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EU Local
Number

ICSR Form

EV
Gateway
Receipt
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Primary
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Country
for
Regulatory
Purposes
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Age
Group

Patient
Sex

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

11124 EU-EC-

10008431888

21 12021-04-

26

Healthcare
Professional

Non EEA

18-64
Years

Female

Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Portal vein thrombosis (n/a - Unknown -
Other Medically Important Condition), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition)

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

1128 poee

10008431887

1 2021-04-
R 126

Healthcare
Professional

Non EEA

18-64
Years

Male

Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal -
Results in Death, Other Medically Important Condition), Sepsis (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition)

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

1126 ppe

10008431881/}

2 (2021-04-

26

Non
Healthcare
Professional

EEA

Not
Specified

Male

COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death)

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

1127 e

10008431873

2l (2021-04-

26

Healthcare
Professional

Non EEA

18-64
Years

Female

Abdominal discomfort (n/a - Unknown - ), COVID-19 (n/a - Unknown - Other Medically Important Condition), COVID-19
pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Gastrointestinal
haemorrhage (n/a - Fatal - Results in Death), Haemolysis (n/a - Unknown - Other Medically Important Condition),
Haemorrhage (n/a - Unknown - Other Medically Important Condition), Headache (n/a - Unknown - ), Nausea (n/a - Unknown
-), Pain (5d - Recovered/Resolved - ), Sepsis (n/a - Unknown - Other Medically Important Condition), Troponin increased
(n/a - Unknown - Other Medically Important Condition), Vaccination failure (n/a - Unknown - Other Medically Important
Condition)

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

1128 poee

10008431382

2021-04-
26

Healthcare
Professional

Non EEA

More
than 85
Years

Female

Abdominal discomfort (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute respiratory distress
syndrome (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aggression (15645min - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Agitation (15645min - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Arteriosclerosis (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia
(15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atelectasis (15645min - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Atrial fibrillation (15645min - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Back pain (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure acute
(15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiomegaly (15645min - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Cerebral infarction (15645min - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Chills (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cholecystectomy
(15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (15645min - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Decreased appetite (15645min - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Delirium (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diastolic dysfunction
(15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyslipidaemia (15645min - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Endocarditis staphylococcal (15645min - Fatal - Results in Death
Caused/Prolonged Hospitalisation), General physical health deterioration (15645min - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Hemiparesis (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Hepatomegaly (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypernatraemia (15645min -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypokalaemia (11d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Hypotension (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Hypoxia (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Inferior vena cava dilatation (11d - Fatal
Results in Death, Caused/Prolonged Hospitalisation), Iron deficiency anaemia (15645min - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Lactic acidosis (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Lung infiltration (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung opacity (15645min - Fatal
Results in Death, Caused/Prolonged Hospitalisation), Mental status changes (15645min - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Mitral valve incompetence (15645min - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Nausea (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Obesity (15645min -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pleural effusion (15645min - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Polyuria (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Septic shock (15645min - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Staphylococcal infection (15645min
- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (15645min - Fatal - Results in Death
Caused/Prolonged Hospitalisation)...

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

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: i Non COVID-19 MRNA VACCINE MODERNA (CX-
A [2021-04- Not - . L 024414) [COVID-19 MRNA VACCINE MODERNA
a . - - ly - - . . .

11129 EU-EC- 56 Eﬁg;;:iirgal Non EEA Specified Male  |Completed suicide (n/a - Fatal - Results in Death), Tinnitus (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008431337 applicable - [n/a - 1{DF} - Intramuscular])
Eickorscal - COVID-19 MRNA VACCINE MODERNA (CX-

2112021-04- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . A

1130 gy e 26 Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008431334 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl ME

2021-04- |Healthcare 65-85 Internal haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results in COMIRNATY [TOZIN . ] (S- COVID-19

11131 : EEA Male s immunisation - Not applicable - [n/a - n/a -

EU-EC- : 26 Professional Years Death, Caused/Prolonged Hospitalisation) Intramuscular])
10008431159
klick or scal | 3% More
1132 2021-04- |Healthcare EEA than 85 |Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- L3 |26 Professional v, Death), Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008431109 ; cars
or scaij T Decreased appetite (15d - Fatal - Results in Death), Dyspnoea (15d - Fatal - Results in Death), Fall (15d - Fatal - Results
1133 2021-04-|Healthcare EEA 65-85 Male in Death), Hypotension (15d - Fatal - Results in Death), Jaundice (15d - Fatal - Results in Death), Metabolic acidosis ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | 26 Professional Years (15d - Fatal - Results in Death), Psychomotor retardation (15d - Fatal - Results in Death), Renal impairment (15d - Fatal |immunisation - n/a - [n/a - n/a - Intramuscular])
10008431068 - Results in Death), Respiratory failure (15d - Fatal - Results in Death)
e S 12021-04- Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
'_ R i - - i , i - - i . . .

11134 FUEC | B i 56 Professional EEA §I{1an 85 |Male  |Cardiac arrest (0d - Fatal - Results in Death), Malaise (0d - Fatal - Results in Death) immunisation - 1/a - [1Va - 3mL - Intramuscular])
10008431056 ' cars
;

% [2021-04-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
1 X . - - Results in Death) . .

11135 BU-EC- ] 12 Y Professional EEA Vears Female |Cerebral haemorrhage (1d - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])

10008431003 Jiie'n
e 2021-04- Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19

11136 EU-EC- a 5 Professional EEA $$55 Male  |Ischaemic stroke (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008430672
4 More Cerebral haematoma (n/a - Unknown - Results in Death), Cerebral haemorrhage (5d - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1

1137 & |2021-04- Healthcare EEA than 85 |Female Confusional state (n/a - Unknown - Results in Death), Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Results |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- o |25 Professional Vears in Death), Peripheral swelling (n/a - Unknown - Results in Death), Pneumonia aspiration (n/a - Not Recovered/Not (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008430006 ; Resolved - Results in Death), Thrombocytopenia (n/a - Unknown - Results in Death) - Not applicable - [n/a - n/a - n/a])
or scaij Dyspnoea (n/a - Recovered/Resolved With Sequelae - Results in Death, Life Threatening, Caused/Prolonged COVID-19 VA AST Al X
2021-04-|Healthcare 65-85 SN . - - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA

11138 . EEA Male  [Hospitalisation), Embolism (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), .

