&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300348&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300347&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300342&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300341&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300340&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300337&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300336&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300333&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan | : Non More
S| e 202201 Healtheare  [EEA - |than 85 |Female|Sudden death (n/a - Fatal - Results in Death) D T gy MERANT(5- fmmunation
m 10011300332 Professional Years
=)
8
9 click or scan |; Non
® -01- - - isation -
01280 2022-01 Healthcare EEA 18-64 Male  [Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation
e EU-EC- 18 . Years n/a - [n/a - n/a - n/a])
3 10011300331 Professional
g
Q .
R click or scan |; Non
-‘é 1281 2022-01- Healthcare EEA Not Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Tympanometry abnormal (n/a - Not |COMIRNATY [TOZINAMERAN] (S - Immunisation -
g EU-EC- 18 Professional Specified Recovered/Not Resolved - ) n/a- [n/a-n/a-n/a])
10011300330| &
% dlick or scan | ; i Non Breast cancer female (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results ME
S| 1282 E i 202201 \ealtheare  |EEA Not | Eemale |in De ath, Other Medically Important Condition), Ventricular fibrillation (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (8 - Immunisation -
S U-EC- | @# g |18 Professional Specified Condition) n/a - [n/a - n/a - n/a])
G 10011300327 o
E;
”
e
5 .
3 click or scan £ COVID-19 VACCINE JANSSEN (AD26.COV2.5)
% 1283 BU-EC Lh, (2022-01-|Healthcare Non EEA 65-85 Male Diarrhoea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
o rofession: ears ‘atal - Results in Death TO or own indication - Not applicable -
o 10011299962 18 Proft al Y Fatal Product used for unkng di Not applicabl
] [n/a - n/a - Intramuscular])
[}
=) .
s dlickor sem | ; COMIRNATY [TOZINAMERAN] (S - COVID-19
%_; 1284 4 (2022-01- Healthcare Non EEA 18-64 Male Cold sweat (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in immunisation - Not applicable - [1d- n/a -
> EU-EC- |18 Professional Years Death), Pallor (n/a - Fatal - Results in Death) PP
% 10011299795 Intramuscular])
g dlick or sean | HES i Non
B 1285 22 (2022-01- Healthcare Non EEA Not Female Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonitis (n/a - Fatal - Results in  |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
€ EU-EC- R4 (18 . Specified Death) immunisation - Not applicable - [n/a - n/a - n/a])
S| |10011299655 : Professional
o
E click or scan |+ r
2 —— 2022-01- Non 65-85 Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
B 1286 EU-EC- =' 18 Healthcare Non EEA Vears Male  |Condition), COVID-19 (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vaccination failure (n/a - |immunisation - Not applicable - [1d - n/a -
g . Professional Not Recovered/Not Resolved - Other Medically Important Condition) Intramuscular])
@ 10011299645
O
click or scan |- L Non COVID-19 VACCINE (AD26.COV2-S
1287 =i 12022-01- Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (/a - Unknown - Results in Death, |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 7 |18 Professional Years Caused/Prolonged Hospitalisation) JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
10011299276, applicable - [n/a - n/a - Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300331&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011300327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011299962&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011299795&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011299655&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011299645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011299276&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
Acute kidney injury (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
« Condition), Asthenia (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Unknown - Caused/Prolonged
g Hospitalisation, Other Medically Important Condition), Dizziness (n/a - Unknown - Other Medically Important Condition),
N . Dyspnoea (n/a - Unknown - Other Medically Important Condition), Dyspnoea exertional (n/a - Unknown - Other Medically
S dlick or sean |- A Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), SPIKEVAX [COVID-19 MRNA VACCINE
B =i (2022-01- [Healthcare 18-64 . . . L MODERNA (CX-024414)] (S- Product used for
o[ 1288 BU-EC- 2 I Professional Non EEA Years Male  |Fatigue (n/a - Unknown - Other Medically Important Condition), Feeding disorder (n/a - Unknown - Caused/Prolonged known indication - Not applicable - [nva - 1{DF} -
% 10011299257 ¥ Hospitalisation, Other Medically Important Condition), Hot flush (n/a - Unknown - Other Medically Important Condition), Unknown]) PP
a Hypoglycaemia (n/a - Recovering/Resolving - Other Medically Important Condition), Nausea (n/a - Unknown -
g Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vertigo (n/a - Unknown - Caused/Prolonged
a3 Hospitalisation, Other Medically Important Condition), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
5 Medically Important Condition)
= click or scan | - . . . . . ..
g — 01 g Brain oedema (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Hypertensive crisis (n/a - ME )
- [ 1289 2022-01 Hea]thc-are EEA 18-64 Male  [Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in Death), Ruptured cerebral COMIRNATY [TOZIN RAN] (8- COVID-19
EU-EC- 318 Professional Years o/ - Fatal R Stbarachnoid h hae (n/a - Fatal . immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10011299188 aneurysm (n/a - Fatal - Results in Death), achnoid haemorrhage (n/a - Fatal - Results in Death)
:
= dlick or scan | £ Acute coronary syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOXI
> 1290 g [2022-01- Healtheare 1 gy 1864y e | Results in Death ), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Tachycardia (n/a NCOV-19) [COVID-19 VACCINE ASTRAZENECA
© EU-EC- Z |18 Professional Years  Fatal - Result ‘nj Death ’ ’ (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
::3’ 10011298859| &8 atal - Results in Death) - n/a - Intramuscular])
5 dlick or scan | 502201 Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
2 1291 Healthcare EEA Male  |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
g EU-EC- |18 Professional Years immunisation - Not applicable - [n/a - 1 {DF} - n/a])
a 10011298172
g click or scan |*
£ E—— 5022-01- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
% 1292 BU-EC. 18 Healthcare Non EEA Vears Male  |Drugineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
o : Professional - n/a - Intramuscular])
< 10011297773
%_; 'VAXZEVRIA SUSPENSION FOR INJECTION
e click or scan |- Non COVID-19 VACCINE (CHADOX1-S
< 2022-01- 65-85 . . [RECOMBINANT]) [COVID-19 VACCINE
- -
g 1293 BU-EC- 18 l[;l:(?fl‘gsl;irga] EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) ASTRAZENECA (CHADOX1 NCOV-19)] (S-
g 10011297753 COVID-19 immunisation - Not applicable - [n/a - n/a -
T n/a])
g
féi. click or scan 3 Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
E STty (2022-01- 18-64 . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
| 1294 ) Healthcare Non EEA Female - - )
2 EU-EC- (18 Professional Years Death (néa - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
3 10011297403 Unknown])
5
O
click or scan | - COVID-19 MRNA VACCINE MODERNA (CX-
2022-01-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . -
12951 pueC (18 |professional [P [Years |Male [Acttepulmonary oedema (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10011297379 applicable - [0d - .5mL - Intramuscular])
click or scan |- -
1296 s 2022-01-|Healthcare EEA 18-64 Male General physical health deterioration (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- ZHE (18 Professional Years Pulmonary embolism (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10011297019,

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011299257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011299188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011298859&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011298172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011297773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011297753&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011297403&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011297379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011297019&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
N lick or sean | 2022-01.|Faltheare 65.85 Chest pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coronary arterial stent | SPIKEVAX [COVID-19 MRNA VACCINE
11297 FUEC | o Professional EEA Vears Male |insertion (6d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Electrocardiogram abnormal |MODERNA (CX-024414)] (S - Immunisation - n/a -
m 10011296965 . (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) [n/a - n/a - n/a])
o a
8
9 click or scan |-
g 1298 2022-01-|Healthcare EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (1d - Fatal - |COMIRNATY [TOZINAMERAN] (S - Immunisation -
- EU-EC- Sy (18 Professional Years Results in Death) n/a- [n/a - n/a - n/a])
3 10011296922 3
1("_‘)
8 Jick -
g ceorsn | 022-01. [Healthcare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
Q| 1299 ; . EEA Female |Cardiac arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- Immunisation - n/a -
: EU-EG- | &g (18 Professional Years [a - 3{DF} - n/a])
g 10011296896/ 3
% click or scan | ‘ad¥ AR More
S| 1300 EU-EC » %222_01_ Ere(?tl"g;si?)rrfal EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Immunisation (n/a - Fatal - Results in Death) mﬂﬁgg [Illrgz%lLNplicablel[\rlx]/;S ;/?\:/3)19
S _EC- : R - _n/a-
£ 10011296429 Years
>
m
@ click or scan |-
g 1301 pope I %222_01_ Eﬁ;ﬁfg o [NonEEA ?(Seﬁ: Female |Asthenia (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death) mﬁﬁgg ggﬁgﬁﬁs‘éﬁ] d(_SI;/S_)X;;w
g 10011296351| =542
o
& dlick or sean |2 202201 | Fialtheare 1864 TOZINAMERAN [TOZINAMERAN] (S - COVID-19
‘£ (1302 EU-EC- 18 Professional Non EEA Vears Male  |Chest pain (n/a - Fatal - Results in Death), Immunisation (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
% g Intramuscular])
8 10011296348
D
e}
%i dlick or scan | o201 Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
T 1303 EU-EC- 18 Healthcare EEA Vears Male  [Myocardial infarction (4h - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
% 10011296172 : Professional Intramuscular])
g Acute disseminated encephalomyelitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other
?E’ click or scan |- Medically Important Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other [SPIKEVAX [COVID-19 MRNA VACCINE
£ 1304 2022-01- |Healthcare Non EEA 65-85 Male Medically Important Condition), Depressed level of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged MODERNA (CX-024414)] (S- COVID-19
E_ EBU-EC | gs |18 Professional Years Hospitalisation, Disabling, Other Medically Important Condition), Epilepsy (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
£ 10011295930/ g2 Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) Intramuscular])
) .
3 click or scan | ‘=3
g 1305 2022-01-|Healthcare Non EEA 18-64 Female Ageusia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
(s} EU-EC- 3118 Professional Years Death) immunisation - Not applicable - [1d - n/a - n/a])
10011295791
click or scan |- : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1306 A 12022-01- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (17d - Recovered/Resolved - ),  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | g i |18 Professional Years Eating disorder (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10011295666| 2% ] n/a - Intramuscular])
click or scan |+ : COVID-19 VACCINE ASTRAZENECA (CHADOX1
07| e | EEERERN O, NonERA |G IMale | Myocadil infaction (v~ Fatal - Resulis In Death, CasedProlonsd Hosptalsion) (GHADOXI NCOVI9)] 5- - Kot appicable [
10011295468 =tk i - n/a - Intramuscular])



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011296965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011296922&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011296896&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011296429&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011296351&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011296348&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011296172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011295930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011295791&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011295666&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011295468&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
]
N
o
«
I
=)
1
e lick or scan |+
& clekorsean | w & 5022-01-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
0| 1308 EU-FC- : 18 Professional Non EEA Vears Male  |Headache (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
Fl 10011295276 ; Intramuscular])
£
Q .
R click or scan |-
= A (2022-01- [Healthcare 65-85 NP . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
81309 BU-EC- 313 Professional Non EEA Vears Male  [Vaccination site abscess (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- n/a - n/a])
g 10011295256 ;
g click or scan |- i i
S o |4 % 12022-01- [Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
B3| 1310 : : EEA Male  |Angioedema (n/a - Fatal - Results in Death), Hypersensitivity (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
S EU-EC- (18 Professional Years Tntramuscular])
g 10011295217
>
LaL; click or scan || 1 Back pain (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically
g _— (5022-01- Non 65-85 Importan't Condition), Death (n/a - Fatal - Results in De.ath, Other Medically ImportanF Condition), Fatigue (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
&8 puEc 18 Healthcare Non EEA Vears Female [Results in Death), Immunisation (n/a - Fatal - Results in Death), Interchange of vaccine products (n/a - Fatal - Results immunisation - Not applicable - [1d - n/a - n/a])
© 10011294769 F EE Professional in Death), Off label use (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death, Other Medically PP
g Important Condition)
5 click or scan | ‘3 T
o More
= 412022-01- |Healthcare .. . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl .
% 1312 EU-EC- |18 Professional Non EEA %l{l:ar;SSS Male | Dizziness (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
5 10011294745
e}
%‘; Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
2 click or scan |* : Non Condition), Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
B 1313 4 (2022-01- Healthcare Non EEA 65-85 Male Condition), Cardiomyopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
g EU-EC- (18 Professional Years Condition), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [1n/a - n/a - n/a])
= 10011294653 Important Condition), Septic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
% Important Condition)
E click or scan |* x
B 42022-01- | Healthcare 18-64 . } } . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
=3 1314 EU-EC- 18 Professional Non EEA Vears Male  [Myocarditis (n/a - Fatal - Results in Death, Other Medically Important Condition) ; isation - Not applicable - [1d - n/a - n/a])
< 10011294620 2% ;
B
2 click or scan | ‘a2 L COVID-19 VACCINE JANSSEN (AD26.COV2.
g Non
ot 112022-01- Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
5| 1315 EU-EC- 3T Ereallcthciars | Non EEA Specified Female |Death (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10011294575 olessiona Unknown])
click or scan | - ME
1316 24 (2022-01-|Healthcare EEA 18-64 Male Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Feeling jittery (n/a - Fatal - Results in mﬁﬁgg ggzalmlicable I n/] S —3CIXn)LV{D19
EU-EC- 3 |18 Professional Years Death), Pyrexia (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) PP .
10011293828 a Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011295276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011295256&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011295217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011294769&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011294745&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011294653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011294620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011294575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011293828&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria” : " Resultsin Death”