EU-EC- 25 Professional Years Pulm bolism (n/a - Fatal . Life Thr : usedProl Hospitalisati (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008429980 onary embolism (n/a - Fatal - Results in Death, Life Threatening, Ca rolonged Hospitalisation) - n/a-n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Non
4 2021-04- 65-85 o . . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
11139 EUEC |3 s Eea%thc-areal EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a])
10008429434 rofession
click or scarl
2021-04- | Healthcare More Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Fatal - Results COMIRNATY [TOZINMRAN] (- COVID-19
11140 . Non EEA  |than 85 (Male | - " immunisation - Not applicable - [n/a - n/a -
EU-EC- oL 25 Professional Vears in Death, Other Medically Important Condition) Intramuscular])
10008429344/ =i
Ei o | B Non COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- 65-85 . Lo 024414) [COVID-19 MRNA VACCINE MODERNA
- - X - - . L
11141 EU-EC- a s II;Ireg:‘te};scizx:al Non EEA Vears Male  |Death (1d - Fatal - Results in Death), Herpes zoster (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008429145 applicable - [n/a - 1{DF} - Intramuscular])
Qr _scail
1142 2021-04-|Healthcare Non EEA Not Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 25 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008429134
11143 2021-04- Healthcare Non EEA Not Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- - L 25 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008429129 i
:
11144 i (2021-04-|Healthcare Non EEA Not Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- | 25 Professional Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008429044/ &
11145 i3 | 2021-04- | Healthcare Non EEA Not Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i (25 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008429043 :
11146 i (2021-04-|Healthcare Non EEA Not Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in| TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- - 25 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008429042
Elick or scal | B |00 1.04. | Healtheare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
11147 : . EEA Female [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | &% 25 Professional Years - /a - [n/a - n/a - Intramuscular])
10008428867 ]
Rlick or scal | 7 : TOZINAMERAN [TOZINAMERAN] (S- COVID-19
i (2021-04- (Healthcare 65-85 Deep vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in |. ol .
11148] : Non EEA Female ey immunisation - Not applicable - [n/a - n/a -
EU-EC- - L3 124 Professional Years Death, Caused/Prolonged Hospitalisation) Int Jar])
10008428056 : nlramuseuiar
:
11149 i (2021-04-|Healthcare Non EEA Not Not COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 24 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008428055
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Primary
BV Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - }Durgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Quali Regulatory p
Purposes
: Acidosis (n/a - Fatal - Results in Death), Anaphylactic reaction (2h - Fatal - Results in Death), Bradycardia (n/a - Fatal -
11150 1 (2021-04- Healthcare EEA 18-64 Female Results in Death), Bradypnoea (n/a - Fatal - Results in Death), Bronchospasm (n/a - Fatal - Results in Death), fn?mhglgﬁgi ggigﬁ:ﬁz%f _3(rjnOL\/fD19
EU-EC- 24 Professional Years Hyperlactacidaemia (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Shock Intramuscular]) :
10008427855 (n/a - Fatal - Results in Death)
lick or sca Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage (n/a - COVID-19 VACCINE ASTRAZENECA (CHADOXI
11151 2021-04-|Healthcare o ey 0585 1p 1o |Unknown - Results in Death Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Years Ca rolonged Hospitalisation) ’ = —— |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008427571 used/Prolonged Hosp n/a- n/a])
Elickor scall | = : COVID-19 VACCINE ASTRAZENECA (CHADOX1
1152 x| 2021-04- Healthcare Non EEA Not Female Embolism (n/a - Unknown - Results in Death), Head discomfort (n/a - Unknown - Results in Death), Pulmonary NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- {3 24 Professional Specified embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008427491 - Not applicable - [1d - n/a - n/a])
Blickcor sca | g7 COVID-19 VACCINE ASTRAZENECA (CHADOX1
11153 by (2021-04- Healthcare |\ oo\ [18-64 |\ [Myocardial infarction (n/a - Unknown - Results in Death), Myocardial ischaemia (/a - Fatal - Results in Death) INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- AL 04 Professional Years (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008427482 : n/a - n/al)
Abdominal pain upper (n/a - Unknown - Results in Death, Life Threatening, Caused’Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Acute coronary syndrome (n/a - Not Recovered/Not Resolved - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Acute myocardial
infarction (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
" Medically Important Condition), Chest pain (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
gk or scall | o - Hospitalisation, Disabling, Other Medically Important Condition), Coronary artery thrombosis (n/a - Not RecoveredNot ~ [COVID-19 VACCINE ASTRAZENECA (CHADOX1
11154 i & (2021-04-|Healthcare Non EEA 18-64 Male Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- k x (24 Professional Years Condition), Haemorrhage (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008427315 Disabling, Other Medically Important Condition), Mesenteric vein thrombosis (n/a - Not Recovered/Not Resolved - Results |- n/a - n/a])
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Portal vein
thrombosis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Thrombocytopenia (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Visceral venous thrombosis (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Unknown - Results in
" Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Muscular
Eickor scall | = : weakness (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
11155 A (2021-04- |Healthcare Non EEA 18-64 Female Medically Important Condition), Partial seizures (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : L3 24 Professional Years Hospitalisation, Disabling, Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Unknown - Results in  [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008427288 : Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Superior - Not applicable - [1d - n/a - n/a])
sagittal sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Thrombocytopenia (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
Elick or scal e Cerebral venous sinus thrombosis (14d - Fatal - Results in Death, Life Threatening), Dizziness (n/a - Unknown - Results in |COVID-19 VACCINE ASTRAZENECA (CHADOX]
" (2021-04-|Healthcare 18-64 Death, Life Threatening), Haematoma (n/a - Unknown - Results in Death, Life Threatening), Jugular vein thrombosis (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11156 EU-EC- L 24 Professional |Non EEA  [years |Female |- Not Recovered/Not Resolved - Results in Death, Life Threatening), Muscular weakness (n/a - Unknown - Results in (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008427285 : Death, Life Threatening), Somnolence (n/a - Unknown - Results in Death, Life Threatening), Thrombocytopenia (n/a- |- n/a - n/a])
Unknown - Results in Death, Life Threatening), Vomiting (n/a - Unknown - Results in Death, Life Threatening)
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Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Disseminated intravascular coagulation (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Feeling abnormal (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Infarction (n/a - Unknown - Results in Death, Life Threatening,
o o Non Caused/Prolonged Hospitalisation, Disabling), Mental impairment (n/a - Unknown - Results in Death, Life Threatening, CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
k3® 12021-04- 65-85 Lo o . - ; : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11157 ) Healthcare Non EEA Female |Caused/Prolonged Hospitalisation, Disabling), Pulmonary embolism (n/a - Unknown - Results in Death, Life Threatening, . o
EU-ECG- | % x (24 Professional Years Caused/Prolonged Hospitalisation. Disabling). Pyrexia (n/a - Unkn X Life Thr - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008427270 rofession: rolonge ospp !sat!on, isa mg), yrqxla( a- own - Results in Death, Life Threatening, ] ~Not applicable - [1d - n/a - n/a])
Caused/Prolonged Hospitalisation, Disabling), Sepsis (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Vomiting projectile (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11158 Healthcare Non EEA Female :
EU-EC- 24 Professional Years Cerebral haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008426609 n/a - n/aj)
Brain oedema (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cerebral amyloid
angjopathy (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cerebral
haemorrhage (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - Not
Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (n/a
- Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Facial paralysis (n/a - Unknown -
Results in Death, Caused/Prolonged Hospitalisation), Haematemesis (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation), Headache (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Hemiparesis (n/a -
Unknown - Results in Death, Caused/Prolonged Hospitalisation), Hyperglycaemia (n/a - Unknown - Results in Death
w e Caused/Prolonged Hospitalisation), Hypernatraemia (n/a - Not Recovered/Not Resolved - Results in Death COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-04- | Healthcare 18-64 Lo . - oo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11159 . Non EEA Female |Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), . o
EU-EC- 24 Professional Years I inal dilatation (n/a - Not Rea A/Not Resolved : Caused/Proloneed Hospitalisation). I inal (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008426409 .ntestm_ atation (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Pro onged (_)splt satlon),. ntestinal ~Not applicable - [1d- /a - n/a])
ischaemia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Intracranial tumour
haemorrhage (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Metabolic acidosis
(n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pleural effusion (n/a - Not Recovered/Not Resolved -
Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Results in
Death, Caused/Prolonged Hospitalisation), Tachycardia (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation), Thrombosis mesenteric vessel (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation)
Anaemia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling), Cavernous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
- Caused/Prolonged Hospitalisation, Disabling), Cerebral haemorrhage (n/a - Unknown - Results in Death, Life Threatening, CCINE ASTRAZENECA (CHADO
: Caused/Prolonged Hospitalisation, Disabling), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life COVID-19 VA AST CA( X1
il (2021-04- (Healthcare 18-64 . e o . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11160 . Non EEA Female |Threatening, Caused/Prolonged Hospitalisation, Disabling), Haemorrhagic stroke (n/a - Unknown - Results in Death, Life . .
EU-EC- 24 Professional Years . L T X - .~ |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008426403 4 . Threatening, Caused/Prplopgefl Hosplta11§at10n, Dls.ablmg)., Heafhche (n/a- Upknown - Results in Death, Life Threat'enmg, - Not applicable - [1d- n/a - n/a])
Caused/Prolonged Hospitalisation, Disabling), Superior sagittal sinus thrombosis (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)
ik orscad | 5 . (COVID-19 VACCINE ASTRAZENECA (CHADOX1
r2 (2021-04- |Healthcare 18-64 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11161 BU-EC- Ty Professional Non EEA Vears Female [Aortic thrombosis (n/a - Fatal - Results in Death), Mesenteric haemorrhage (n/a own - Results in Death (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [/
10008426393 - n/a - n/a])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1162 2021-04- Healthcare Non EEA 65-85 Male Abdominal pain upper (n/a - Recovering/Resolving - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |24 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008426392 h - n/a - n/aJ)
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- ] Acute myocardial infarction (n/a - Not Recovered/Not Resolved - Results in Death), Cardiogenic shock (n/a - Fatal -
- Non Results in Death), Cold sweat (n/a - Not Recovered/Not Resolved - Results in Death), Gait inability (n/a - Not CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-04- 65-85 X . > . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
11163 { Healthcare Non EEA Male  [Recovered/Not Resolved - Results in Death), Left ventricular dysfunction (n/a - Not Recovered/Not Resolved - Results in . .
EU-EC- | 24 Professional Years Thrombosis (n/a - Not Re od/Not Resolved . U . imuli (n/a - N (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008426000 5 rofession: Death), ombosis (n/a - Not Recover ot solved - Results in Death), Unresponsive to stimuli (n/a - Not - Not applicable - [n/a - n/a - n/a])
Recovered/Not Resolved - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - Results in Death)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Not Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - - Results in Death)
11164 EU-EC- i, 54 E:jggsciir;al Non EEA Specified Specified Cerebrovascular accident (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008425959 n/a - n/aJ)
Elickor scal | FoAgba: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
3k (2021-04- 18-64 s . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
= L, - - $] - -
11165 BU-EC- Ty Ereai‘thciar; | Non EEA Vears Female (Brain injury (n/a - Fatal - Results in Death), Vasculitis (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008425844 ; olessiona n/a - n/a))
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - R - -
11166 EU-EC- 4 Professional Non EEA Vears Female |[Embolism (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008425127 i n/a - n/aJ)
-- ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 5 12021-04- Non 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11167 EU-EC- 2 (24 Healthc'are Non EEA Vears Male  |Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008424450 1F Professional n/a - n/al)
w ; .z Chest pain (n/a - Not Recovered/Not Resolved - Results in Death), Deep vein thrombosis (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
11168 2021-04-|Healthcare Non EEA 65-85 Female Resolved - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Pain in extremity (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o (24 Professional Years Unknown - Results in Death), Peripheral swelling (n/a - Unknown - Results in Death), Pulmonary embolism (1d - Fatal - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008424188 | Results in Death), Syncope (n/a - Not Recovered/Not Resolved - Results in Death) - Not applicable - [n/a - 1{DF} - n/a])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
i1 |2021-04- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ;
69 pype | Y 24 Professional | O" FEA |yoarg  |Female |COVID-19 (wa - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
10008424160 ] - n/a - n/al)
Elick or scall | = Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 2021-04- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
11170 EU-EC- a 54 Ereatl‘thciar; | Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008423530 oressiond n/a - n/al)
i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 12021-04- 65-85 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R -
11171 EU-EC- 4 Eﬁ;};sciir;a] Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008422870 n/a - n/aJ)
Elick or scal | 5o d COVID-19 VACCINE ASTRAZENECA (CHADOX1
22 (2021-04- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
! : - - Results in Death), - - Results in Death) :
11172 EU-EC- p2 P Professional Non EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death), Facial paralysis (n/a - Unknown - Results in Death (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008422542, ; - n/a - n/al)
Asthenia (n/a - Unknown - Results in Death), Cough (n/a - Unknown - Results in Death), Crepitations (n/a - Unknown - CCINE RAZE CHADO
lick or scad ; Results in Death), Decreased appetite (n/a - Unknown - Results in Death), Fatigue (n/a - Unknown - Results in Death), COVID-19 VA AST INECA ( Xl
k! 2021-04- | Healthcare 65-85 - " - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11173 L . Non EEA Female |Feeling of body temperature change (n/a - Unknown - Results in Death), Lethargy (n/a - Unknown - Results in Death), . o
EU-EC- -: x (24 Professional Years . 5 - . - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008422533 Malaise (n/a - Unknown - Results in Death), Pumonary embolism (3d - Fatal - Results in Death), Pyrexia (n/a - - Not applicable - [1d - n/a - n/a])
Unknown - Results in Death), Thirst decreased (n/a - Unknown - Results in Death) PP
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click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Healthcare Not . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . = = £l - -
11174 EU-EC- T Y 4 Professional Non EEA Specified Male  [Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Unknown - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10008422527 ;i n/a - n/aJ)
m by Cardiac arrest (n/a - Unknown - Results in Death, Other Medically Important Condition), Circulatory collapse (n/a - QOVID-19 VACCINE ASTRAZENECA (CHADOXI1
11175 2021-04- Healthcare Non EEA 65-85 Female |Unknown - Results in Death, Other Medically Important Condition), Pulmonary embolism (1d - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- |4 24 Professional Years Other M edimh dition) > - |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008422521 | 3% F ¥ tp - Not applicable - [n/a - n/a - n/a])
Brain oedema (n/a - Unknown - Results in Death), Bundle branch block left (n/a - Unknown - Results in Death), Cardiac
Elickor scad | S arrest (1/a - Unknown - Results in Death), Cardiogenic shock (n/a - Unknown - Results in Death), Fibrin D dimer COVID-19 VACCINE ASTRAZENECA (CHADOX]1
1176 2021-04- Healthcare Non EEA 18-64 Female increased (n/a - Unknown - Results in Death), Left ventricular dysfunction (n/a - Unknown - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- il re 24 Professional Years Myocarditis (2d - Fatal - Results in Death), Pneumonia aspiration (n/a - Unknown - Results in Death), Pyrexia (n/a - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008422520 ; Unknown - Results in Death), Troponin T increased (n/a - Unknown - Results in Death), Ventricular fibrillation (n/a- |- Not applicable - [n/a - n/a - n/a])
Unknown - Results in Death)
Abdominal distension (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Abdominal pain (n/a -
[efick or scal i Unknown - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a - Unknown - Results in ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
1177 71 (2021-04- Healthcare Non EEA 65-85 Female Death, Caused/Prolonged Hospitalisation), Hepatic cirrhosis (n/a - Unknown - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Years Hospitalisation), Hypophagia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Portal vein (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008422149 thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Splenic vein thrombosis (n/a - Not - Not applicable - [n/a - 1 {DF} - n/a])
Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11178 EUEC | & 54 Professional Non EEA Vears Male  |Myocardial ischaemia (Od - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Tll-defined disorder -
10008422110 Unknown - [1d - n/a - Intramuscular])
Eligcorscal | Non Condition ageravated (n/a - Unknown - Results in Death, Other Medically Important Condition), Diarrhoea (n/a - Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
1179 2021-04- Healthcare Non EEA Not Female Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Hypoacusis (n/a - Unknown - Results NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 24 Professional Specified in Death, Other Medically Important Condition), Pulmonary oedema (n/a - Fatal - Results in Death, Other Medically (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008421216 Important Condition) - n/a- n/a])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - R
80| pype |3 4 ;I:(?Il;};sciirgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death) (CHADOXT NCOV-19)] (S- n/a - Unknown - [n/a -
10008420977 1/a - n/a))
[efick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 2021-04- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
, . Sudden - - Results in Death)
11181 EU-EC |3 04 Eﬂzl;:iirga] Non EEA Specified Female death (1d - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008420434 iz n/a - n/aJ)
m i Cerebral haematoma (n/a - Unknown - Results in Death), Embolism (n/a - Unknown - Results in Death), Haemorrhage COVID-19 VA AST CCINE CAR( ZENE Xl
11182 2021-04-Healthcare o ppy  |1864 g 1 (n/a - Unknown - Results in Death), Muscle spasms (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal NCOV-19) [COVID- 19 VA AST CA
EU-EC- 24 Professional Years . ’ 5P ’ ary (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
- Results in Death)
10008420154 n/a - n/a])
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Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a -
Elickor scad |; - Non Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Seizure (n/a - Unknown - Results in [COVID-19 VACCINE ASTRAZENECA (CHADOX1
11183 =i (2021-04- Healthcare  |Non EEA 18-64 Female |Reath, Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - Results in Death, Life INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 2 124 Professional Years Threatening, Caused/Prolonged Hospitalisation), Viral infection (n/a - Unknown - Results in Death, Life Threatening, (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008418867 ' Caused/Prolonged Hospitalisation) n/a - n/a))
o | B COVID-19 VACCINE ASTRAZENECA (CHADOXI
: 2021-04- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
11184 BU-EC- a 2124 Professional Non EEA Years Female [Asthenia (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008417379| = n/a - Intramuscular])
Acute kidney injury (n/a - Unknown - Other Medically Important Condition), COVID-19 immunisation (n/a - Fatal - Results
in Death), Cardiac dysfunction (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Guillain-Barre
syndrome (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Hepatic failure (n/a - Unknown - Other Medically NZE (CINE ASTRAZENEC
11185 2021-04- Healthcare Non EEA 18-64 Male Important Condition), Malaise (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pumonary ?]CI-IAD(\)/)[?IAI\I[%\\/? 1D9_)1]9(SV— A wa-U AST]O wn - [n/a - A
EU-EC- ; 1 24 Professional Years embolism (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pulmonary oedema (n/a - Not a - Intramuscular])
10008417316 Recovered/Not Resolved - Other Medically Important Condition), Renal vein thrombosis (n/a - Not Recovered/Not Resolved -
Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition), Viral infection (n/a - Unknown - )
Elick or scal
A% |2021-04-|Healthcare 18-64 Acute respiratory failure (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Headache (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOXI
re A K . . ; . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
11186 EU-EC- R 24 Professional [Non EEA |Years |Female |Results in Death), Hypertension (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia . o
10008417304 (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Unknown - [n/a - n/a - Intramuscular])
Qr _scail a
k4 2021-04- | Healthcare More Dysarthria (1d - Fatal - Results in Death), Dysphagia (1d - Fatal - Results in Death), Hypotension (1d- Fatal - Results | CoMHo AT Y [TOZINAMERAN] (S- COVID-19
11187 . EEA than 85 |Female |, immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 0 24 Professional Vears in Death) Tntramuscular - More in ICSR])
10008417270
click or sca 2 02104 Healthare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11188] : EEA than 85 |Female |Pulmonary embolism (21d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- | &% e 24 Professional X
; Years Intramuscular - More in ICSR])
10008417263
Elick or scal | 5021-04- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11189 . EEA Male  [Sudden death (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 7, 24 Professional Years Int ul
10008417191 ntramuscular)
Elick or scal | s : More SPIKEVAX [COVID-19 MRNA VACCINE
11190 o (2021-04- |Healthcare EEA than 85 |[Female Anaphylactic shock (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (2d - Fatal - Results in  [MODERNA (CX-024414)] (S- COVID-19
EU-EC- - 124 Professional v Death, Caused/Prolonged Hospitalisation), Hypoxia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - n/a -
: o ears
10008417063 Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
0 : - - Results in Death)
nol poee | & 04 Professional |NOMEEA |70 [Male  |Road traffic accident (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008416914 n/a - Intramuscular])
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2 More
11192 2021-04- Healtheare g than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- o |23 Professional v - n/a - Intramuscular])
10008416876 ; s
lick or scal : Lividity (n/a - Fatal - Results in Death), Lymphadenopathy (n/a - Unknown - Other Medically Important Condition), CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
11193 gy [2021-04- Healtheare | 1864 |\ fale  |Thrombocytopenia (n/a - Fatal - Results in Death), Vaccination site reaction (n/a - Unknown - Other Medically Important NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
BUEC | 5 (23 Professional Years Con dition)y‘ P J Y imp (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - .5mL -
10008416656/ : Intramuscular])
Cardiac arrest (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in
2021-04- |Healthcare 18-64 Death), Depressed level of consciousness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1194 pyEc 3 Professional Non EEA Vears Male  [Hypotension (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Pulmonary embolism |immunisation - Not applicable - [n/a - n/a -
(n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death), Shock (1n/a - Fatal - Results in Intramuscular])
10008416500
Death)
Mo |
=01 (2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
11195 EU-EC- : 123 Professional EEA Years Mele  Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008416407 :
Elick or scall | 5 ; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
11196 2021-04- |Healthcare Non EEA  |than 85 [Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L, (23 Professional Years Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008416126, ;i - Not applicable - [n/a - n/a - Intramuscular])
'_ 5021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11197 . . EEA than 85 [Male  |Cardiac failure (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mg/m2 -
EU-ECG- |4 3123 Professional Vear Intramuscular])
10008415608 e cars s
ik orscal | Cerebral venous sinus thrombosis (1v/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other [COVID-19 VACCINE ASTRAZENECA (CHADOXI
11198 2021-04- |Healthcare EEA 18-64 Female Medically Important Condition), Intracranial pressure increased (n/a - Unknown - Results in Death, Life Threatening, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 23 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Unknown - Results in  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008415526 Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) - Not applicable - [n/a - n/a - n/a])
" More Atrial fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in SPIKEVAX [COVID-19 A VACUINE
A [2021-04- |Healthcare T o . MODERNA (CX-024414)] (S- COVID-19
11199 X : EEA than 85 |Female |Death, Caused/Prolonged Hospitalisation), Influenza like illness (n/a - Fatal - Results in Death, Caused/Prolonged . o ;
EU-EC- > (23 Professional Years Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
10008415009 P Intramuscular])
12021-04- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
11200 EU-EC- : 123 Professional EEA Years Female Death (1d - Fatal - Results in Death immunisation - n/a - [1d - 1{DF} - Intramuscular])
10008414979 ;o
Eicor e | M SPIKEVAX [COVID-19 MRNA VACCINE
11201 k, i2021-04- Healthcare EEA 65-85 Male Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Shock (n/a - Fatal - Results in Death MODERNA (CX-024414)] (S- COVID-19
EU-EC- 3 23 Professional Years Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
10008414972 Intramuscular])
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] = (2021-04- [Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S