Page 151 of 2352

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |+ Non
IN] 2022-01- 18-64 L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
I - - . S .
S 1317 pugc 13 Hea]thqare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
) Professional
N 10011293776
1
b lick
g cieeotsan | 8E | 000.01. [Non 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
o|1318 BU-EC- . 18 Healthcare EEA Years Male  [Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
§ 10011293633 - Professional Intramuscular])
£
S
@ click or scan |+
5 2022-01-|Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
81319 EU-EC- 3|/ Professional EEA Vears Male  |Acute myocardial infarction (0d - Fatal - Results in Death) - n/a- n/a))
g 10011293321 ]
% click or scan | _=' i Non COVID-19 MRNA VACCINE MODERNA (CX-
= 2022-01- Not . . . 024414) [COVID-19 MRNA VACCINE MODERNA
=] - -
< 1320 EUEC | 217 E:;l“g;;f:al Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
.\g 10011291719 applicable - [n/a - 1{DF} - Unknown])
>
LaL; Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory failure (n/a - Fatal
o - Results in Death, Caused/Prolonged Hospitalisation), Anaemia (n/a - Fatal - Results in Death, Caused/Prolonged
§ Hospitalisation), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a -
< click or scan |- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 VACCINE JANSSEN (AD26.COV2.S)
g 1321 2022-01- Healthcare Non EEA 18-64 Male Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Influenza (n/a - Fatal - [COVID-19 VACCINE JANSSEN (AD26.COW2.9)] (S-
— EU-EC- 3117 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Metabolic acidosis (n/a - Fatal - Results in Death, Caused/Prolonged |Product used for unknown indication - Not applicable -
g 10011291705 i Hospitalisation), Positive airway pressure therapy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS- |[n/a - n/a - Intramuscular])
b= CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal -
% Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - Results in Death,
s Caused/Prolonged Hospitalisation)
o
%‘; click or scan |* - Non
(1322 g [2022-01- Healthcare EEA 65-85 Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
] EU-EC- 3|17 Professional Years - n/a- n/a])
g 10011291283
g dlick or scan COVID-19 MRNA VACCINE MODERNA (CX-
= click or scan |*
£ 1323 2022-01- Healthcare Non EEA 18-64 Male Acute myocardial infarction (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal ?é;‘;_‘ (1)2 54%;/[(?:1;0 dlx:tisZ?for ! I\SIVOW?EMA
= EU-EC- 17 Professional Years - Results in Death), Hypervolaemia (n/a - Fatal - Results in Death) N N
3 e indication - Not applicable - [n/a - 1{DF} -
o 10011290127
£ Intramuscular])
L COMIRNATY [TOZINAMERAN] (S - COVID-19
=2 dlick or scan || immunisation - Not applicable - [n/a - 1{DF} -
% —— 2022-01- Non 18-64 Intramuscular]), COVID-19 MRNA VACCINE
11324 EU-EC- 17 Healthcare EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414) [COVID-19 MRNA
o 10011289988] 5 E Professional 'VACCINE MODERNA (CX-024414)] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -

Intramuscular])

COMIRNATY [TOZINAMERAN] (S- COVID-19
click or scan || immunisation - Not applicable - [n/a - 1{DF} -
E— 5022-01- Non 18-64 Intramuscular]), COVID-19 MRNA VACCINE

1325 | cuEC : 17 Healthcare EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414) [COVID-19 MRNA
10011289988 ; 5 Professional 'VACCINE MODERNA (CX-024414)] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -

Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011293776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011293633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011293321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011291719&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011291705&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011291283&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011290127&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289988&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289988&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan || COMIRNATY [TOZINAMERAN] (S- COVID-19
« _ 2022-01-|Healthcare 65-85 immunisation - Not applicable - [1d - .3mL -
11326 EU-EC- 17 Professional EEA Vears Female |Capillary leak syndrome (n/a - Fatal - Results in Death) Intramuscular]), PACLITAXEL [PACLITAXEL] (S-
m 10011289332 Invasive ductal breast carcinoma - Drug withdrawn -
=} [86d - n/a - Intravenous drip])
1
(=] .
L lick or scan | o 5022.01.|Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
01327 EU-EC- 17 Professional EEA than 85 [Male  |Vaccination failure (7d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
3 10011289308 Years Intramuscular])
£
8 lick or scan |+ i
g ceorsn B | 00.01- | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
B 1328 BU-EC- ; : 17 Professional EEA Vears Female |Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
g 10011289299 33 Intramuscular])
8 COMIRNATY [TOZINAMERAN] (S- COVID-19
E immunisation - Not applicable - [162d - 1 {DF} -
= click or scan || Intramuscular]), VENCLYXTO 100 MG FILM
3 —— : 2022-01-|Healthcare More COATED TABLETS[VENETOCLAX] (S- Acute
1; 1329 EU-EC- : 17 Professional EEA than 85 [Male  |Vaccination failure (20d - Fatal - Results in Death) myeloid leukaemia - Not applicable - [180d - 100mg -
w 10011289217 Years Oral]), VIDAZA POWDER FOR SUSPENSION FOR
8 INJECTION [AZACITIDINE] (S- Acute myeloid
] leukaemia - Not applicable - [1029d - 37.5mg/m2 -
3 Subcutaneous])
o}
o] click or scan |- ME
= 2022-01- |Healthcare 18-64 . COMIRNATY [TOZIN . RAN] (8- COVID-19
g 1330 | cuEC 17 Professional EEA Vears Male  |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
g 10011289176 Intramuscular])
g” click or scan |-
2022-01- Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
%_; 1331 BU-EC- 17 Professional EEA Years Male  |Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [n/a - 1{DF} -
e : Intramuscular])
! 10011289168
é click or scan & o SPIKEVAX [COVID-19 MRNA VACCINE
a 2022-01-|Healthcare 18-64 . MODERNA (CX-024414)] (S- COVID-19
A - - ) . e :
g 1332 EU-EC- 17 Professional EEA Years Male  |Sudden death (n/a - Fatal - Results In Death immunisation - Not applicable - [1d - 1{DF} -
= 10011289141 Intramuscular])
7]
=3
E click or scan |+ L Non COVID-19 MRNA VACCINE MODERNA (CX-
> 2 2022-01- 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
3 - R
7 1333 EU-EC- 17 E:sg;;f:a] Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
g 10011289009 applicable - [n/a - 1{DF} - Unknown])
S =
lick or scan | S 2022-01- Non 18-64 Decreased appetite (n/a - Unknown - ), Interchange of vaccine products (1d - Recovered/Resolved - ), Loss of consciousness &(2)4\!‘[3)1 [QC(]\%_XIXATCCINEM A \XO:DSHERNIE Bljlglj))](i_RN A
1334 EU-EC- 17 Healthcare Non EEA Vears Male  |(n/a- Fatal - Results in Death, Other Medically Important Condition), Salivary hypersecretion (n/a - Fatal - Results in (CX-024414)] (S- Product used for unknown
[ Professional Death), Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) D .
10011288992 indication - Not applicable - [n/a - 1{DF} - Unknown])
click or scan |- L More
1335 Y 7z (2022-01-|Healthcare EEA than 85 |Female Circulatory collapse (n/a - Fatal - Results in Death), Iliac artery rupture (n/a - Fatal - Results in Death), Peripheral artery | COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 5 17 Professional Years aneurysm (n/a - Fatal - Results in Death) n/a - [n/a - 3{DF} - n/a])
10011288638/ H

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289308&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289299&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289217&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289176&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289168&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289141&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011289009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288638&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# U Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
dlick or scan | SPIKEVAX [COVID-19 MRNA VACCINE
2022-01-|Healthcare 18-64 . s
1336 : EEA Male  [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EG- |5 17 Professional Years [a - n/a - n/a])
10011288570
click or scan | a Non
1337 202201 | ealthcare  |EEA 6585 pemale [COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 17 Professional Years n/a - [n/a - 2{DF} - n/a])
10011288547
click or scan |+ Non COVID-19 VACCINE (AD26.COV2-S
1338 2022-01- Healthcare EEA 18-64 Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), |[RECOMBINANT]) JANSSEN [COVID-19 VACCINE
EU-EC- 17 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death) JANSSEN (AD26.COV2.9)] (S - Immunisation - n/a -
10011288538 ofessio [n/a - n/a - n/a])
click or scan |
4 (2022-01- Healthcare 18-64 o . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
] “ - _
1339 EU-EC- 17 Professional EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) na - [n/a - 2{DF} - n/a])
10011288489
click or scan | - :
i (2022-01- Healthcare 65-85 . — . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
' - -
1340 EU-EC- 17 Professional EEA Vears Female |General physical health deterioration (n/a - Fatal - Results in Death) - .5mL - Intramuscular])
10011288455
click or scan |- MRN CCINE
1341 2022-01-|Healthcare EEA 18-64 Female Cerebral infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebrovascular ﬁéﬁ%\éﬁﬁ%}(\_ﬁ?&? 4] (S/-\I\r/n/?nmisation na-
EU-EC- 17 Professional Years accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
[n/a - n/a - n/a])
10011288336,
click or scan |- - ME
1342 2zi |2022-01-|Healthcare Non EEA 18-64 Female Cyanosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in mﬂﬁgﬁ [I'\lIgZaINlicable i [1] d(_Sr;/;IF)VID 19
EU-EC- 17 Professional Years Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) PP
Intramuscular])
10011288296
COVID-19 (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Chest pain (n/a - Unknown -
Other Medically Important Condition), Dizziness (n/a - Not Recovered/Not Resolved - Other Medically Important
click or scan |- L Condition), Drug ineffective (n/a - Recovered/Resolved With Sequelae - Other Medically Important Condition), Dyspnoea (n/a| ME
1343 =i 2022-01- Eg:] thearc Non EEA ?ﬁ:;eg 5 [Fomale |- Not Recovered/Not Resolved - Other Medically Important Condition), Fatigue (n/a - Unknown - Other Medically Important ICDMI?;ISEIK [{\Irgzamhcabl?\ﬁ] d(-sr;/g)nw/g Il\zore
EU-EC- 17 Professional Vears Condition), Immunisation (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocarditis (n/a - in ICSR]) PP
10011288268 i Unknown - Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in Death), Tachycardia (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Tremor (n/a - Not Recovered/Not Resolved - Other
Medically Important Condition)
click or scan | % .
1344 EUEC %322'01' Eeaithqare | [EEA ;8_64 Male |Cardiomyopathy (n/a - Recovered/Resolved - Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in ~ |[COMIRNATY [TOZINAMERAN] (S - COVID-19
-EL~ rofession: ears Death) immunisation - Not applicable - [n/a - n/a - n/a))
10011288095
click or scan |- g i Non More
1345 1 (2022-01- Healthcare EEA than 85 |[Female Asthenia (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- | g 17 . Death), Seizure (n/a - Fatal - Results in Death), Weight decreased (n/a - Fatal - Results in Death) - n/a - n/aJ)
1 o Professional Years
10011288006 [l R