11202 EU-EG- | & 3123 Professional EEA Years Female |Pyrexia (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])

10008414898 &
2d (2021-04- |Healthcare 65-85 L . . e COMIRNATY [TOZINAMERAN] (S- COVID-19

11203 EU-EC- 1) 13 Professional EEA Vears Female |Aortic dissection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - 0/a - [n/a - 1{DF} - Intramuscular])
10008414893
ol | e

el (2021-04-|Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
11204 BU-EC- s Professional EEA Vears Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening) immunisation - 0/a - [n/a - 1{DF} - Intramuscular])
10008414883
Qr _scail it
% |2021-04- NOn More COMIRNATY [TOZINAMERAN] (S - COVID-19
11205 EU-EC- 153 Healthqare EEA than 85 [Male  |Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [22d - 2 {DF} - Intramuscular])
Professional Years
10008414878
% 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- : i i . - N
1206 o e 2 R 123 Professional EEA gl;an 85 [Male |Cerebral haemorrhage (n/a - Fatal - Results in Death) Wa - [n/a - n/a - n/al)
10008414868 ; cars
' 08 200 1.04. | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11207 : . EEA than 85 |Female |COVID-19 (1/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- -, 3123 Professional v, Int Jlar])
10008414835 cars nramsear
BliciCor scal ;
24 (2021-04- |Healthcare 65-85 Asthenia (0d - Fatal - Results in Death), Death (0d - Fatal - Results in Death), Malaise (0d - Fatal - Results in Death), SPIKEVAX [COVID-19 MRNA VACCINE
11208 : EEA Male - MODERNA (CX-024414)] (S- COVID-19
EU-EC- 3123 Professional Years Pallor (0d - Fatal - Results in Death) rophylaxis - n/a - [n/a - n/a - Intramuscular])
10008414690 prophy
- k 'VAXZEVRIA COVID-19 VACCINE (CHADOX1-S
f B 12021-04-[Healthcare 65.85 [RECOMBINANT]) SUSPENSION FOR INJECTION
11209 . EEA Male  [COVID-19 (13d- Fatal - Results in Death) [COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- | %5 R (23 Professional Years . A
10008414660 ; NCQV—I9)] (S- COVID-19 immunisation - Not
; applicable - [n/a - .5SmL - Intramuscular])
i i COVID-19 MRNA VACCINE MODERNA (CX-
il 12021-04- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . -

12100 gy e *23 |Professional [N EEA lyep  [Male lliness (2d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008414578 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scad | 5 5021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19

11211 4 0, : EEA than 85 [Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -

EU-EC- | x (23 Professional v, Intr dar])
10008414558 cars amuscurar
] COVID-19 VACCINE JANSSEN (AD26.COV2.S)
 2021-04- Non 18-64 [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-

11212 BU-EC- 3 Healthcare Non EEA Years Male  |Death (0d - Fatal - Results in Death) Immunisation - Not applicable - [n/a - n/a -

10008413601 3 Professional Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
11213 : EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC- s 123 Professional v al)
10008413162/ 2 ; cars a
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
11214 2021-04- |Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important Condition), |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | 3123 Professional Years Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008413147| & - n/a - Intramuscular])
Elickor scall | =5 ; More COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-04- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
3o . - - Results in Death), eased - - . L
11215 EU-EC- AP Professional Non EEA 21:; s85 Male  [Death (1d - Fatal - Results in Death), Decr appetite (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008412934 applicable - [n/a - 1{DF} - Intramuscular])
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
2 (2021-04- Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - o
12180 pype |8 *23 |Professional "4 |Years Male  |Coronary artery thrombosis (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - n/a - [n/a
10008412849 i - .5mL - Intramuscular])
Elick or scall | 3 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 (2021-04- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudden - - ) o
7 pupc | 3 Professional |0 Years | VBl death (n/a - Fatal - Results in Death (CHADOX] NCOV-19)] (S- Immunisation - n/a - [n/a
10008412839 - n/a - n/al)
: Non
11218 g [2021-04 | ealtheare  |EEA 6585 | pemale |Cerebrovascular disorder (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EG- | g3 223 Professional Years n/a- [n/a-n/a-n/a])
10008412824 OressIo
Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death,
: Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a (COVID-19 MRNA VACCINE MODERNA (CX-
11219 i1 (2021-04-|Healthcare Non EEA 18-64 Male || Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- % 223 Professional Years Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), |(CX-024414)] (S- COVID-19 - Not applicable - [n/a -
10008412777 Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in 1{DF} - Unknown])
Death, Caused/Prolonged Hospitalisation)
:
2021-04- | Healthcare 65-85 o . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - -
11220 EU-EC- 1 103 Professional EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) - n/a- n/a))
10008412574
Arteriosclerosis (n/a - Fatal - Results in Death), Blood glucose decreased (n/a - Unknown - Other Medically Important
lick or scail Condition), Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Cardio-respiratory arrest (n/a - Unknown ME ME
1221 2021-04- | Healthcare Non EEA 18-64 Male || Other Medically Important Condition), Hypertensive heart disease (n/a - Fatal - Results in Death), Myocardial infarction msatiom[tgozlriible _ m (?’SH—ILCS)V[D—D
EU-EC- 3123 Professional Years (n/a - Fatal - Results in Death), Respiratory failure (n/a - Unknown - Other Medically Important Condition), Sudden cardiac Intramuscular]) PP .
10008412533 death (n/a - Fatal - Results in Death), Syncope (n/a - Unknown - Other Medically Important Condition), Ventricular
fibrillation (n/a - Fatal - Results in Death)
Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Cardiac disorder (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),
ST Dizziness (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation),
Fluid intake reduced (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Haematemesis (n/a - Unknown - MERAN MERAN]
11222 EU-EC- 5221_04_ Ere(iggsci?)rr?al Non EEA giﬁs Female |Life Threatening, Caused/Prolonged Hospitalisation), Haemoglobin abnormal (n/a - Unknown - Caused/Prolonged ;1;11(?nZILnI§sation . NoEl;OZIIif:\;ble - [n/a- rE/Sa—_CnI/;\]/)[D—w
10008412526 > Hospitalisation), Hypophagia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Hypovolaemic shock PP
(n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), International normalised ratio increased (n/a -
Unknown - Caused/Prolonged Hospitalisation), Respiratory arrest (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
11223 2021-04-|Healthcare Non EEA 65-85 Female Cardiac arrest (4d - Fatal - Results in Death), Pulmonary embolism (4d - Fatal - Results in Death), Respiratory distress  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o (23 Professional Years (4d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008412440 ; applicable - [n/a - 1{DF} - Intramuscular])
click or scarl
2! 2021-04- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - - X - -
11224 BU-EC- X153 Professional EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death), Pulmonary fibrosis (n/a - Fatal - Results in Death) - n/a - n/al)
10008412393
klick or scal | 35 More
2021-04- Healthcare Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
11225 : EEA than 85 |Female
EU-EC- : 223 Professional v, Death) n/a - Intramuscular])
10008412340 cans
Qr _scail it
=1 (2021-04- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) . S .

11226 EU-EC- ; 3123 Professional EEA Years Male | Cerebrovasoular accident (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008412270,

Elick or scall | =5 ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1

1227 i 2021-04- Healthcare Non EEA 18-64 Female Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Renal disorder (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- L |23 Professional Years Unknown - ), Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008411903 : n/a - Intramuscular])

- COVID-19 MRNA VACCINE MODERNA (CX-
& 2021-04- | Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA

11228 : : Non EEA Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not

EU-EC- 23 Professional Years . .
. applicable - [n/a - 1{DF} - Intramuscular - More in
10008411870
b ICR)
m b : L Aphasia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), COVID-19 MRNA VACCINE MODERNA (CX-
. . P X 024414) [COVID-19 MRNA VACCINE MODERNA

11229 :d (2021-04- |Healthcare Non EEA 65-85 Female Feeling of body temperature change (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - Results in Death), (CX-024414)] (S- COVID-19 immunisation - Not

EU-EC- : 3123 Professional Years Musculoskeletal stiffness (n/a - Fatal - Results in Death), Peripheral coldness (n/a - Fatal - Results in Death), Staring (n/a applicable - [n/a - 1{DF} - Intramuscular - More in
10008411659 - Fatal - Results in Death), Tremor (n/a - Fatal - Results in Death) 1&%{]}
: i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1

11230 2 12021-04- Healthcare Non EEA 65-85 Male Cerebral thrombosis (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA

EU-EC- : 223 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008411617 n/a - Intramuscular])
o COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - -), - - . -

11231 EU-EC- a 153 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Feeling hot (n/a - Unknown - ), Nervousness (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008411587 applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scad | 5 5021-04- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19

11232 EU-EC- T 53 Healthcare EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008411585 H Professional Intramuscular])