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288570&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288547&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288538&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288489&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288455&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288336&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288296&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288268&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288095&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011288006&_xpt=1&_xf=pdf
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Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |+
2022-01- N8 More COMIRNATY [TOZINAMERAN] (S- COVID-19
1346 65 ~""|Healthcare ~ |EEA than 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death) . vl h '
EU-EC- 5 17 : immunisation - Not applicable - [n/a - 1{DF} - n/a])
o Professional Years
10011287930
click or scan |* Non
1347 2022-01- Healthcare EEA 65-85 Female Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (3d - Recovered/Resolved - ), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 17 . Years Headache (1d - Recovered/Resolved - ), Malaise (4d - Recovered/Resolved - ), Pyrexia (1d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10011287909
Abortion spontaneous (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly, Other
Medically Important Condition), Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital
. Anomaly, Other Medically Important Condition), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
click or scan |-z : Non Congenital Anomaly, Other Medically Important Condition), Haemorrhage (n/a - Fatal - Results in Death
1348 2l (2022-01- Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition), Immunisation (n/a - Fatal -  |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 17 Professional Years Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly, Other Medically Important Condition), immunisation - Not applicable - [1d - n/a - n/a])
10011287868 ] Interchange of vaccine products (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Congenital Anomaly,
Other Medically Important Condition), Muscle spasms (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Congenital Anomaly, Other Medically Important Condition), Off label use (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Congenital Anomaly, Other Medically Important Condition)
Cardio-respiratory arrest (n/a - Fatal - Results in Death), Deep vein thrombosis (n/a - Fatal - Results in Death), Fall (n/a -
dlick or scan | BE Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypercoagulation (n/a - Fatal - Results in Death), Influenza
| af A 2002-01- Non 18-64 like illness (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death, Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S - COVID-19
1349 EU-EC- : 17 Healthcare Non EEA Vears Male  [Hospitalisation), Peripheral venous disease (n/a - Fatal - Results in Death), Pumonary embolism (n/a - Fatal - Results in |immunisation - Not applicable - [n/a - n/a -
10011287230 Professional Death), Pulmonary thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Intramuscular])
Important Condition), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)
click or scan |+ COVID-19 VACCINE JANSSEN (AD26.COV2.S)
1350 2022-01- |Healthcare Non EEA 18-64 Female COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 17 Professional Years Death), Malaise (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10011286908 [n/a - n/a - Intramuscular])
click or scan | = : : Non COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2022-01- 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
1351 EU-EC- 17 goca%tezscizrga] Non EEA Years Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for urknown
10011286826 i indication - Unknown - [n/a - 1{DF} - Unknown])
click or scan | B VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| a '_ 2022-01- Non 65-85 (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a]
1352 EU-EC- : 17 Healthcare EEA Vears Male  [Syncope (n/a - Fatal - Results in Death) - n/a - Intramuscular]), VAXZEVRIA [COVID-19
10011286801 Professional VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
(S- n/a - Unknown - [n/a - n/a - Intramuscular])
click or scan Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
EF 2022-01-|Healthcare Not - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
_EC- EY : : - - Results in Death) T .
1353 | EU.EC 17 Professional Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death Trrmmmisation - Not applicable - [/ - 1/ -
10011286743 Unknown])
click or scan |+ i Non COVID-19 MRNA VACCINE MODERNA (CX-
223 2022-01- 65-85 . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
1354 EU-EC- e 117 Eﬁ;ﬁfgﬂ Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10011286652 '* Aho A o 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011287930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011287909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011287868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011287230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286908&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286826&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286801&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286652&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# gjlmﬁl ICSR Form g:z:iv::y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Qualification Group Route])
Date Regulatory
Purposes
. Cerebral thrombosis (n/a - Unknown - Other Medically Important Condition), Choking sensation (n/a - Not Recovered/Not COVID-19 VA JAN (AD26.COV2.8)
click or scan |- L . - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
q b |5022-01- Non 18-64 Resolved - ), Ear pain (n/a - Not Recovered/Not Resolved - ), Eye movement disorder (n/a - Not Recovered/Not Resolved - ), Tmmunisation - Not applicable - [1d- n/a -
11355 : Healthcare Non EEA Female |Feeding disorder (n/a - Not Recovered/Not Resolved - ), Gait inability (n/a - Not Recovered/Not Resolved - ), Muscle tightness Pp
) EU-EC- 17 ; Years i . ) Unknown]), XARELTO [RIVAROXABAN] (S-
8 10011286626 ’ Professional (n/a - Not Recovered/Not Resolved - ), Pain in extremity (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Product used for unknown indication - Unknown - [n/a
B Fatal - Results in Death, Other Medically Important Condition), Vision blurred (n/a - Not Recovered/Not Resolved - )
] - n/a - Unknown])
o
g click or scan |
= ; 2022-01-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
3 1356 EU-EC- 17 Professional EEA Years Male | Cardiac arrest (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
£ 10011286307
S
o
-‘é click or scan | % : Non
d 212022-01- 65-85 ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
1357 BU-EC- 17 Hea]thc_are EEA Vears Male  |Circulatory collapse (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a
Professional
10011286286
3
8 .
= click or scan | - : Non COVID-19 MRNA VACCINE MODERNA (CX-
S = 2022-01- 18-64 L . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
> - -
g 1358 EU-EC- 17 goca};};ciirgal Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
T 10011286233 applicable - [n/a - 1{DF} - Unknown])
8 lick
5 click or scan |- - . . Lo o . .
- - ¢l - - £
3 b |5022-01- | Healthcare 18-64 Coronary artery dlsease (n/a Fata! Results in Death). D}abetlc ketoa01d051.s (n/a - Fatal - Results in Death) Fatlgl}e' (n/a VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1359 EEA Female |- Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting
% EU-EC- 11 (17 Professional Years (n/a - Fatal - Resulfs in De; th > > (CHADOX1 NCOV-19)] (S- n/a - n/a- [1d- n/a - n/a])
[a} 10011286227 ] Results in Death)
5
o click or scan |+ i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
£ -01- - -
1360 g (202201 Healthcare Non EEA 18-64 Male  |Cardiome; n/a - Fatal - Results in Death [COVH.}I.Q VACCINE JANSEN (AD26.COV2.9] (8
g ly
8 EU-EC- 17 Professional Years Immunisation - Not applicable - [n/a - n/a -
<% 10011285839 Unknown])
e}
= dlick or sean | 5 02201 Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
Z 1361 EU-EC- L 17 Healthcare EEA Vears Male  |Myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
é 10011285665 H342 2. Professional immunisation - Not applicable - [n/a - 1{DF} - n/a])
o
T
£ click or scan |- L Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysarthria (n/a - Fatal - Results in
£ 4 12022-01-[Non 65-85 Death, Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), | % b VAX [COVID-19 MRNA VACCINE
Q[ 1362 Healthcare EEA Female . ; i’ MODERNA (CX-024414)] (S- COVID-19
=1 EU-EC- 17 . Years Loss of consciousness (n/a - Recovered/Resolved - ), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged . o .
= 10011285643 Professional Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
o
2 Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
3 2, Sp:
e click or scan |- - More Confusional state (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Embolic stroke (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
511363 4 (2022-01- Healthcare Non EEA  |than 85 |Female Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Fatigue (n/a - Not RecoveredNot |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Vears Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Incontinence (n/a - Unknown - Life Threatening, |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011285498 Caused/Prolonged Hospitalisation, Disabling), Palpitations (n/a - Not Recovered/Not Resolved - Life Threatening, - Not applicable - [1d - n/a - Intramuscular])
Caused/Prolonged Hospitalisation, Disabling)
click or scan |- - COVID-19 VACCINE JANSSEN (AD26.COV2.5)
1364 A (2022-01-|Healthcare Non EEA 18-64 Male Lung abscess (n/a - Fatal - Results in Death), Pulmonary tuberculosis (n/a - Fatal - Results in Death), Septic [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 17 Professional Years encephalopathy (n/a - Fatal - Results in Death) Product used for unknown indication - Not applicable -
10011285443 [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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286286&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286233&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011286227&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011285839&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011285665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011285643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011285498&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011285443&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |- - Non
g 1365 i 202201 pyeitheare  |[EEA 1864 |\ pale | Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
& EU-EC- 17 Professional Years n/a- [n/a-n/a-n/a])
8 10011284688 ;
1
o
[0}
ks
D .
3 click or scan R |5022.01 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
#1366 : EEA Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
5 EU-EC- 17 Professional Years - n/a- n/al)
@ 10011284618
i
3 click or scan |+ i Non COVID-19 MRNA VACCINE MODERNA (CX-
§ 1367 = 12022-01- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Unknown - Other 024414) [COVID-19 MRNA VACCINE MODERNA
1= EU-EC- 17 : Years Medically Important Condition (CX-024414)] (S- COVID-19 immunisation - Not
< Professional Y mp
> 10011284211 applicable - [n/a - 1{DF} - Unknown])
5
>
w click or scan | & i Non COVID-19 MRNA VACCINE MODERNA (CX-
3 112022-01- 18-64 . . .. 024414) [COMID-19 MRNA VACCINE MODERNA
(8]
§ 1368 EU-EC- 17 l})Ire(a;\gSlsciz:)r;al Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
it 10011284188 applicable - [n/a - 1{DF} - Unknown])
o}
o click or scan | B COVID-19 MRNA VACCINE MODERNA (CX-
= e 5022-01|Healthcare 1864 024414) [COVID-19 MRNA VACCINE MODERNA
o | 1369 . Non EEA Male |Cardiac arrest (n/a - Fatal - Results in Death (CX-024414)] (S- Product used for unknown
= EU-EC- 17 Professional Years
£ 10011283968 L indication - Not applicable - [n/a - 1{DF} -
% Intramuscular])
5% click or scan | 2L . COVID-19 MRNA VACCINE MODERNA (CX-
% - A 2022-01-|Healtheare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
21370 BU-EC- . 17 Professional Non EEA Years Female |Myocardial infarction (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
B 10011283212 indication - Not applicable - [n/a - 1{DF} -
g Intramuscular])
g click or scan |-z COVID-19 VACCINE JANSSEN (AD26.COV2.5)
T ! 2022-01-|Healthcare 65-85 . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - ) SR !
E 1371 EU-EC- 17 Professional Non EEA Years Male  [Myocardial infarction (n/a - Fatal - Results in Death Product used for unknown indication - Not applicable -
E_ 10011283145 [n/a - n/a - Intramuscular])
g dlick or scan || COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
2 e More COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a -
Q = - A\ERA\ A\/ERA\ -
31372 EU-EC- %(7)22 ol gocagslsciirg al Non EEA  [than 85 Male  |Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Renal failure (n/a - Unknown - msation . NoETaOZIIiIc\;ble -[ld- ng- S/El)]\)/[D-D
g 10011282961 r Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in PP
O Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
click or scan | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1373 2022-01- Healthcare Non EEA 65-85 Male COVID-19 (7d - Unknown - Other Medically Important Condition), Cerebrovascular accident (7d - Fatal - Results in Death,|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011282939 - Not applicable - [n/a - n/a - Subcutaneous])
click or scan |- Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2022-01- Not . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
1374 BU-EC. Y R 17 Eeallthgare | Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10011282925 A ; rolessiona Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011284688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011284618&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011284211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011284188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011283968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011283212&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011283145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282961&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282939&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282925&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
« 024414) [COVID-19 MRNA VACCINE MODERNA
g (CX-024414)] (S- COVID-19 immunisation - Not
m applicable - [n/a - 1{DF} - Intramuscular]), [A/HONG
=} KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
8 KONG4801/2014, X-263B), B/BRISBANE/60/2008-
% dlick or scan || : LIKE STRAIN (B/BRISBANE/60/2008, WILD
a — 2002-01- Non 65-85 Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Feeling abnormal (4d - Unknown - ),  |TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09-
g 1375 BU-EC- ;o 17 Healthcare Non EEA Years Female |Loss of personal independence in daily activities (4d - Unknown - ), Vomiting (4d - Unknown - Other Medically Important ~ [DERIVED STRAIN USED (NYMC X-181), AAHONG
a3 10011282824 ! x Professional Condition) KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
5 = KONG4801/2014, X-263B), B/BRISBANE/60/2008-
@ LIKE STRAIN (B/BRISBANE/60/2008, WILD
-‘§ TYPE), AMICHIGAN/45/2015 (HIN1)PDMO09-LIKE|
: STRAIN (A/SINGAPORE/GP1908/2015, TVR-180),
g INFLUENZA VACCINE] (S - Product used for
8 unknown indication - Unknown - [n/a - 1{DF} -
= Unknown])
= . ¥ COVID-19 MRNA VACCINE MODERNA (CX-
2 click or scan | -
S _ % 12022-01- | Healtheare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
.\g 1376 EU-EC- |k 17 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
0 10011282795/ & indication - Not applicable - [n/a - 1{DF} -
o Intramuscular])
o .
5’3 click or scan | & : COVID-19 MRNA VACCINE MODERNA (CX-
i1 (2022-01- Healthcare 65-85 . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
©
g 1377 EU-EC- 17 Professional Non EEA Vears Female |Thrombocytopenia (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
g 10011282783 indication - Not applicable - [n/a - 1{DF} - Unknown])
[} . %
1S lick or scan |, i Asthenia (n/a - Fatal - Results in Death), Back pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
i12022-01- | Healthcare 65-85 ) - . . ; 024414) [COVID-19 MRNA VACCINE MODERNA
E 1378 BU-EC- 17 Professional Non EEA Years Female |Death, Other Medically Important Condition), Decreased appetite (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - (CX-024414)] (S - COVID-19 immunisation -
IS Results in Death), Sepsis (n/a - Fatal - Results in Death)
%-:) 10011282754 Unknown - [n/a - 1{DF} - Intramuscular])
= click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
c e % 2022-01-| Healtheare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
% 1379 L : Non EEA Male |Asthenia (n/a - Fatal - Results in Death), [llness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) |(CX-024414)] (S- Product used for unknown
EU-EC- 3317 Professional Years S .
® 10011282606 indication - Not applicable - [n/a - 1{DF} -
% Intramuscular])
£ click or scan | - Non Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Disorientation (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
g 1380 2022-01- Healthcare Non EEA 65-85 Male Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung neoplasm (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
E EU-EC- 17 Professional Years Hospitalisation), Pulmonary haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other (CX-024414)] (S- COVID-19 immunisation - Not
L 10011282559 ; Medically Important Condition) applicable - [n/a - 1{DF} - Unknown])
2
g click or scan | -3 COVID-19 MRNA VACCINE MODERNA (CX-
8
I — 202201 altbeare oy (1964 e el infcron v - - Results i Death) 024414)[COMD:19 NRA VACUINE MODERNA
10011282510| indication - Unknown - [n/a - 1{DF} - Intramuscular])
click or scan |- '. Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
2022-01- 18-64 . . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
1382 Healthcare ~ [Non EEA Male  |Death (n/a - Fatal - Results in Death), Urinary tract infection (n/a - Unknown - Results in Death) s -
EU-EC- 17 Professional Years Immunisation - Not applicable - [n/a - n/a -
10011282317 olessiond Unknown])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282824&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282795&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282783&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282754&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282606&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282559&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282510&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011282317&_xpt=1&_xf=pdf
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Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

1383

click or scan i

EU-ECG-
10011281598

2022-01-
17

Non
Healthcare
Professional

EEA

More
than 85
Years

Female

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

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S- COVID-19 immunisation - Not
applicable - [n/a - .5{DF} - Intramuscular])

Created by: https://t.me/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

1384

Manual "ICSR Form" req|

ot L
click or scan | -

EU-EC-

10011281574/}

2022-01-
17

Healthcare
Professional

EEA

More
than 85
Years

Female

Hyperpyrexia (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death)

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

COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular]), [A/BRISBANE/59/2007 (HIN1)-
LIKE STRAIN, A/BRISBANE/10/2007 (H3N2)-LIKE
STRAIN, B/FLORIDA/4/2006-LIKE STRAIN,
A/CALIFORNIA/7/2009 (HIN1)PDM09-DERIVED
STRAIN USED (NYMC X-181),
A/VMICTORIA/361/2011 (H3N2)a€“DERIVED
STRAIN USED (IVR-165), B/-WISCONSIN/1/2010-
LIKE STRAIN USED (NYMC BX-39) DERIVED
FROM B/HUBEI-WUIIAGANG'158/2009,
A/GUANGDONG-MAONAN/SWL1536/2019
(HIN1)PDMO9 - LIKE VIRUS (A/GUANGDONG-
MAONAN/SWL1536/2019, CNIC-1909), A/HONG
KONG2671/2019 (H3N2) - LIKE VIRUS (A/HONG
KONG2671/2019, IVR-208),
B/WASHINGTON/02/2019 - LIKE VIRUS
(B'WASHINGTON/02/2019, WILD TYPE), AAHONG
KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
KONG4801/2014, X-263B), B/BRISBANE/60/2008-
LIKE STRAIN (B/BRISBANE/60/2008, WILD
TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09 -
DERIVED STRAIN USED NYMC X-179A, A/JHONG
KONG4801/2014 (H3N2)-LIKE STRAIN (A/HONG
KONG4801/2014, X-263B), B BRISBANE/60/2008-
LIKE STRAIN (B/BRISBANE/60/2008, WILD
TYPE), AMICHIGAN/45/2015 (HIN1)PDMO09-LIKE|
STRAIN (A/MICHIGAN/45/2015, NYMC X-275),
A/MICHIGAN/45/2015 (HIN1)PDMO09-LIKE
STRAIN (A/MICHIGAN/45/2015, NYMC X-275),
B/COLORADO/06/2017-LIKE VIRUS
(B/VICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/SINGAPORE/INFIMH-16-0019/2016 (H3N2)-LIKE]
STRAIN (A/SINGAPORE/INFIMH-16-0019/2016,
IVR-186), AINEW CALEDONIA/20/99 (HINT1) -
LIKE STRAIN (A/NEW CALEDONIA/20/99 REASS
IVR-116), AMOSCOW/10/99 (H3N2) - LIKE
STRAIN (A/PANAMA/2007/99 REASS RESVIR-17),
B/SICHUAN/379/99-LIKE STRAIN
(B/JOHANNESBURG'5/99), A/SOUTH
AUSTRALIA/55/2014 STRAIN,
A/SWITZERLAND/9715293/2013 (H3N2) - LIKE
STRAIN (A/SOUTH AUSTRALIA/55/2014, WILD
TYPE), A/CALIFORNIA/7/2009 (HIN1)PDMO09 -
DERIVED STRAIN USED NYMC X-179A,
A/VICTORIA/361/2011 (H3N2)-LIKE STRAIN USED;
(NYMC X-223A) DERIVED FROM
A/TEXAS50/2012, BMASSACHUSET TS02/2012,
A/CALIFORNIA/7/2009 (HIN1)PDMO09 - DERIVED
STRAIN USED NYMC X-179A,
A/VMICTORIA/361/2011 (H3N2)a€“DERIVED



https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011281598&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011281574&_xpt=1&_xf=pdf
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STRAIN USED (IVR-165), B'WISCONSIN/1/2010-

R e

ST USED NYMC X-179A,
A/WISCONSIN/67/2005 (H3N2), AINEW

CALEDONIA/20/99 (HINI) - LIKE STRAIN,
B/MALAYSIA/2506/2004 - LIKE STRAIN,
B/BEIJIING'184/93-LIKE STRAIN
(B'YAMANASHI/166/98), AISYDNEY/5/97 (H3N2)-
LIKE STRAIN (A/SYDNEY/5/97 REASS RESVIR 13),
A/BEIJING262/95 (HIN1) - LIKE STRAIN
(A/BEIIING262/95 REASS. X-127),
B/BRISBANE/60/2008-LIKE STRAIN
(B/BRISBANE/60/2008, WILD TYPE),
A/MICHIGAN/45/2015 (HIN1)PDMO09-LIKE
STRAIN (A/MICHIGAN/45/2015, NYMC X-275),
A/HONGKONG4801/2014 (H3N2)-LIKE STRAIN
(A/HONGKONG'4801/2014, NYMC X-263B),
B/BRISBANE/60/2008-LIKE VIRUS,
A/CALIFORNIA/7/2009 (HIN1), A/PERTH/16/2009
(H3N2) - LIKE STRAIN, B/BRISBANE/60/2008-
LIKE VIRUS, A/CALIFORNIA/7/2009(HIN1)-LIKE
STRAIN (NYMC X-179A), A/PERTH/16/2009
(H3N2) - LIKE STRAIN (A/VICTORIA/210/2009
REASS. NIB-65), B/BRISBANE/60/2008-LIKE VIRUS
A/CALIFORNIA/7/2009(HIN1)-LIKE STRAIN
(NYMC X-179A), A/PERTH/16/2009 (H3N2) - LIKE
STRAIN (A/VICTORIA/210/2009 REASS NYMC X-
187), BICOLORADO/06/2017-LIKE VIRUS
(B/VICTORIA/2/87 LINEAGE)
(BMARYLAND/15/2016, NYMC BX-69A),
A/BRISBANE/02/2018 (HIN1)PDM09-LIKE VIRUS
(A/BRISBANE/02/2018, TVR-190),
A/KANSAS14/2017 (H3N2)-LIKE VIRUS
(A/KANSAS/14/2017, NYMC X-327),
B/MASSACHUSETTS/02/2012, A/TEXAS/50/2012
(H3N2) a€“ DERIVED STRAIN USED (NYMC X-
223A), A/CALIFORNIA/7/2009 (HIN1)PDMO09 -
DERIVED STRAIN USED NYMC X-179A,
B/PHUKET/3073/2013-LIKE STRAIN,
A/SWITZERLAND/9715293/2013 (H3N2)-LIKE
STRAIN (A/SOUTH AUSTRALIA/55/2014, IVR-
175), A/CALIFORNIA/7/2009 (HIN1)PDMO9 -
DERIVED STRAIN USED NYMC X-179A,
INFLUENZA VACCINE (SPLIT VIRION,
INACTIVATED)] (S - Influenza immunisation - Not
applicable - [n/a - 1{DF} - Intramuscular])

1385

Created by: https://t. ne/DatenAnalyseProgrammieren | Data Source: EudraVigilance www.adrreports.eu | Date: 05-02-2022

click or scan

EU-EC-
10011281559

2022-01-
17

Non
Healthcare
Professional

EEA

More
than 85
Years

Female

Cardiac arrest (n/a - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results
in Death), Pyrexia (n/a - Fatal - Results in Death)

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

1386

click or scan

EU-EC-
10011281548

2022-01-
17

Non
Healthcare
Professional

EEA

More
than 85
Years

Female

Arterial rupture (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in Death)

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

1387

click or scan | =2

EU-EC-
10011281535

2022-01-
17

Non
Healthcare
Professional

EEA

65-85
Years

Female

Fatigue (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death), Vertigo (n/a - Fatal - Results in
Death)

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S- COVID-19 immunisation -
Unknown - [n/a - .5{DF} - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011281559&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011281548&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011281535&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes

click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
q T 2022-01-|Healthcare 18-64 Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
11388 EU-EC 16 P : Non EEA Male . - - (CX-024414)] (S- Product used for unknown
IS -EC- rofessional Years Fatal - Results in Death, Other Medically Important Condition) indication - N licable - [n/a - 1 DF
Ry 10011281520 . indication - Not applicable - [n/a - 1{DF} -
=} Intramuscular])
1
(=} .
B lick or scan |- 5022-01.|Heattheare Not Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0| 1389 . . ‘emale emorrhage (n/a - Fatal - Results in Death, Life eatening, er cally Important Condition), ombocytopenia - -n/a- own - [n/a -

BU-EC- 16 Professional EEA Specified Female |Ha hage (n/a - Fatal Life Thr ing, Other Medically I Condition), Thrombo: ia |(CHADOX1 NCOV-19)] (S- n/a - Unkn n/
g 10011281319 (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) n/a - Intramuscular])
%]
=
g_ COVID-19 (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
= click or scan | - More Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), SPIKEVAX [COVID-19 MRNA VACCINE
8 1390 2022-01-|Healthcare Non EEA  |than 85 |Female Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Oxygen| MODERNA (CX-024414)] (S- COVID-19
EU-EC- 16 Professional Vears saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [1d - 1{DF} -

10011280443 Condition), Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Intramuscular])
3 Important Condition)
g click or scan | & COVID-19 MRNA VACCINE MODERNA (CX-
S 2022-01- |Healthcare 18-64 Decreased appetite (n/a - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
Z| 1391 . Non EEA Female o
5 EU-EC- 15 Professional Years Results in Death), Vomiting (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
T 10011279535 indication - Unknown - [n/a - .5mL - Intramuscular])
é!)' ek 5

el F : on oetal exposure during pregnan ‘a - Unknown - Other Medically Important Condition), Multiple congenital abnormalities [VAXZE CCINE RAZENE(
3 ciekorscan 02001 N Not  INog |Foctal exposure during pregnancy (/a - Unknown - Other Medically Tmportant Condition), Multiple congenital abnormalities [VAXZEVRIA [COVID-19 VA AST A
| 1392 EU-EC. : 15 Healthcare Non EEA ified ified (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically (CHADOX1 NCOV-19)] (S - Coronavirus infection -
] b Professional Specified Specif Important Condition) Dose not changed - [n/a - n/a - Intramuscular])
[a} 10011279076,
3
kS click or scan |: Non
1S 1393 2022-01- Healthcare EEA 18-64 Male Asthenia (4d - Recovered/Resolved - ), Cardiomyopathy (n/a - Fatal - Results in Death), Somnolence (4d - COMIRNATY [TOZINAMERAN] (S- COVID-19
g EU-EC- 15 Professional Years Recovered/Resolved - ) immunisation - n/a - [n/a - 1{DF} - n/a])
<% 10011278980
e}
%. click or scan | & 5 SPIKEVAX [COVID-19 MRNA VACCINE
c =i | 2022-01- Healthcare 65-85 . . MODERNA (CX-024414)] (S- Product used for

; - - o

% 1394 EU-EC- 15 Professional Non EEA Vears Female |Pyrexia (n/a - Fatal - Results in Death) known indication - Unknown - [n/a - 1 {DF} -
® 10011278631 Intramuscular])
[a]
Rl
E. click or scan |7 Non
= 2022-01- 65-85 Cardiogenic shock (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death), Pulmonary embolism (1d- |COMIRNATY [TOZINAMERAN] (S - COVID-19
| 1395 Healthcare EEA Male . ) S
=2 EU-EC- 15 : Years Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
£ 10011278537 Professional
)
B click or scan |+ ME
g 1396 2022-01-|Healthcare EEA E}/f;);eg 5 |Female Carotid artery occlusion (5d - Fatal - Results in Death), Coma (5d - Fatal - Results in Death), Hemiparesis (5d - Fatal - mﬁﬁgﬁ ggiINlicable I n/] E _1%;;1 ]_}19
8} EU-ECG- |k 15 Professional Results in Death), Ischaemic stroke (5d - Fatal - Results in Death) PP