:
21 2021-04- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -

11233 EUEC | & 103 Professional EEA Vears Female [Sudden death (n/a - Fatal - Results in Death, Life Threatening) na - [n/a - /a - n/a])
10008411497| =
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Primary
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
11234 5 2021-04 | ealthcare |EEA 6585 \fle  |Cerebrovascular accident (n/a - Fatal - Results in Death), Dizziness (n/a - Not Recovered/Not Resolved - ) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 23 Professional Years n/a- [n/a-n/a-n/a])
10008411392,
5021-04- Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -|
11235 EU-EC- g 53 Healthcare EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intravenous (not otherwise
10008411388 3 Professional specified)])
Eickor scall | =2 5 Gangrene (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intestinal ischaemia (2d-  [COVID-19 VACCINE ASTRAZENECA (CHADOX1
1236 1 2021-04- Healthcare EEA 65-85 Male Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (2d- |NCOV-19) [COMID-19 VACCINE ASTRAZENECA
EU-EC- o (23 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Sepsis (2d - Fatal - Results in Death, Life |(CHADOXI1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008411355 Threatening, Caused/Prolonged Hospitalisation) - n/a-n/a])
or scaj More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
11237 EU-EC- a 3173 Professional Non EEA gléa;lrSSS Female |Dementia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008411353 ; applicable - [n/a - 1{DF} - Unknown])
m [=]5: COVID-19 MRNA VACCINE MODERNA (CX-
H A More A . . T 024414) [COMID-19 MRNA VACCINE MODERNA
11238 = (2021-04- Healthqare Non EEA  |than 85 |Male {\cute myocardial infarction (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results (CX-024414)] (S - COVID-19 immunisation - Not
EU-EC- ; 3123 Professional in Death) . .
Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008411297
ICSR])
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11239 = (2021-04- Healthcare Non EEA Not Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o, 3123 Professional Specified - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008411230 applicable - [n/a - n/a - Intramuscular])
O orsca | B3 ! COVID-19 VACCINE ASTRAZENECA (CHADOX1
11240 = (2021-04- |Healthcare Non EEA 65-85 Female Diarrhoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- - L, (23 Professional Years Nasopharyngitis (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008411229 4 n/a - Intramuscular])
- : COVID-19 MRNA VACCINE MODERNA (CX-
: % [2021-04- | Healtheare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
11241 : . Non EEA Female [Abdominal discomfort (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- e, 23 Professional Years . ;
i applicable - [n/a - 1 {DF} - Intramuscular - More in
10008411211 :
ICSR])
] [ COVID-19 MRNA VACCINE MODERNA (CX-
2 12021-04- [Healthcare 65-85 Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
11242 X . Non EEA Male . ) . . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- x |23 Professional Years Results in Death), Dialysis (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008411035
ICSR])
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal -
Results in Death CaLsed/Prolor}ged Hospitalisation), Dea'th (n/a - Fatal - Results in Death C_aLsgd/Prolfmged COVID-19 MRNA VACCINE MODERNA (CX-
Hospitalisation), Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dizziness (n/a -
2021-04- | Healthcare 65-85 . T . 024414) [COVID-19 MRNA VACCINE MODERNA
11243 X . Non EEA Female |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lethargy (n/a - Fatal - Results in Death, Caused/Prolonged . L
EU-EC- 1 |23 Professional Years Hospitalisati laise (n/a - Fatal . sed/Prol Hospitalisation). N wa - Fatal (CX-024414)] (S- COVID-19 immunisation - Not
10008410859 £ ospitalisation), Malaise (n/a - atal —'Re'sults m'Death, Ca TO or}ged ospitalisation), Nausea (n/a - Fatal - Results applicable - [n/a - 1{DF} - Intramuscular])
in Death, Caused/Prolonged Hospitalisation), Retinal vascular thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Somnolence (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=10008411297&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008411230&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008411229&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008411211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008411035&_xpt=1&_xf=pdf
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Qualification Group Route])
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Purposes
; :
=1 (2021-04- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) ) N .
11244 EU-EC- 2123 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008410847
click or scarl Non
2l 12021-04- Not . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . . .
11245 EU-EC- AP E:jg;sciirga] Non EEA Specified Male  |Thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008410476 ;
Blicicor scal | = 2 COMIRNATY COVID-19 MRNA VACCINE
11246 = et | 2021-04- | Healthcare EEA 18-64 Male Blood pressure decreased (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Loss of consciousness |(NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
EU-EC- Fer |23 Professional Years (n/a - Fatal - Results in Death) COVID-19 immunisation - n/a - [n/a - .3mL -
10008410294 Intramuscular])
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
2l (2021-04- Healthcare 65-85 L L . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
% R -
1247 pipe | 3153 Professional Non EEA Vears Male  |Adverse event following immunisation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008410209 - n/a - Intramuscular])
Elick or scal | e . COVID-19 MRNA VACCINE MODERNA (CX-
11248 a: |2021-04- |Healthcare Non EEA 65-85 Male COVID-19 pneumonia (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |23 Professional Years Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008410189 i applicable - [n/a - 1{DF} - Intramuscular])
o 2021-04- Healthcare 65-85 COMIRNATY [TOZINAMERAN] (8- COVID-19
11249 . EEA Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 2123 Professional Years Tntramuscular])
10008410185 2 s
Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Illness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Influenza (n/a
- - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Influenza B virus test positive (n/a - Fatal - Results in MRN CCINE
Death, Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 A VA MODERNA (CX-
2021-04- | Healthcare 65-85 P . . PRTIVE, . 024414) [COVID-19 MRNA VACCINE MODERNA
11250 . Non EEA Male  [Hospitalisation), Organ failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - . L
EU-ECG- ; 3123 Professional Years . Caused/Prol Hospitalisati Pult o/a - Fatal . Caused/Prol (CX-024414)] (S- COVID-19 immunisation - Not
10008410023/ 4 . Resu.lts in _Death Y O pnged ospitalisation), Pulmonary mass (n/a - Fatal - Result§ in Dgath sed/Pro onged applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Transient ischaemic attack (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Tremor (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary tract
infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
g More COVID-19 VACCINE ASTRAZENECA (CHADOX1
11251 3= |2021-04- Healthcare EEA than 85 [Male Influenza like illness (20d - Fatal - Results in Death), Pyrexia (20d - Fatal - Results in Death), Sepsis (20d - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | E |23 Professional v, Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008409901 ; cars - n/a-n/a])
kol 5 |2021-04-[Healthcare 65.85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11252 ; : Non EEA Male  |Ischaemic stroke (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Dose not changed -
EU-EC- x (23 Professional Years [na - n/a - Intramuscular])
10008409716
- COVID-19 MRNA VACCINE MODERNA (CX-
11253 i (2021-04- (Healthcare Non EEA 18-64 Female Cardiomegaly (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hepatomegaly (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |4 23 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008409405 : applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008410023&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008409901&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008409716&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008409405&_xpt=1&_xf=pdf
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COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04-|Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
11254 BU-EC- 23 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008409100 n/a - Intramuscular])
click or scarl . Non COVID-19 MRNA VACCINE MODERNA (CX-
2 |2021-04- 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
1255 pupc | 23 peathare - INonEEA -y |Male [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008409038 =% applicable - [n/a - .5mL - Intramuscular])
o | More SPIKEVAX [COVID-19 MRNA VACCINE
; 2021-04- Healthcare . . MODERNA (CX-024414)] (S- COVID-19
; - - . o ;
1256 oo Rzf 33 Professional |EEA gl{lan 85 |Female |Pulmonary embolism (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .5mL -
10008408958 2, cars Intramuscular])
% 8 [021.04. Non 18-64 Discomfort (/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Other Medically | V2L YRIA [COVID-19 VACCINE ASTRAZENECA
11257 : Healthcare  [EEA Female y : ; esutls In el & Y |(CHADOX1 NCOV-19)] (S- 0/a - Unknown - [n/a -
EU-EC- 23 . Years Important Condition), Oxygen consumption (n/a - Unknown - )
Professional n/a - Intramuscular])
10008407873
Elick or scall | 5 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - -
11258 EU-EC- 3 Professional Non EEA Vears Female |Pneumonia (1d- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008407842 n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
11259 2021-04-|Healthcare Non EEA 65-85 Male COVID-19 (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), SARS-CoV-2 test positive (1d - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 23 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008407381 applicable - [n/a - 1{DF} - Intramuscular])
u % 1021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S- Immunisation -
; : . . ) ) .
11260 EUEC. |8 AP Professional EEA $$55 Female |Respiratory failure (n/a - Fatal - Results in Death) a - [/a - /a - Intramuscular])
10008407068
COVID-19 MRNA VACCINE MODERNA (CX-
11261 2021-04- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- e 23 Professional Years Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008406512/ H3%: applicable - [n/a - 1{DF} - Intramuscular])
[lick or scal |z ’ COVID-19 MRNA VACCINE MODERNA (CX-
7 21 2021-04- | Healthcare 18-64 . . . L . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - - X - - . L
11262 EU-EC- a 5 Professional Non EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008406259 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Blicicor scal |; y
; : More COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
1263 pope |E » 5221_04_ Ere;lctekslscizr; 4 |NonEEA |than 85 |Male  |Condition), Cough (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspnoea (n/a ?Oﬂhgﬁwoggoﬁﬁﬁfﬁﬁwng: S;]\)/ID—W
10008406023 A% T Years - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - PP
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
:
21 2021-04- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
1264 pupc | & 22 Professional EEA Years Male | Sudden death (9d - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008405880
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008408958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008407873&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008407381&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008407068&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008406512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008406259&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008406023&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008405880&_xpt=1&_xf=pdf
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! ; COMIRNATY [TOZINAMERAN] (S- COVID-19
1 12021-04- |Healthcare 65-85 . immunisation - Not applicable - [1d - n/a - n/a]),
11265 o pc 0 Professional | EEA Vears |Male  |Sudden death (1d - Fatal - Results in Death) [LEUPRORELIN ACETATE] (S- Prostate cancer -
10008405855 Not applicable - [1107d - n/a - n/a])
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Drug withdrawn - [1d - .3mL -
2021-04-|Healthcare 65-85 . Unknown - More in ICSR]), INVEGA 3 MG
: Sudden - - ,
1266 pupe |3 » Professional | EA Years | Male death (1d - Fatal - Results in Death) PROLONGED-RELEASE TABLET
10008405795 [PALIPERIDONE] (S- n/a - Drug withdrawn - [n/a -
3mg - Oral])
lick or sca COVID-19 MRNA VACCINE MODERNA (CX-
¥ [2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
1267 pupe |4 1n Professional | M EEA - [yars  [Male  [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008405754 £ applicable - [n/a - 1{DF} - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
11268 2021-04- |Healthcare Non EEA 18-64 Female Cardiac arrest (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Years aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008405731 applicable - [n/a - 1{DF} - Intramuscular])
Ecorscal | B More COVID-19 MRNA VACCINE MODERNA (CX-
11269 } 2021-04- Healthcare Non EEA  |than 85 |Female Cardiac failure (2d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (2d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Years Death), Renal failure (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008405718 applicable - [n/a - 1{DF} - Intramuscular])
Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dehydration (n/a - Unknown -
Elick or scal | i Non Caused/Prolonged Hospitalisation), Dysstasia (n/a - Unknown - ), Insomnia (2d - Unknown - ), Loss of consciousness (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-04- 65-85 A o 024414) [COVID-19 MRNA VACCINE MODERNA
11270 Healthcare ~ [Non EEA Male  |Unknown - Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - ), Respiration abnormal (1d - Unknown - . -
EU-EC- : 22 Professional Years wsed/Prolonced Hospitalisati ) 3d- Unkn 1 o nkn used Prol (CX-024414)] (S- COVID-19 immunisation - Not
10008405623 & rofession: Ca 2dProlonged Hospit isation), Restlessness (3d - Unknown - ),. Somnp ence (n/a - Unknown - Ca rolonged applicable - [n/a - 1 {DF} - Intramuscular])
Hospitalisation), Tremor (1d - Unknown - Caused/Prolonged Hospitalisation)
COVID-19 MRNA VACCINE MODERNA (CX-
i 12021-04- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
11271 EU-EC- 2 Professional Non EEA Vears Male  [Death (1d- Fatal - Results in Death), Pain in extremity (2d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008405546 applicable - [n/a - 1{DF} - Intramuscular])
2021-04- | Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - - . S .
11272 EU-EC- 5 Professional EEA Vears Female |Cardio-respiratory arrest (1d - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10008405345 i
e | MERAN]
2021-04- |Healthcare More Cognitive disorder (2d - Fatal - Results in Death), Condition aggravated (3d - Fatal - Results in Death), Respiratory COMIRNATY (TOZIN . (8- COVID-19
11273 . EEA than 85 |Male - . immunisation - Not applicable - [1d- .3mL -
EU-EG | & 22 Professional Vears distress (2d - Fatal - Results in Death) Tntramuscular])
10008405341
2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11274 : EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- ; 22 Professional Years
10008405082 2 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008405754&_xpt=1&_xf=pdf
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11275 g [2021-04- Healtheare than 85 |Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 22 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008405069 ]
Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coronary artery thrombosis (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - Results in Death, Caused/Prolonged
[E15:%: Hospitalisation), Feeling abnormal (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged CCINE SSEN
Elickcor scal o i 2021-04- Non 18-64 Hospitalisation), Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypophagia (n/a - Fatal - [((IZ())\Q/[DI;IQ 9\<12ACUNEJ$AI\II\I$EI\I(?AD]§266C(%<ZQS§)] (s-
11276 o Healthcare Non EEA Male  [Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Fatal - Results in Death, Caused/Prolonged o . y ’
EU-EC- ; 22 fessi Years italisat] dial infarcti inkn . used/P. italisati Immunisation - Not applicable - [n/a - n/a -
10008404914 Professional Hospitalisation), Myocar al infarction (n/a - Unknown - Results in Death, Ca sed/ rqlonged Hosplta isation), Unknown])
Oropharyngeal pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death
Caused/Prolonged Hospitalisation)
[ Asthenia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (1d - Fatal - Results in Death
Elick or scal | A More Caused/Prolonged Hospitalisation), Decreased appetite (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-04- [Healthcare . . RTINY p . 024414) [COVID-19 MRNA VACCINE MODERNA
11277 . Non EEA  |[than 85 Male  |Dehydration (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (1d - Fatal - Results in Death, . i
EU-EC- 22 Professional v, used/Prolonged Hospitalisation). Malaise (1d - Fatal R | ion (1d - Fatal " (CX-024414)] (S- COVID-19 immunisation -
10008404868 £ ‘ears Ca rolonged Hospital 1sathn),_ 2_1alse( - Fatal - Results in Death), Nasal congestion (1d - Fatal - Results in Unknown - [/a - 1 {DF} - Intramuscular])
Death, Caused/Prolonged Hospitalisation), Pneumonia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Brain oedema (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral haemorrhage  |COVID-19 VACCINE ASTRAZENECA (CHADOX1
11278 2021-04- |Healthcare EEA 18-64 Male (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in [((CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008404852 ; Death, Life Threatening, Caused/Prolonged Hospitalisation) - n/a- n/a])
4 2021-04- |Healthcare Dyspnoea (n/a - Fatal - Results in Death), Ecchymosis (n/a - Fatal - Results in Death), Lividity (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
11279 . EEA than 85 |Female
EU-EC- ; 22 Professional v, Death) - n/a - Intramuscular])
10008404793 cans
; COVID-19 MRNA VACCINE MODERNA (CX-
2% [2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
X : - - . L
U280 gy e T 22 Professional |NOM EEA  |yror  [Female |Asthma (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation -
10008404046 ; Unknown - [n/a - 1{DF} - Unknown])
L COVID-19 MRNA VACCINE MODERNA (CX-
11281 2 (2021-04- |Healthcare Non EEA 65-85 Female COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Unknown - Caused/Prolonged  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ; 22 Professional Years Hospitalisation), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008403809/ = - applicable - [n/a - 1{DF} - Intramuscular])
More
B 12021-04- | Healthcare than 85 . . - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
11282  ggc 5 Professional EEA Years Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) - 3mL - Intramuscular])
10008403766
Elick or scall | 3% Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-04- Not - . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11283 EU-EC- a 5 Eﬁ;};;:iirgal EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008403593 applicable - [n/a - n/a - Intramuscular])
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Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
11284 2021-04-|Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Interstitial lung disease (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ok 22 Professional Years Death), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in  |(CX-024414)] (S- COVID-19 immunisation - Not
10008403577 Death) applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- Healthcare 65-85 . . .. . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
11285 EU-EC- a o Professional Non EEA Vears Male  |Chest pain (2d - Fatal - Results in Death), Vomiting (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008403399 applicable - [n/a - 1{DF} - Intramuscular])
Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a -
Fatali— Results in Death, Caused/Prolonged Hospltdlsatlon), Chest pain (n/a - Fatgl - Results in Death Cawed/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
Hospitalisation), Chills (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (n/a - Fatal - Results in
2021-04- | Healthcare 65-85 oy . Wrramwr: 024414) [COVID-19 MRNA VACCINE MODERNA
11286 . Non EEA Female |Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), . .
EU-EC- 22 Professional Years T 2 (n/a - Fatal R wsed/Prol Hospitalisation). Pul boli Ja - Fatal . |(CX-024414)] (S- COVID-19 immunisation - Not
10008403336 ypoxia (n/a - Fatal - Results in Death, Ca /Prol longed Hospitalisation), Pulmonary embolism (n/a - atal - Results in applicable - [n/a - 1{DF} - Intramuscular])
Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
; More
¥ [2021-04- |Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; 0 : - - - . S .
11287 pupc |f 5 2D Professional EEA gvlan 85 |Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a])
10008403328 . cars
Eickorsca | B : More Atrial fibrillation (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Unknown - Other Medically Important ~ [COVID-19 VACCINE ASTRAZENECA (CHADOX1
11288 71 (2021-04- Healthcare Non EEA  |than 85 |Male Condition), Gallbladder mass (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Nausea (n/a - Fatal - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Vears Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008403281 Condition), Tachypnoea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) n/a - Intramuscular])
Rlickcor scal | gt : Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Cluster headache (n/a - Fatal - Results in Death, COVID-19 VA AST CA( Xl
=12021-04- Healthcare Not e LS . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11289 : EEA .. |Female |Caused/Prolonged Hospitalisation), Mesenteric vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged CHADO Unt
EU-EC | &3 22 Professional Specified Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (- n/a - own - [n/a -
10008403280 ’ n/a - Intramuscular])
b COVID-19 MRNA VACCINE MODERNA (CX-
A" [2021-04-|Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
X . - - Results in Death) . N
11290 EU-EC- x (22 Professional Non EEA Years Male | Cardiac arrest (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008403251 applicable - [n/a - 1{DF} - Intramuscular])
o | & c on COVID-19 VACCINE ASTRAZENECA (CHADOX!
11291 212021-04- Healthcare EEA 65-85 Male Abdominal pain upper (n/a - Unknown - Results in Death), Death (1d - Fatal - Results in Death), Hernia (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e (22 . Years Recovered/Resolved - Results in Death), Vomiting (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
; Professional
10008403046 - n/a - n/a)
2021-04- |Healthcare 65-85 . ' ) COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - X - - .
11292 EU-FC- 1 2 Professional EEA Vears Male  |Dyspnoea (0d - Fatal - Results in Death), Tachycardia (0d - Fatal - Results in Death) applicable - [n/a - .3mL - Intramuscular])
10008402978
11293 41 (2021-04- Healthcare EEA 65-85 Male Cerebral haemorrhage (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Petechiae (n/a - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 22 Professional Years Fatal - Results in Death), Thrombocytopenic purpura (n/a - Fatal - Results in Death) - n/a-n/a])
10008402646
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; : AMERAN]
11294 i1 (2021-04- |Healthcare EEA 65-85 Mal Cough (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (1d - Fatal - Results in Death, G)MIRNtATY [g?zml- bl n/(S -3CIXn)LVID-19
EU-EG- | £ 22 Professional Years € |CausedProlonged Hospitalisation), Pyrexia (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [/a - .
Intramuscular])