10011278536 Years Intramuscular])

lick or scan | g2 % 02201/ Non 65.85 COMIRNATY [TOZINAMERAN] (S- COVID-19

1397 EU-EC- : 15 Healthcare EEA Vears Female [Oxygen saturation decreased (16d - Fatal - Results in Death), Respiratory fatigue (16d - Fatal - Results in Death) immunisation - Unknown - [n/a - 1{DF} -
10011278471 Professional Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011281520&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011281319&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011280443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011279535&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011279076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011278980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011278631&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011278537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011278536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011278471&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# %Kh‘l’)ﬁl ICSR Form g:;:ivs:y Source Sozuntry Age g:;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
]
S
N click or scan T Non COVID-19 MRNA VACCINE MODERNA (CX-
3 1398 7112022-01- Healthcare EEA 18-64 Female Abdominal distension (220d - Fatal - Results in Death), Abdominal pain (220d - Fatal - Results in Death), Ascites (220d - |024414) [COVID-19 MRNA VACCINE MODERNA
g EU-EC- 15 Professional Years Fatal - Results in Death), Fatigue (220d - Fatal - Results in Death), Pleural effusion (220d - Fatal - Results in Death) |(CX-024414)] (S- COVID-19 immunisation - Not
% 10011278463 applicable - [n/a - 1{DF} - Intramuscular])
(a]
3
£
§- click or scan |~ : Non
o ] i (2022-01- 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
= - - . Nl
g 1399 EU-EC- 15 l[;l:(?fl‘gslsciirga] EEA Vears Male  [Haemorrhagic stroke (56d - Fatal - Results in Death) immunisation - n/a - [1/a - 1 {DF} - n/a])
g 10011278434
% click or scan | g3 h Non
412022-01- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
bt - -
S 1400 EU-EC- 14 Healthc_are EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
2 10011277409 Professional
g
Luu; click or scan |- : Non
5| 1401 L) ~""|Healthcare - emale |Atrial fibrillation - Fatal - Results in Death), Cerebral infarction - Fatal - Results in Death . )
o 4112022-01 Health EEA 65-85 Female |Atrial fibrill 50d - Fatal Cercbral inf: 50d - Fatal COMIRNATY [TOZINAMERAN] (S - Immunisation
3 EU-EC- ; 14 Professional Years n/a - [n/a - n/a - n/a])
10011277408
<
o}
2 lick
S ciccotsan || 5 02201/ Non 1864 SPIKEVAX [COVID-19 MRNA VACCINE
T| 1402 EU-EC- h 14 Healthcare EEA Vears Male  |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
% 10011277400| Professional [n/a - n/a - n/a])
g .
%-; click or scan |-
2022-01-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - R
§. 1403 BU-EC- 14 Professional EEA Years Female |Death (1n/a - Fatal - Results in Death) n/a - [/a - 3{DF} - n/a])
g 10011277359
g click or scan | ‘&
E 1404 2022-01-|Healthcare EEA 65-85 Male Atonic seizures (31d - Fatal - Results in Death), Drop attacks (31d - Fatal - Results in Death), Pyrexia (31d - Fatal - ﬁéﬁm&gﬁ?&?mélmgwn na-
= EU-ECG- e b |14 Professional Years Results in Death), Sudden death (0d - Fatal - Results in Death) [/a - 3{DF} - n/a])
B 10011277343| =X . )
=3
E -
S click or scan | *&¥ Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
g 1405 2022-01- Healthcare EEA 18-64 Femal Cardiogenic shock (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Chest discomfort ~|COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 14 Professional Years CMAC | 1/a - Fatal - Results in Death , Malaise (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in |n/a - [n/a-n/a-n/a
B
ot 10011277342, Death)
O
click or scan | ;== i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2% (2022-01- |Healthcare . . . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
) : - - :
1406 EU-EC- % (14 Professional Non EEA %1:;:35 Female |Cardiac failure congestive (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10011276379 =i - n/a - Intramuscular])
click or scan || COMIRNATY [TOZINAMERAN] (S - COVID-19
_— 5022-01- |Healthcare 65-85 immunisation - Drug withdrawn - [1d - .3mL -
1407 BU-EC. 14 Professional EEA Vears Female |Pneumonia klebsiella (18d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular]), [DOXYCYCLINE, DOXYCYCLINE
10011276301/ 3 HYCLATE, DOXYCYCLINE MONOHYDRATE] (S-
n/a - Drug withdrawn - [60d - 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011278463&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011278434&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011277409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011277408&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011277400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011277359&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011277343&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011277342&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011276379&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011276301&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan | ; bt Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
q 1408 &t 2022-01- Healthcare Non EEA 18-64 Male COVID-19 (n/a - Fatal - Results in Death), COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S EU-EC- o (14 : Years Hospitalisation), Drug ineffective (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
) Professional
N 10011276224 n/a - Intramuscular])
1
e lick or scan
g clickorscan | Blood pressure decreased (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death), Dy: n/a - Unknown -
® _01- _ p s , Dyspnoea (n/a own - ), IV
Q| 1409 2022-01 Healthqare EEA 65-85 Female |General physical health deterioration (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
- EU-EC- 14 Professional Years - n/a - Intramuscular])
3 10011276163 3 Death)
£
o8 click or scan |+ : Non COVID-19 MRNA VACCINE MODERNA (CX-
= a1 (2022-01- 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
BI1410] by pe 14 [peathere EEA - yeyg  [Male Death (2d- Fatal - Resuls in Death) (CX-024414)] (S- COVID-19 immunisation - Not
g 10011276005 applicable - [1d - .3mL - Intramuscular])
8 ; 5
8 dlidcor scan | g i , . _ . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 1411 . A 2022-01- Healthc_are Non EEA 18-64 Female Cerebral anery occlusion (n/a - Fatal - Results in Death), Thrombosis with thrombocytopenia syndrome (n/a - Fatal - (CHADOX] NCOV-19)] (S- Immunisation - Unknown
> U-EC- 14 Professional Years Results in Death) - [/a - n/a - Intramuscular])
S 10011274698
@
@ click or scan |- L SPIKEVAX [COVID-19 MRNA VACCINE
5| 1412 2 2022-01-|Healthcare Non EEA 18-64 Male Malaise (n/a - Unknown - ), Oral candidiasis (n/a - Fatal - Results in Death), Sepsis (0d - Fatal - Results in Death, Other |MODERNA (CX-024414)] (S- COVID-19
3 EU-EC- 7 14 Professional Years Medically Important Condition), Stomatitis (n/a - Unknown - ) immunisation - Not applicable - [1d - .5mL -
% 10011273091 = Intramuscular - More in ICSR])
o
— COVID-19 VACCINE ASTRAZENECA (CHADOX1
g - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
g click or scan | & L Cerebral haemorrhage (9d - Fatal - Results in Death), Cerebrovascular accident (9d - Not Recovered/Not Resolved - Other  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
% 1413 ¥, 4l | 2022-01- | Healthcare Non EEA 18-64 Female Medically Important Condition), Headache (n/a - Unknown - Other Medically Important Condition), Intracranial aneurysm |- Not applicable - [1d - n/a - Intramuscular]), COVID-
5 EU-EC- 14 Professional Years (n/a - Unknown - Other Medically Important Condition), Memory impairment (n/a - Unknown - Other Medically Important |19 VACCINE ASTRAZENECA (CHADOX1 NCOV-
< 10011272412, Condition) 19) [COVID-19 VACCINE ASTRAZENECA
%_; (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
= - Unknown - [n/a - n/a - Intramuscular])
c
g click or scan | -3 More SPIKEVAX [COVID-19 MRNA VACCINE
® 2022-01- |Healthcare ) } . ) ) ) . MODERNA (CX-024414)] (S- COVID-19
% 1414 EU-EC- 14 Professional Non EEA ?::ISS Male  |Apnoea (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - SOug-
£ 10011272182 Intramuscular])
5
=2
=
_'5; click or scan N
=) 7 |Non g ME YR
B 1415 EU-EC- 5 2022-01 Healthcare EEA 18-64 Male  |Fatigue (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - Results in Death) COMIRNATY [TOZIN 1(S-nfa-nfa-[n/a
8 10011272126 14 Professional Years ~wa-na))
(¢}

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011276224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011276163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011276005&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011274698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011273091&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011272412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011272182&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011272126&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
Angiogram cerebral abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a
« - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - Fatal - Results in
g Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged
) . ospitalisation), Computerised tomogram head abnormal (n/a - Fatal - Results in Death, Caused/Prolon, ospitalisation), X .
g Hospitalisation), Computerised gram head abng | (n/a - Fatal Caused/Prolonged Hospitalisati COVID-19 VACCINE JANSSEN (AD26.COV2
=} click or scan | et - Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dysarthria (n/a - Fatal - Results in Death, [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
=] 2 -01- thcare - rolon, ospitalisation), ood count abnormal (n/a - Fatal - Results in Death, Caused/Prolon; immunisation - Not applicable - -n/a-
8 1416 2022-01-|Health Non EEA 18-64 Male Caused/Prolonged Hospitalisation), Full blood bn | (n/a - Fatal Caused/Prolonged COVID-19 i isation - Not applicable - [1d - n/
% EU-ECG- |5 (14 Professional Years Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Interchange of vaccine Intramuscular]), TOZINAMERAN [TOZINAMERAN]
a 10011272055 products (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mobility decreased (n/a - Fatal - Results in (S- COVID-19 immunisation - Not applicable - [1d -
= Death, Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Fatal - Results in Death, Caused/Prolonged n/a - n/aJ)
§ Hospitalisation), Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pupil fixed (n/a
5 - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death
o3 Caused/Prolonged Hospitalisation)
‘§ Angiogram cerebral abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a
3 - Fatal - Results in Death rolon; ospitalisation), Cerebral venous sinus thrombosis (n/a - Fatal - Results in
Fatal Caused/Prol Hospitalisation), Cerebral inus thrombosis (n/a - Fatal
Death, rolon, ospitalisation), Cerebrovascular accident (n/a - Fatal - Results in Death rolon,
Caused/Prol Hospitalisation), Cerebr ul ident (n/a - Fatal Caused/Prol
] . Hospitalisation), Computerised tomogram head abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |coOvID-19 VACCINE JANSSEN (AD26.COV2.9)
E click or scan | |\ Death (n/a - Fatal - Re;ult.s il} Death, Caused/Prolonged Hospitalisation), Dysarthna (n/a - Fatal - Results in Death, [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
= 1417 a1 |2022-01- | Healthcare Non EEA 18-64 Male Caqu/P_rok_)nged Hospitalisation), Full blood cour}t abnormal (n/a - Fatal - Results in !)ez_lth Caused/Prolonged ' COVID-19 immunisation - Not applicable - [1d - n/a -
% EU-EC- ) 3 14 Professional Years Hospitalisation), Headache (n/a.- Fatal - Results in Death, Camgd/?rolgnged Hogpltahsatlon), Interchange of vaccme. Intramuscular]), TOZINAMERAN [TOZINAMERAN]
5 10011272055 3 products (n/a - Fatal - Results in I')ea'th Caused/Prolonged Hospitalisation), Mobility decreased (n/a - Fatal - Results in (S- COVID-19 immunisation - Not applicable - [1d -
0 Death, Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Fatal - Results in Death, Caused/Prolonged n/a - n/a))
@ Hospitalisation), Platelet count decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pupil fixed (n/a
g - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death
oo} Caused/Prolonged Hospitalisation)
©
g dlick or scan || 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g _ % |5022-01-|Healthcare 18-64 ) ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [1d - n/a|
3 1418 EU-EC- 14 Professional Non EEA Vears Male  |Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) - Intramuscular]), VAXZEVRIA [COVID-19 VACCINE|
g 10011272036 ASTRAZENECA (CHADOX1 NCOV-19)] (S-n/a -
% Unknown - [n/a - n/a - Intramuscular])
‘gn click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
%_:) - 2022-01-|Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
g 1419 EU-EC- 14 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- Product used for unknown
T 10011271303 indication - Not applicable - [n/a - 1{DF} -
% Intramuscular])
g click or scan |- -
3 . =1 (2022-01- [Healthcare 65-85 ) ) . ) COMIRNATY [TOZINAMERAN] (S - COVID-19
£ 1420 EU-EC- 14 Professional EEA Years Mele  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - n/a])
= 10011271277
1]
=4
< click or scan |- More COVID-19 VACCINE ASTRAZENECA (CHADOX1
=
2 2022-01-|Healthcare Lo L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - :
3 1421 EU-EC- 14 Professional Non EEA ?:;ISS Male  [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
g 10011271177 - /a - Intramuscular])
O
click or scan || COMIRNATY COVID-19 MRNA VACCINE
_— 5022-01- |Healthcare More COVID-19 (38d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
1422 EU-EC- 14 Professional EEA than 85 Female |Vaccination failure (38d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (S|
10011270985/ = Years Condition) - Immunisation - Not applicable - [n/a - .3mL -
Intramuscular])
dlick orsen | R |2022.01. [Healthare More SPIKEVAX [COVID-19 MRNA VACCINE
1423 EU-EC- : 14 Professional Non EEA  |than 85 [Female |Death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10011270853 & Years immunisation - Unknown - [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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011272055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011272055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011272036&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011271303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011271277&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011271177&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270985&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270853&_xpt=1&_xf=pdf

Reported side effectsfor COVID-19 vaccinesin EudraVigilance database (www.adrreports.eu) | Date: 05-02-2022 | Filtered by " Seriousness Criteria” : " Resultsin Death”

Page 164 of 2352

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |EULocal ICSR Form | G31€WaY|g e Country Age Patient |peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or sean | =5 0 02201 Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1424 : : EEA Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
I EU-EC-  |& 14 Professional Years -1/a- [n/a- 1{DF} - n/a])
g' 10011270810
1 -
e lick or scan | g
& < : 2022-01- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
0| 1425 : : EEA Female |Respiratory failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- EU-EC- 14 Professional Years - na- [n/a- 1{DF} - n/a])
3 10011270809
1(,'_‘)
Q .
R click or scan |- L
.’é 1426 :112022-01- Healthcare EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Gait disturbance (n/a - Fatal - Results in Death), Haemorrhagic stroke (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: EU-EC- 14 Professional Years Fatal - Results in Death) - n/a-n/al)
g 10011270634
g click or scan |- ME
5 2022-01-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
B| 1427 B : EEA Female |Ischaemic stroke (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
S U-EC- 14 Professional Years I 9
€ 10011270515 ntramuscular])
E]
m
4] click or scan |- .
g ) 12022-01-|Healtheare More COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal - Results in | COVIRNAT Y [TOZINAMERAN] (S - COVID-19
1428 : EEA than 85 |Female PRI immunisation - Not applicable - [1d - 1{DF} -
3 EU-EC- 14 Professional Death, Caused/Prolonged Hospitalisation)
o 10011270477 Years Intramuscular])
o}
o
5 click or scan |+ : Non SPIKEVAX [COVID-19 MRNA VACCINE
[ il (2022-01- 65-85 L . . MODERNA (CX-024414)] (S- COVID-19
2 - - . o )
£ 1429 EU-EC- 14 Eﬁ;ﬁf& EEA Vears Female |Myocardial infarction (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
g 10011270466 o] Intramuscular])
g
T 2022-01- |Healthcare 18-64 1 vein thrombosis (1 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
§ 1430 |  EUEC Ak 14 Professional |EEA Vears |Female [Portal vein thrombosis (Imo - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
2 10011270322
o
2
S click or scan |+ L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
fé’_ 1431 3 3l (2022-01-|Healthcare Non EEA  |than 85 |Female Ageusia (n/a - Fatal - Results in Death), Anosmia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
=z EU-EC- 14 Professional Years Cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
_'5'\ 10011270093 n/a - Intramuscular])
B =
g click or scan | & Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cardiac death (14d - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX1
(s} 1432 2022-01-|Healthcare Non EEA 65-85 Male Results in Death), Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Eczema (n/a- [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 14 Professional Years Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Feeling cold (n/a - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10011269372 Myocardial infarction (n/a - Fatal - Results in Death) - Not applicable - [1d - n/a - Intramuscular])
click or scan | “a:2 Anosmia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in Death X7 CCINE RAZENEC,
1433 2022-01-|Healthcare Non EEA 18-64 Male Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea ?]CHA];E(\)/)%AI\I[CCIC())\\/{[ 11)9-)1]9(8\/- An Ja- Unﬁnsgvm - [a- A
EU-EC- 14 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in na - Intramuscular])
10011269369 i Death, Caused/Prolonged Hospitalisation)

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270810&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270634&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270515&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270477&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270322&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011270093&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011269372&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011269369&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# |FULocal ICSR Form | G31EWaY |5y e Country Age Patient | peaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
click or scan |- Non
IN] 2022-01- Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
N . - - . . . .
S 1434 EU-EC- 14 Healthgare Non EEA Specified Female |Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
) I Professional
8 10011269300 7
1
e lick or scan
g cickorsan |, Condition aggravated (n/a - Fatal - Results in Death, Life Threatening, Caused/Prol Hospitalisati n/a-
ﬁ 01 20 g, rolonged Hospitalisation), Dyspnoea (n/a ) o
01435 2022-01 Healthqare EEA Not .. /Male |Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Oedema (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S - Immunisation
= EU-EC- ) |14 Professional Specified Life Threatening, Caused/Prolonged Hospitalisation) - [n/a - n/a - n/al)
3 10011269164
[2]
£
g_ click or scan | - COVID-19 pneumonia (n/a - Fatal - Results in Death), Constipation (n/a - Recovered/Resolved - Caused/Prolonged
= 2022-01- Non 65-85 Hospitalisation), Death (n/a - Fatal - Results in Death), Sepsis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other COMIRNATY [TOZINAMERAN] (S- COVID-19
| 1436 EU-EC- 3 14 Healthc-are EEA Years Male Medically Important Condition), Urinary retention (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [1d- n/a -
g 10011268134| 5 : 1) Professional Important Condition) Intramuscular])
% click or scan | More
S| 1437 2022-01- Healthcare |\ pps |ihan 85 |Female |QOVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
S EU-EC- 14 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
g 10011268131
>
LaL; click or scan | = Abdominal discomfort (n/a - Recovering/Resolving - ), Cardiac arrest (n/a - Fatal - Results in Death), Condition aggravated
o el : Non (n/a - Not Recovered/Not Resolved - ), Headache (n/a - Recovering/Resolving - ), Loss of consciousness (n/a - Not MERAN ME
§ 1438 EU-EC- o %222_01_ Healthcare Non EEA gseﬁ: Male  [Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - ), Pericardial msation . NoEgOZIECNable 1 d-]nsg: S/g]\)/[D_lg
o Professional effusion (n/a - Fatal - Results in Death), Pyrexia (n/a - Recovering/Resolving - ), Suspected COVID-19 (n/a - Fatal - PP
& 10011267885 N -
B Results in Death), Vomiting (n/a - Unknown - )
g click or scan i : COVID-19 VACCINE ASTRAZENECA (CHADOX1
[} A1 2022-01- | Healthcare 18-64 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= . - - .
E|M¥Y] purc | 14 [Professional |NONEEA yeq  |Female [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
5 10011267451 | A% - n/a - Intramuscular])
D
% COVID-19 VACCINE ASTRAZENECA (CHADOX1
8 click or scan |+ : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
ko) 231 |2022-01-|Healthcare 65-85 . oo (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S0 puEc 14 Professional | "M EEA  |yrors  [Male  |Cough (w/a - Fatal - Results in Death, CasedProlonged Hospitalisation) n/a - Intramuscular]), VAXZEVRIA [COVID-19
g 10011267078 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)]
g (S- n/a - Unknown - [n/a - n/a - Intramuscular])
m .
£ click or scan | & COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 1441 2022-01- Healthcare Non EEA 18-64 Male Asthenia (5min - Fatal - Results in Death), Colon cancer stage III (Smin - Fatal - Results in Death), Diarrhoea NCOV-19) [COVID-19 VACCINE ASTRAZENECA
fé’. EU-EC- 14 Professional Years haemorrhagic (Smin - Fatal - Results in Death), Haematochezia (Smin - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
£ 10011266546 - n/a - Intramuscular])
=y
B click or scan |; N
8 2022-01-[,°% 65-85 Cerebral haemorrhage (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Myocarditis (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
S[2| pupc ¥ 14 |Pealthare ERA Years |M©  |Results in Death) - /a- n/a))
10011266155 rolession:
click or scan |- : COVID-19 VACCINE ASTRAZENECA (CHADOX1
A (2022-01-|Healthcare 65-85 - A . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1443 EU-EC- 14 Professional Non EEA Vears Female [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10011265448 n/a - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011269300&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011269164&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011268134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011268131&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011267885&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011267451&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011267078&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011266546&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011266155&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011265448&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification l;)ergulatory Group ex Route])
Purposes
click or scan |+
q 1444 2022-01- Hea]thgare EEA 18-64 Male Hypotonia (2d - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Pain (2d - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
S EU-EC- 14 Professional Years Results in Death) n/a - [n/a - 2{DF} - n/a))
g' 10011265165 ]
1
e lick or scan
[ c :
< 2022-01-|Healthcare 18-64 ) SPIKEVAX [COMD-19 MRNA VACCINE
0| 1445 EU-FC- 14 Professional EEA Vears Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
Fl 10011265101 [wa - 1{DF} - nia])
g
g lick or scan |-
g ceorsn B8 |200.01 | Healtheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
Q| 1446 : . EEA Male  |Sudden death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) MODERNA (CX-024414)] (S - Immunisation - n/a -
: EU-EC- 14 Professional Years [/ - 1{DF} - n/a])
g 10011265096
% COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coagulopathy (0d - Fatal -
8 click or scan |- - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hepatic failure (Od - Fatal - Results in Death, Life MRN, CCINE
k=] 1447 A (2022-01- Healthcare EEA 65-85 Female Threatening, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (0d - Fatal - Results in Death, Life ﬁéﬁ‘ﬁ&g‘_ﬁ?&? ) (SI_XIVHI;H Lmisation - n/a -
3 EU-EC- 14 Professional Years Threatening, Caused/Prolonged Hospitalisation), Shock haemorrhagic (0d - Fatal - Results in Death, Life Threatening, [t/a - n/a - n/a])
1; 10011265074 Caused/Prolonged Hospitalisation), Thrombocytopenia (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
w Hospitalisation)
”
(% lick or scan | 5022-01- Non Not Not COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S- COVID-19
| 1448 : Healthcare Non EEA . .. _{Important Condition), Drug ineffective (n/a - Unknown - Other Medically Important Condition), Immunisation (n/a - Fatal - |. S .
= EU-EC- 14 Professional Specified Specified . her Medically T diti immunisation - Not applicable - [1n/a - n/a - n/a])
b 10011264660 r rofessional Results in Death, Other Medically Important Condition)
o :
o click or scan | i COVID-19 VACCINE ASTRAZENECA (CHADOX1
1S 1449 il |2022-01-|Healthcare Non EEA 18-64 Female Abdominal pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5 EU-EC- 14 Professional Years in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
<% 10011264566 ] - n/a - Intramuscular])
%. click or scan |* : COVID-19 VACCINE ASTRAZENECA (CHADOX1
c i 12022-01- | Healthcare 65-85 . . . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - - o
g 1450 EU-EC- 2 14 Professional Non EEA Vears Male  |Abdominal pain (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
w 10011264564 T applicable - [n/a - n/a - Intramuscular])
o
T
IS click or scan |+ ! Non
E_ 1451 BU-EC- : ?222-01- Healthcare EEA gzﬁ: Female [Sudden death (n/a - Fatal - Results in Death) i)/zd}?rﬁ?afnzsgﬂgrz];NMRAN] (S-n/a-nja-[n/a
E 10011264481 Professional
5
% click or scan L COVID-19 VACCINE ASTRAZENECA (CHADOX1
il | 2022-01- | Healthcare 18-64 o L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
ot A - - :
5 1452 EU-EC- 14 Professional Non EEA Vears Male  [Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10011264473 - n/a - Intramuscular])
click or scan | ~a2Hs L Non
1453 A (2022-01- Healthcare EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results |[COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 14 Professional Years in Death), Fatigue (n/a - Fatal - Results in Death) - .3mL - n/a))
10011264449