10008402448
Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
k! 2021-04- Not . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
. - - o .
11295 EU-EC- 15 E:jg;sciirga] Non EEA Specified Male  |Coronary artery occlusion (n/a - Fatal - Results in Death) Trmmunisation - Not applicable - [n/a - 1/a -
10008402407 ; Unknown])
Elickor scall | == = More Atrial fibrillation (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death, Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
11296 : 2021-04- Healthcare Non FEA  |than 85 |Male Medically Important Condition), Gallbladder mass (n/a - Fatal - Results in Death, Other Medically Important Condition), [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o (22 Professional Vears Nausea (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008402343 ; Condition), Tachypnoea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) n/a - Intramuscular])
Qr_scal Y
11297 2% (2021-04- |Healthcare EFA i\ﬁ;rleg 5 |Female Death (1d - Fatal - Results in Death), Fall (n/a - Unknown - Other Medically Important Condition), General physical health|COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- R (22 Professional v deterioration (n/a - Unknown - Other Medically Important Condition) immunisation - n/a - [n/a - n/a - Intramuscular])
: ears
10008402256,
Elick or scall | 55 3 : Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
11298 202104 | althcare [Non EEA |27 |Female |Cardiac failure (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.00V2.5)] (S-
EU-EC- 22 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008402011 olessiona Unknown])
: COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in
11299 4 (2021-04-|Healthcare EEA 65-85 Male Death), Cardiopulmonary failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Cough (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 22 Professional Years Unknown - ), Diarrhoea (n/a - Unknown - ), Drug ineffective (n/a - Fatal - Results in Death, Other Medically Important  |immunisation - Not applicable - [1d - n/a - n/a])
10008401655 Condition), Pneumonia (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - )
Elickor scal | ; I3 : COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 12021-04- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - R - - A
11300 EU-EC- ] 2 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved - ) (CHADOXI NCOV-19)] (S- Immunisation - n/a - [n/a
10008401616 - n/a- n/a])
: Vore
1301 2021-04- Healthcare EEA than 85 |Female Cerebral haemorrhage (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (2d - Fatal COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- g 22 Professional v, - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) n/a- [n/a-n/a-n/a])
ears
10008401573 37
EeR vore
1302 il (2021-04- Healthcare EEA than 85 |Female Anaemia (n/a - Fatal - Results in Death), Hallucination (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- n/a-n/a - [n/a
EU-EC- ; 22 Professional Vears Results in Death), Pain in extremity (n/a - Fatal - Results in Death) - n/a- n/a])
10008401447
o |! [ COVID-19 MRNA VACCINE MODERNA (CX-
3 %, |5021-04- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
11303 L : Non EEA Female |Immune thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 5 22 Professional Years . .
applicable - [n/a - 1 {DF} - Intramuscular - More in
10008401386, ICSR])
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Acute kidney injury (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute myocardial infarction (1d -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (3d - Fatal - Results in Death, Caused/Prolonged
Elick or scal Hospitalisation), Fatigue (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperkalacmia (1d - Fatal - [COVID-19 MRNA VACCINE MODERNA (CX-
11304 2021-04- | Healthcare Non EEA 65-85 Male Results in Death, Caused/Prolonged Hospitalisation), Hypophagia (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Years Hospitalisation), Illness (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (3d - Fatal - Results in |(CX-024414)] (S- COVID-19 immunisation - Not
10008401385 Death, Caused/Prolonged Hospitalisation), Pneumonia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),  |applicable - [n/a - 1{DF} - Intramuscular])
Pyrexia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (1d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Septic shock (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
1305 pupe | 2 Professional |NCREEA yors  [Male  [Death (n/a- Fatal - Results in Death (CX-024414)] (S~ COVID-19 immunisation - Not
10008401370 applicable - [n/a - 1{DF} - Intramuscular])
g Acute respiratory failure (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dizziness (n/a - Not
Elickcor scal ' : Recovered/Not Resolved - Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Other COVID-19 VACUINE ASTRAZENECA.(CHADOX1
2l 2021-04- | Healthcare 18-64 " o . ) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11306, . Non EEA Male  [Medically Important Condition), Loss of consciousness (n/a - Not Recovered/Not Resolved - Other Medically Important ;
EU-EC- 22 Professional Years o . - - f (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
Condition), Seizure (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Subarachnoid haemorrhage
10008401076, N - n/a - Intramuscular])
(n/a - Fatal - Results in Death)
CANNABIDIOL [CANNABIDIOL] (S- n/a - n/a - [n/a
- /a - Oral]), COMIRNATY [TOZINAMERAN] (S-
n/a-n/a-[1d- 1{DF} - Intramuscular]),
5 ] ] [METOCLOPRAMIDE, METOCLOPRAMIDE
= b More . . . ; HYDROCHLORIDE, METOCLOPRAMIDE
J s =] - - i > - =) - g
11307 4 2021-04 Healthqare EEA than 85 |Female Cardio-respiratory arrest (1d - Fatal - Results in Death), Confusional state (2d - Recovered/Resolved - ), Diarrhoea (n/a HYDROCHLORIDE MONOHYDRATE] (S- Product
EU-EC- | %5 o (22 Professional v Not Recovered/Not Resolved - ) af indication - n/a - 11d- 5 o
10008400992 : ears used for unknown indication - n/a - [1d - 5mg - n/a)),
[MORPHINE SULFATE, MORPHINE SULFATE
PENTAHYDRATE] (S- Pain - n/a - [1d- 1 {DF} -
n/a]), [MORPHINE SULFATE] (S- Pain - n/a - [n/a -
2{DF} - n/a])
Elick or scal | 2021-04- |Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11308 : EEA Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- -3 (22 Professional Years - Not applicable - [1d- 1{DF} - n/a])
10008400985 PP
2021-04- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
11309 EU-EC- 5 Healthcare ~ [EEA than 85 [Male  |Cardiac failure (1d - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008400913 Professional Years Intramuscular])
Elick orcal £ | 021-04- Healthcare More VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11310 EC ; : EEA than 85 |\jale | Death (1d - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 22 Professional Years i
10008400878 - Drug withdrawn - [1d - .5mL - Intramuscular])
Elickor sal | & 5021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11311 [ : . EEA Female |Vaccination failure (8d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 22 Professional Years
10008400864 B Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008401385&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008401076&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400992&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400985&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400913&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400878&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400864&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i : 2021-04- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
11312 : . EEA Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-ECG- | £H 22 Professional Years Intramuscular])
10008400848
: 2021-04- | Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11313 : . EEA Male |Cardiac arrest (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC |4 22 Professional Years - Not applicable - [1d- 1{DF} - Intramuscular])
10008400817| =453 PP
Rlick or scal | o 5021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11314 . EEA than 85 |Female |Death (0d- Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 22 Professional v Int Jlar])
10008400773 £ cars ntramuscular]
or scaij g COVID-19 MRNA VACCINE MODERNA (CX-
3% [2021-04- |Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
A . - - , - - . . .
11315 EU-EC- 1 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Testicular failure (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008400766 ; applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 28 - 5021-04- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11316 i X . EEA Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-ECG- | % R (22 Professional Years Intr dar])
10008400753 ' amusciar
- 2 More
" [2021-04- |Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
) : - - ) . S
11317 EU-EC- | E o |22 Professional EEA %1:;:5 Malg | COVID-19 (3d - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008400743 :
ik orscal | 55k : More COVID-19 MRNA VACCINE MODERNA (CX-
21 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
1318 pype |2 2 Professional o EEA gljar;SS Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008400633 applicable - [n/a - 1{DF} - Intramuscular])
: i COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-04- [Healthcare 65-85 . . o 024414) [COVID-19 MRNA VACCINE MODERNA
11319 BU-EC- 1) Professional Non EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008399809 - applicable - [n/a - 1{DF} - Intramuscular])
= ’ COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . -
1320 pupe | 22 |Professional |V EEA vy [Male |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008399777| & applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | = 1 COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-04- | Healthcare 18-64 e . . P . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
11321 EU-EC- ) Professional Non EEA Vears Male  [Hypersensitivity (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008399775 applicable - [n/a - 1{DF} - Intramuscular])
:
11322 4 (2021-04-|Healthcare EEA l\l/foreg s |Val Cardiac arrest (Od - Fatal - Results in Death), Pneumonia aspiration (5d - Fatal - Results in Death), Pyrexia (5d - Fatal - COMIRNtATY [I:IFOZIN?MSRAT/ ¢ 'ICD}Y[ D-19
EU-EC- 22 Professional than ®  |Results in Death), Vaccination complication (5d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008399752 Years Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400773&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400766&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400753&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400633&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399809&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399775&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399752&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
11323 2021-04-|Healthcare Non EEA 18-64 Female Cardiac arrest (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 22 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008399575 applicable - [n/a - 1{DF} - Intramuscular])
clickcor scal Asthenia (n/a - Unknown - ), Chills (/a - Unknown - ), Death (1/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), |Suriir 1 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
11324 . Non EEA Male  [Pulse absent (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Respiratory arrest (n/a - Unknown - Other Medically Important . L
EU-EC 3|22 Professional Years Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - ) (€X-024414)] (S- COVID-19 immunisation - Not
10008399550 ’ ’ applicable - [n/a - 1{DF} - Intramuscular])
Rlick or cal |7 i 5021-04- Non 18-64 Cerebral haemorrhage (n/a - Fatal - Results in Death), Cognitive disorder (n/a - Not Recovered/Not Resolved - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11325 : Healthcare Non EEA Male  [Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), . i .
EU-EC- 3122 Professional Years H con (n/a - N e Ived dProl Hospitalisati immunisation - Not applicable - [n/a - n/a - n/a])