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011265165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011265101&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011265096&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011265074&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264566&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264564&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264481&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264473&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264449&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |* -
N {l (2022-01- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
N A - - - - . S
S 1454 EUEC | poes 14 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Mouth haemorrhage (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - 3mL - Intramuscular])
g' 10011264447 &3
8
o click or scan |+ : COVID-19 VACCINE (AD26.COV2-S
® = |2022-01- |Healthcare 18-64 . [RECOMBINANT]) JANSSEN [COVID-19 VACCINE
; - - ) e
M5 puEc 14 |Professional |NCMEEA yey |Male  Death (na- Fatal - Results in Death JANSSEN (AD26.COV2.9)] (S - Immunisation - Not
§ 10011264286 applicable - [n/a - n/a - Unknown])
£
> click or scan |- Cardiopulmonary failure (Od - Fatal - Results in Death), Death (0d - Fatal - Results in Death, Other Medically Important
Non
.’é 1456 3 = (2022-01- Healthcar EEA 65-85 Ml Condition), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Respiratory tract infection (n/a - Unknown - |COMIRNATY [TOZINAMERAN] (S- COVID-19
: EU-EC- 14 care Years © Caused/Prolonged Hospitalisation, Other Medically Important Condition), Small cell lung cancer (184d - Fatal - Results in  |immunisation - n/a - [n/a - 1{DF} - n/a;
Professional
g 10011264276 ofessio Death)
8 click or scan | | . . o COVID-19 VACCINE ASTRAZENECA (CHADOX1
E — 3 12022-01- | Healthcare Not Deep vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Internal haemorrhage (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
,g) 57| pugpc : o, 14 Professional Non EEA Specified Female |Death), Migraine (n/a - Unknown - ), Oedema peripheral (n/a - Unknown - ), Petechiae (n/a - Unknown - ), Pulmonary (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
g 100112642001 : embolism (n/a - Unknown - Caused/Prolonged Hospitalisation) - n/a - Intramuscular])
>
LaL; Back pain (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death), Cerebral
o thrombosis (0d - Fatal - Results in Death), Death (0d - Fatal - Results in Death, Other Medically Important Condition),
click or scan |- - Diarrhoea (n/a - Unknown - Other Medically Important Condition), Loss of consciousness (n/a - Unknown - Other Medically MRN, CCINE
ﬁ 1458 i 12022-01- | Healthcare EEA 65-85  [Not Important Condition), Musculoskeletal chest pain (n/a - Unknown - Other Medically Important Condition), Neck pain (n/a - ﬁéﬁ‘éﬁ [(%?(\_/([)]2}41‘91 4] (S/} CVSVID-19
g EU-EC- 14 Professional Years  [Specified Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Unknown - Other Medically Important immunisation - n/a - [n/a - 1 {DF} - n/a])
— 10011264196 Condition), Pulmonary thrombosis (0d - Fatal - Results in Death), Pyrexia (n/a - Unknown - Other Medically Important
g Condition), Respiratory distress (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - Unknown - Other
b= Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
% click or scan |* 5 T
‘g,, ¥ 19022-01- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCI'NE'
%-:) 1459 EU-EC 14 Professional EEA Vears Male  |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
- . ol . - -
2 10011264069 : [/a - n/a - n/a])
©
c .
é — 2022-01- |Healthcare 18-64 COVID-19 (/a - Fatal - Results in Death), Dyspnoea (w/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), | \erls YRIA [COVID-19 VACCINE ASTRAZENECA
% 1460 BU-EC- 14 Professional Non EEA Vears Female Influenza (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
£ 10011263955 - /a - Intramuscular])
E_ click or scan || | Circulatory collapse (n/a - Fatal - Results in Death), Cyanosis central (n/a - Fatal - Results in Death, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
E - 2022-01- Non 18-64 Important Condition), Dyspnoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
S[1461 | pipc o, 14 Healthcare EEA Vears Female [Medically Important Condition), Hypersensitivity (n/a - Fatal - Results in Death), Incorrect route of product administration|(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
% 10011263899 Professional (n/a - Unknown - ), Loss of consciousness (n/a - Fatal - Results in Death), Skin discolouration (n/a - Fatal - Results in - n/a - Intramuscular])
g Death), Vomiting (n/a - Fatal - Results in Death)
o click or scan | - : COVID-19 MRNA VACCINE MODERNA (CX-
1 2022-01- | Healthcare 18-64 L . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
1462 EU-EC- B (1, Professional Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
10011263882 indication - Unknown - [n/a - 1{DF} - Intramuscular])
click or scan || ; COVID-19 MRNA VACCINE MODERNA (CX-
_— : 5022-01- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
1463 EU-EC- : 14 Professional Non EEA Vears Female |Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
10011263830 indication - Not applicable - [n/a - 1{DF} -
Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264286&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264276&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264200&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264196&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011264069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263955&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263899&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263882&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263830&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or scan | 5022.01.|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
| 1464 : Non EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
IS EU-EC- 14 Professional Years a - Intramuscular])
g' 10011263789 B
8
@ click or scan |- COVID-19 VACCINE JANSSEN (AD26.COV2.5)
© 2022-01- Healthcare 18-64 . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - ) T .
Q1465 EU-EC- 14 Professional Non EEA Years Male |Chest pain (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
3 10011263778 Unknown])
£
8 Jick -
o clekorsean 5022-01.|Healthcare 1864 Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Cough (n/a - Fatal - Results in Death, Life Threatening), [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Q| 1466 . Non EEA Female |Cyanosis (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - Fatal - Results in Death, Life Threatening), [(CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a)
: EU-EC- 14 Professional Years . N
: Pain (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10011263757| 3%
g click or scan | “w: i
S E— 2022-01- |Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
S| 1467 B o, : Non EEA Male  [Postoperative wound complication (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
S U-EC- 14 Professional Years a-1 ul
S 10011263699 a- Intramuscular])
E]
m
g dlick or sean | : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
5| 1468 1 (2022-01- Healthcare Non EEA 18-64 Female Altered state of consciousness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Oedema peripheral (n/a - (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
3 EU-EC- 14 Professional Years Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death, Life Threatening)
g 10011263670 wa - Intramuscular])
o
& click or scan
2 B 2022-01- |Healthcare 18-64 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
£ 1469 : Non EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
g EU-EC- E (14 Professional Years a - Intramuscular])
‘gn 10011263667
%;;' click or scan |-
2 % 2022-01- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 1470 . . Non EEA Female [Headache (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 14 Professional Years a - Intramuscular])
= 10011263666 ;
Rl
£ ctobsan | 0 02201 Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
81471 L : Non EEA Female |Abdominal pain (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
£ EU-EC- 14 Professional Years
= r - n/a - Intramuscular])
< 10011263665
3
B .
g dlick or sean : Non COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a| COVID-19 VACCINE JANSSEN (AD26.COV2.9)
ot :112022-01- Not . - . A L : [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
O|1472 Healthcare Non EEA .. |Male |- Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Unknown - L .
EU-EC 14 Professional Specified Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10011263653 Unknown])
click or scan |+
1473 2022-01-|Healthcare EEA 18-64  |Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 14 Professional Years  |Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10011263576,

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263789&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263778&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263757&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263699&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263666&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263665&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263653&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263576&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
N dlick or sean |, 5022.01.|Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
| 1474 : Non EEA Female |Infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
IS EU-EC- 14 Professional Years
) n/a - Intramuscular])
& 10011263543
<L_g_ click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
& | ag ) 2022-01-|Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
Q| 1475 B : . Non EEA Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
— U-EC- 5 14 Professional Years indication - N licable - [n/a - 1 {DF
3 10011263461 | 38 2 indication - Not applicable - [n/a - 1{DF} -
g Intramuscular])
§- click or scan |- More
-‘é 1476 2022-01- Healthcare EEA than 85 |Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| COMIRNATY [TOZINAMERAN] (S- COVID-19
: EU-EC- 14 Professional Vear Death) immunisation - Not applicable - [n/a - n/a - n/a])
g 10011263384 cars
3 click or scan || COVID-19 MRNA VACCINE MODERNA (CX-
S o |4 2022-01- |Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
B|1477 : Non EEA Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- Product used for unknown
S EU-ECG- | &g 14 Professional Years indication - Not applicable - n/a - 1 {DF
@ 10011263320] 3 Y indication - Not applicable - [n/a - 1{DF} -
] Intramuscular])
m
g dickersan |, 2022-01- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
a|1478 X . Non EEA Male  |Odynophagia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
loa} EU-EC- |14 Professional Years - na - Intramuscular])
% 10011263327 ]
o
§ dlick or sean | VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
g 2022-01-|Healthcare 65-85 . . R ) . T (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
% 1479 | EU-EC- 14 Professional Non EEA Vears Male  |Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Wa - Intramuscular])
< 10011263307,
%”
e click or scan |+ COVID-19 VACCINE JANSSEN (AD26.COV2.S)
< 2022-01-|Healthcare 65-85 . . . . - . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. = - £) - - i - - unkne 1 h 1 1
g 1480 EU-EC- 14 Professional Non EEA Years Male  |Chills (n/a - Fatal - Results in Death), Pain (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) Product used for own indication - Not applicable -
g 10011263303 [n/a - n/a - Unknown])
‘gE:
= click or scan |* Non
b 2022-01- 18-64 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
- - . Nl
=3 1481 EU-EC- 14 Healthgare EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) ; isation - n/a - [n/a - 1{DF} - Intramuscular])
kS Professional
= 10011262931
E‘ N
% click or scan | *& More
< 2022-01-|Healthcare EEA than 85 |Female Hyperpyrexia (1d - Fatal - Results in Death), Hypotension (1d - Fatal - Results in Death), Nausea (1d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
© EU-EC- 14 Professional v, in Death), Sopor (1d - Fatal - Results in Death), Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10011262925 : cans
click or scan | - : Non COVID-19 MRNA VACCINE MODERNA (CX-
1483 i (2022-01- Healthcare EEA 18-64 Male Chest pain (n/a - Fatal - Results in Death), Dysaesthesia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG  |&g 14 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - n/a -
10011262789 2. [n/a - 1{DF} - Intramuscular])

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263543&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263461&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263384&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263327&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263307&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011263303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011262931&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011262925&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011262789&_xpt=1&_xf=pdf
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Primary
£V Primar; Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indilzation PT- Act%on tagken - EDurgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Qua Regulatory p
Purposes
o chicorsean | % 12022-01-[Non 65-85 Headache (n/a - Fatal - Results in Death), Intracranial 1/a - Fatal - Results in Death), Vertigo (n/a - Fatal - | V- XNZLVRIA [COVID-19 VACCINE ASTRAZENECA
| 1484 o 202201 pyltheare  |[EEA -85 | Remale > (w/a - Fatal - Results in Death), Intracranial aneurysm (n/a - Fatal - Results in Death), Vertigo (a - Fatal - |y pox| NCOV-19)] (S- COVID-19 immunisation
N EU-EC 14 Professional Years Results in Death) - Not applicable - [n/a - 1{DF} - Intramuscular])
& 10011262654 PP
8_ Activated partial thromboplastin time shortened (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Asthenia (n/a
% - Recovered/Resolved - Caused/Prolonged Hospitalisation), Blood albumin decreased (n/a - Unknown - Caused/Prolonged
a Hospitalisation), Blood pressure decreased (n/a - Fatal - Results in Death, Life Threatening), Chills (n/a -
g Recovered/Resolved - Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Recovered/Resolved - Caused/Prolonged
7] Hospitalisation), Deep vein thrombosis (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation, Other Medically
5 Important Condition), Disseminated intravascular coagulation (25d - Recovered/Resolved - Caused/Prolonged Hospitalisation,
@ Other Medically Important Condition), Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a -
5 click or scan |- Recovered/Resolved - Caused/Prolonged Hospitalisation), Heart rate increased (n/a - Recovered/Resolved - Caused/Prolonged
s 1485 2 2022-01- Healthcare Non EEA ?ﬁ:;eg 5 [Male Hospitalisation), Inflammation (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Multiple organ dysfunction ICDMI?S:?EIK ggimﬁgﬁ%§§ —3Can)LV{D 19
g EU-EC- 13 Professional Vears syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Recovered/Resolved - Intramuscular]) PP i
] 10011261947 Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia aspiration (n/a - Recovered/Resolved -
= Life Threatening, Other Medically Important Condition), Pulmonary artery thrombosis (n/a - Recovered/Resolved -
= Caused/Prolonged Hospitalisation), Pulmonary thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
S Medically Important Condition), Pyrexia (7d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Respiratory disorder
.\g (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
0 Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death
@ Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Recovered/Resolved -
g Caused/Prolonged Hospitalisation, Other Medically Important Condition)
ﬁ lick 2
click or scan |
& ] 5022.01./Non Not COVID-19 (/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Drug ineffective (n/a- | YAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
—|1486 | EU.EC 13 Hea]thqare Non EEA Specified Male  |Unknown -) (?]I/JAI?OXI NC(L)IIV—19)] (S- n/a - Not applicable - [n/a
g 10011260561 Professional - 1/a - Intramusci ar])
= click or scan |- i
g il 2022-01- Non Not Not Congenital anomaly (n/a - Fatal - Results in Death, Congenital Anomaly), Immunisation (n/a - Fatal - Results in Death, TOZINAMERAN [TOZNAMERAM (3- COVID-19
1487 o Healthcare Non EEA . . . - X . immunisation - Not applicable - [1d - n/a -
%_:) EU-EC- 13 Professional Specified Specified Congenital Anomaly), Maternal exposure during pregnancy (n/a - Fatal - Results in Death, Congenital Anomaly) T 1 al
9 10011260484 rofession: ransplacental])
©
c
% Abdominal pain (n/a - Unknown - ), Cardio-respiratory arrest (n/a - Unknown - Other Medically Important Condition),
® click or scan |- Cardiomegaly (n/a - Fatal - Results in Death), Enteritis infectious (n/a - Unknown - Other Medically Important Condition),
% 1488 2022-01- Healthcare Non EEA 65-85 Female Hypersensitivity (n/a - Unknown - Other Medically Important Condition), Interstitial lung disease (n/a - Fatal - Results in  [COMIRNATY [TOZINAMERAN] (S- COMD-19
= EU-EC- 13 Professional Years Death, Other Medically Important Condition), Nausea (n/a - Unknown - ), Physical deconditioning (n/a - Fatal - Results in |immunisation - Not applicable - [n/a - n/a - n/a])
£ 10011259960 y Death), Pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (2d -
g Recovered/Resolved - ), Shock (n/a - Fatal - Results in Death, Other Medically Important Condition)
£ 4
% 1489 Loee » %222-01- ?re(?gslsciirg . [EEA ?{;ﬁ: Female |Death (n/a - Fatal - Results in Death) %)/zd_lﬁﬁTY [TOZINAMERAN] (8- n/a - n/a - [n/a
B 10011259461 E
O
Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
click or scan |- Medically Important Condition), Discomfort (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
1490 2022-01- Healthcare Non EEA 18-64 Male Hospitalisation, Other Medically Important Condition), Disease recurrence (n/a - Not Recovered/Not Resolved - Life COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 13 Professional Years Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypopnoea (n/a - Not Recovered/Not [immunisation - Not applicable - [n/a - n/a - n/a])
10011259303/ 3 Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Ventricular fibrillation
(n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
click or scan |* More
T 20201 Eﬁg;;fg | |EEA than 85 g’;dﬁ SARS-CoV22 test positive (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) SgMgﬁAgé[F{OﬁfMERAN] (8- Immunisation -
10011258382 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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011262654&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011261947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011260561&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011260484&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011259960&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011259461&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011259303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011258382&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU L?)cal ICSR Form gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp Qualification or Group ex Route])
Date Regulatory
Purposes
click or scan |+ MERAN]
q 1492 2022-01- gg:]thcare EEA 65-85 Female Headache (n/a - Fatal - Results in Death), Hemiparesis (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - mﬁ:ﬁgg [TOZ%h drawn - [lfis-_l?lgl\:gl-)lg
S EU-EC- 13 : Years Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death) <
) Professional Intramuscular])
8 10011257376
8
@ click or scan |* COVID-19 MRNA VACCINE MODERNA (CX-
® 2022-01-|Healthcare 18-64 . I . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
01493 EU-EC- 2 = 13 Professional EEA Vears Female |Ventricular fibrillation (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
3 10011257365/ § 7 applicable - [n/a - .25mL - Intramuscular])
[2]
g lick
g cueorsn A | 02-01Healtheare 1864 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B[ 1494 : Non EEA Male |Infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
: EU-EC- 13 Professional Years a - Intramuscular])
g 10011257159 s
% click or scan | Non
S| 1495 E & 292201 ealtheare  |EEA 18-64 | permale Myocardial infarction (3d - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
S U-EC- ik Professional Years - n/a - n/aJ)
g 10011256986
i
g click or scan |- L Non COMIRNATY CONCENTRATE FOR DISPERSION
5 1 (2022-01- 18-64 . . . o FOR INJECTION COVID-19 MRNA VACCINE
S _ _ .
3 1496 EU-EC- ; 13 I];Ire;]vggsciirsa] EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
% 10011256802| 2% COVID-19 immunisation - Unknown - [n/a - n/a - n/a))
o
— . [=% Bundle branch block right (n/a - Unknown - ), C-reactive protein increased (n/a - Unknown - ), Cardio-respiratory arrest (n/a -
g click or scan | Unknown - Other Medically Important Condition), Cardiogenic shock (n/a - Fatal - Results in Death, CausedProlonged  |COMIRNATY [TOZINAMERAN] (S - COVID-19
E| 1497 . 2022-01- Healthgare Non EEA 65-85 Female Ho_spital.isat.ion, Other Medically Important Oopdition), Decreased appetite (n/a - Unkno_wn - ), Diarthoea (n/a - Unknown - ), |immunisation - Not applicable - [n/a - n/a -
g EU-EC |] r |13 Professional Years Epigastric discomfort (n/a - Unknown - ), Malaise (n/a - Unknown - ), Musculoskeletal stiffness (n/a - Unknown - ), Intramuscular])
5 10011256528 Myocarditis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
% Physical deconditioning (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), White blood cell count increased (n/a - Unknown - )
%. click or scan |*
c 2022-01-|Healthcare Not . . .. COMIRNATY [TOZINAMERAN] (S - COVID-19
% 1498 EU-EC- 13 Professional Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
2 10011256524
o
E Cardiac failure (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
= click or scan || Important Condition), Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
g e | af - 1022-01- |Healthcare 65-85 Medically Important (?I?H(j!tlop), Cold sweat (n/a - Unknown - Caused/Prolonged Hospltal{sat%on)_, Dyspnoea (n/g - Unknown - COMIRNATY [TOZINAMERAN] (S- COVID-19
£ 1499 EU-EC- 13 Professional Non EEA Vears Male  |Caused/Prolonged Hospitalisation), Orthopnoea (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [1d - n/a - n/a])
o 10011256499 Important Condition), Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically PP
2 Important Condition), Pulmonary oedema (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
% Condition), Wheezing (n/a - Unknown - Caused/Prolonged Hospitalisation)
© lick or scan | < 5022.01.|Healtheare 65.85 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Near drowning (/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
1500 : . Non EEA Female [Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Other Medically ~ |immunisation - Not applicable - [n/a - n/a -
EU-EC- 13 Professional Years Tmportant Condition) Intramuscular])
10011256497,
lick or sean (L 0 02201 Healtheare 1864 COMIRNATY [TOZINAMERAN] (S- COVID-19
1501 B . Non EEA Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a -
EU-EC- 13 Professional Years Intramuscular])
10011256472

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=10011257365&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011257159&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256986&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256802&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256524&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256497&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# IEVU Lll))cal ICSR Form l(gate.wz:y Source Sountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification lg: | Group ex Route])
gulatory
Purposes

click or scan |- W More
q 1502 {1 (2022-01- Healthcare Non EEA  |than 85 Male Adverse reaction (n/a - Unknown - ), Malaise (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death, Other COMIRNATY [TOZINAMERAN] (S - COVID-19
S EU-EC- 13 Professional Vears Medically Important Condition) immunisation - Not applicable - [1d - .3mL - n/a])
g' 10011256443
1
e lick or scan
[} C | =
< % (2022-01-|Healthare 65-85  |Not . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
01503 EU-EC- 3 Professional EEA Years |Specified Malignant neoplasm progression (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
3 10011256424 B -n/a- [n/a- 1{DF} - n/a])
£
Q .
R click or scan |-
= 2022-01- Healthcare 18-64 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -

: - - X - -
B 1504 BU-EC- 13 Professional EEA Vears Male  [COVID-19 pneumonia (n/a - Fatal - Results in Death), Epilepsy (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
g 10011256360 ;
% click or scan | ‘gt Non
= 2022-01- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
S - - Results in Death)
;ﬂ 1505 EUEC | 13 Eﬁi};ﬁm EEA Vears Male  |Death (n/a - Fatal - Results in Death na - [n/a - 3{DF} - n/a])
B 10011256327| ARSES
>
]
?-_; dlick or sean |2 5022-01- Non 65-85 Death (n/a - Fatal - Results in Death), Immunosuppression (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (- Immunisation -
(§ 1506 EU-EC- 1.0, 1P Healthcare EEA Vears Male  [Hospitalisation), Lymphadenopathy (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Lymphoma (n/a na - [n/a - 2 {DF} - n/a])
o 10011256323 . Professional - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
o}
o
o click or scan | &2 Non More
8| 1507 2022-01- | althcare |EEA than 85 |Male  |Death (1/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
1S EU-EC- -. 13 Professional Vears n/a- [n/a - 1{DF} - n/a])
& 10011256322| 5 ;
=)
]
%_; click or scan | Non More
? 1508 | Loee 2 %(3)22_01_ Healthcare  |[EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) ﬁ%ﬁl—%g{‘]()g(—)i/ﬁ) 1 (8- Immunisation -
g 10011256320 2 Professional Years
8
> click or scan |- MRN, CCINE
£ 1509 2022-01- E(e):]thcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Influenza (n/a - Not Recovered/Not ﬂéﬁ‘éﬁ&g‘_ﬁ?&? 4] (SéIVrr/lr%n Lmisation - n/a -
= EU-EG- | g 13 Professional Years Resolved - ), Paraesthesia (n/a - Not Recovered/Not Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved - ) [/a - 3{DF} - n/a])
<} 10011256312/ %
=
)
ko )
ki click or scan Non
8] B 12022-01-|Healthcare 65-85 ) ) . COMIRNATY [TOZINAMERAN] (S - Immunisation -
1510 | gugc 13 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a - 3{DF} - n/a])
10011256268
click or scan |* T More
1511 poee ¥ %(3)22_01_ Eﬁ;ﬁfg a1 |[EEA than 85 |Female |Pulmonary embolism (305d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) ril)M%r?/I:Ar—f/Z [E/(;)]Z)IN 1 (8- Immunisation -
o 7 Years e
10011256201
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256360&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011256312&_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 -
Numb R t f S
umber DZ::lp Qualification lf: | Group ex Route])
gulatory
Purposes
click or scan |-
IN] 2022-01-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
N : - R
S 1512 EU-EC- 13 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- 3{DF} - n/a])
g' 10011256156
3 .
@ click or scan | “az Bone pain (128d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (115d - Fatal -
g 1513 2022-01- |Healthcare EEA 65-85 Male Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Fatigue (128d - Fatal - Results in Death, Life (VCAH)fg(\)/)E?IAI\J[é(O)\\/{l 1]39-)59(8\/_ A}ﬁﬁg’:ﬁg%ﬁﬁgg
- EU-EC- 13 Professional Years Threatening, Caused/Prolonged Hospitalisation), General physical health deterioration (128d - Fatal - Results in Death, Life 2{DF} - n/a])
3 10011256143 Threatening, Caused/Prolonged Hospitalisation ) -ma
2 Sp
[2]
5 4
R click or scan |- L
IS :4 (2022-01- [Healthcare 65-85 . . . I . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .
®|1514 BU-EC- 13 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
g 10011255621 ;
% click or scan | -az SPIKEVAX [COVID-19 MRNA VACCINE
S| 1515 2022-01-|Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important MODERNA (CX-024414)] (S- COVID-19
S EU-EC- 13 Professional Years Condition) immunisation - Not applicable - [1d - 1{DF} -
g 10011255196 Intramuscular])
>
u click or scan || COMIRNATY COVID-19 MRNA VACCINE
?<-_>) e | (i 5022-01- |Healthcare 65-85 COVID-19 (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
al1s16 . EEA Female |Vaccination failure (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMEI Si
oo} EU-EC- 13 Professional Years
o 10011255185 Condition) - Immunisation - Not applicable - [n/a - .3mL -
g Intramuscular])
— . COMIRNATY COVID-19 MRNA VACCINE
g lick or scan | 0 02201 Healtheare More COVID-19 (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
‘£ 1517 EU-EC- :' 13 Professional EEA than 85 [Male  [Vaccination failure (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important DISPERSION FOR INJECTION [TOZINAMERAN] (8|
g 10011255067 & £ . Years Condition) - Immunisation - Not applicable - [n/a - .3mL -
5 Intramuscular])
e}
%i dlick or sean | . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
B 1518 EU-EC- £ 2022-01- Healthc'are Non EEA 65-85 Female |Loss of consciousness (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
% 10011255056 13 Professional Years - n/a - Intramuscular])
s
o
Rl
IS click or scan |+ L More
= A1 2022-01- Healthcare . . . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
féa_ 1519 EU-EC- - 3 Professional EEA glan 85 |Female |Myocardial infarction (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
E 10011255021| 22 ; cars
2 "
B click or scan | - : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
Non
g 4 12022-01- Not Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombosis (n/a - Unknown - [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
1520 Healthcare Non EEA Female -
O EU-EC- 13 Professional Specified Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10011254674 Unknown])
click or scan |- i Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Not Recovered/Not Resolved - MRN, CCINE
1521 A (2022-01- EZ:] thearc EEA 65-85 Female Caused/Prolonged Hospitalisation), Muscle spasms (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), ﬁéﬁ%\éﬁ [(%?(\_/([)[2)'413 #) (Sl}l\ri/:nmisation na-
EU-EG-  |& 13 Professional Years Pulmonary oedema (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not [ - n/a - n/a])
10011254667 i Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011255185&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011255067&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011255056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011255021&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10011254674&_xpt=1&_xf=pdf
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