10008399447 rofessional [ypertension (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation)
or scai Acute pulmonary oedema (1d - Fatal - Results in Death), Cardiac failure (1d - Fatal - Results in Death), Cardiovascular
11326 2021-04- [Healtheare | o o |\je |dSorder (1d- Fatal - Results in Death), Chest pain (1d- Fatal - Results in Death), Death (1d - Fatal - Results in Death), z/CHADOlc(ZEV;;IlAI\I[gO)\\/{Igﬁg(SV-ACOCCIV[ND-E (TRAZERECA
EU-EC- 122 Professional Vears Dizziness (1d - Fatal - Results in Death), Fall (1d - Fatal - Results in Death), Lactic acidosis (1d - Fatal - Results in - Not applicable - [/a - /a - n/a])
10008399374 Death), Respiratory distress (1d - Fatal - Results in Death), Troponin T increased (1d - Fatal - Results in Death) PP
132 = EF [2021-04- |Healthcare EEA 65-85 Male Fatigue (Od - Fatal - Results in Death), Malaise (0d - Fatal - Results in Death), Respiratory disorder (0d - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
7 10(%%‘3%%‘373 22 Professional Years in Death), Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
11328 - = |2021-04- |Healthcare EEA 65-85 Male Death (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death), Nausea (1d - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- w22 Professional Years Vomiting (1d - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008399371
11329 2021-04- |Healthcare EEA ]t\ﬁ(;eg 5 |Fomale Cardiac failure (n/a - Fatal - Results in Death), Haemorrhagic diathesis (n/a - Fatal - Results in Death), Respiratory tract ﬁéﬁ%&gﬁ?&? 4] (S/—Xn\;aA— Wa- [n/a- SmL
EU-EC- 122 Professional haemorrhage (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) :
Years - Intramuscular])
10008399337
Eickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
11330 EU-EC- : 15> Professional Non EEA Years Female |Cardiac arrest (1d - Fatal - Results in Death), Dyspnoea (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008399334/ & applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
1331 2021-04- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - ), Malaise (n/a - Unknown - ), Myalgia |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Rhinitis (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008399321 ; n/a - Intramuscular])
[lick or scall | = More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
1332 pupc | 822 |Professional [NOMFEA - [than 85 [Female [Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008399180 : applicable - [n/a - 1{DF} - n/a)])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399575&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399550&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399374&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399371&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399337&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399334&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399180&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-04- [Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - N - - . .
11333 BU-EC- 1) Professional Non EEA Vears Male  [Hypotension (4d - Fatal - Results in Death), Pneumonia (4d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008398877 applicable - [n/a - 1{DF} - Intramuscular])
lick or sca : More Apathy (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in
i (2021-04- |Healthcare ) - —)’. . f% > . . e COMIRNATY [TOZINAMERAN] (S - COVID-19
. R - - 3 - - 3 - - s
11334 EU-EC- 150 Professional EEA glan 85 |Female |Death) l?yspnoea (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal immumisation - 1/a - [/ - 3L - Intramuscudar])
ears Results in Death)
10008398488
Elickor scall | == More COVID-19 MRNA VACCINE MODERNA (CX-
11335 2021-04- Healthcare Non EEA  |than 85 |Female Condition aggravated (n/a - Fatal - Results in Death), Dementia Alzheimer's type (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 122 Professional Vears Diabetes mellitus (n/a - Fatal - Results in Death), Ulcer (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008398390 applicable - [n/a - n/a - Intramuscular - More in ICSR])
I ) ) ) COVID-19 MRNA VACCINE MODERNA (CX-
= 2021-04-| Healtheare 65-85 Arthralgia (n/a - Unknown - ), Chest pain (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Diarrhoea (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
11336 BU-EC- Y00 Professional Non EEA Vears Female |Unknown - ), Headache (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pain (n/a - Unknown - ), Vomiting (n/a - Unknown - (CX-'0244] 4)] (S- COVID-19 immunisation - Not
10008398361 T applicable - [n/a - 1{DF} - Intramuscular])
: o COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - ) . .
1337 pugc 22 Professional |OREEA lyors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008398287 applicable - [n/a - 1{DF} - Intramuscular])
2021-04- Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - N - -
11338 EU-EC- R 122 Professional EEA Vears Male  |Cardiogenic shock (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008398123 ;
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . .
B9 purc | R 122 |Professional  [NOMEEA - yeqyrs  [Female |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008398114/ = 5 applicable - [n/a - 1{DF} - Intramuscular])
i (2021-04- |Healthcare 65-85 . . . . T COMIRNATY [TOZINAMERAN] (S - Immunisation -
11340 EU-EC- %) Professional EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) na - [n/a - n/a - n/a])
10008398067 i
: More
i | 2021-04- Healthcare Lo . . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
11341 BU-EC- 2 Professional EEA gl{lea;rSSS Female |Intestinal ischaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) na - [n/a - n/a - n/a])
10008398065 1
KlickCor scal | = :
) i (2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
% - -
11342 EU-EC- 9 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008398059
Elick or scall | = 1 COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-04- [Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
1343 by pc 1) Professional | M EEA - [yars  [Male  [Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008398047 applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008398067&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
11344 cied (2021-04- |Healthcare Non EEA 18-64 Male Coronary artery occlusion (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death), Unresponsive to 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG | & 122 Professional Years stimuli (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008397956 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
. 5021-04- | Healthcare More Cardiomegaly (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Escherichia 024414) [COVID-19 MRNA VACCINE MODERNA
11345 ; : Non EEA  |than 85 |Female |infection (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 22 Professional T . oo . .
L Years Hospitalisation), Pleural effusion (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1 {DF} - Intramuscular - More in
10008397707 ICSR])
gk or scall | 523 ; COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-04- [Healthcare 18-64 . . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
! . - - N - - . .
11346 BU-EC- 12 Professional Non EEA Years Male  [Death (n/a - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death, Life Threatening) (CX-024414)] (S- COVID-19 immunisation - Not
10008397690 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: ; - - . L
11347 EU-EC- 15> Professional Non EEA Vears Female |[Haemorrhagic stroke (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008397364 Unknown - [n/a - 1{DF} - Unknown])
B or s || COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 Body temperature increased (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Headache (n/a - Unknown - ), Pain 024414) [COVID-19 MRNA VACCINE MODERNA
11348 B . Non EEA Female . . . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 122 Professional Years (n/a - Unknown - ), Urinary tract infection (n/a - Unknown - ) . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008397360
ICSR])
i 2021-04- Non 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
11349 EU-EC- 2 Healthcare EEA Vears Male  [Pulmonary oedema (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10008397239] : Professional Intramuscular])
Elick or scall | &= ; Bradyphrenia (n/a - Unknown - ), Cerebral disorder (n/a - Unknown - ), Decreased appetite (n/a - Unknown - ), Dysphagia (n/a|COVID-19 VACCINE ASTRAZENECA (CHADOX1
11350 s (2021-04- |Healthcare Non EEA 65-85 Male || Unknown - ), Dyspnoea (n/a - Unknown - ), Irregular sleep wake rhythm disorder (n/a - Unknown - ), Oedema peripheral ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 22 Professional Years (n/a - Unknown - ), Pumonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008397235 Important Condition) n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . L 024414) [COVID-19 MRNA VACCINE MODERNA
! . - - , - -), - - . o
11351 BU-EC- S ) Professional Non EEA Years Male  [Death (1d- Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Memory impairment (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008396959 ‘ot applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
13521 pugc 22 Professional |NOREEA lyors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008396885 applicable - [n/a - 1{DF} - Unknown])
klick or scal | ;
11353 2021-04- Healthcare EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death), Dyskinesia (4d - Unknown - ), Dyspnoea (0d - Unknown - ), Fatigue (1d - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- Ly |22 Professional Years Unknown - ), Tremor (4d - Unknown - ) n/a - [n/a-n/a-n/a])
10008396669 ]
i 2021-04-|NOn More COMIRNATY [TOZINAMERAN] (S - Immunisati
11354 "7 |Healthcare  [EEA than 85 |Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) - Hmmunisation -
EU-EC- 3|22 . n/a- [n/a-n/a-n/a])
10008396650 Professional Years
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008396885&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; MRNA VACCINE
11355 4 2021-04- EZ:lthcare EEA 18-64 Female Influenza like illness (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ), Ventricular ]?/[)(I)II{)%\I/{%[(%)(\_/([)];}& ] (Sél\r/rin misation - n/a -
EU-EC- 22 : Years fibrillation (n/a - Fatal - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - )
Professional [n/a - n/a - n/a])
10008396640
click or scarl : N
11356 A (2021-04- stlthca.re EEA 18-64 Male Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 1 (22 : Years Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/a])
2 Professional
10008396621
i ¥ 12021-04- NOn 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisati
11357 ; "% |Healthcare ~ [EEA "> |Male [Death (n/a - Fatal - Results in Death) - immumsation -
EU-EC- 22 Professional Years n/a - [n/a - n/a - n/a])
10008396610 rofessiona
or scaij i COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-04- Healthcare 65-85 - . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1358 pupc 22 |Professional [N EEA vy [Female |Renal failure (na - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008396604 : applicable - [n/a - 1{DF} - n/a])
Elick or scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
11359 EU-EC- ) Professional Non EEA Vears Male  |Road traffic accident (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008396594 applicable - [n/a - 1{DF} - Unknown - More in ICSR])
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 o . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . D
11360 BU-EC- 12 Professional Non EEA Vears Female |Cardiac failure (1n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008396582 applicable - [n/a - 1{DF} - Intramuscular])
ek or scall | : COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-04- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
11361 EU-EC- 2 ) Professional Non EEA Vears Male [Staphylococcal infection (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008396418| & applicable - [n/a - 1{DF} - Intramuscular])
Non
11362 2021-04- Healthcare Non EEA 18-64 Male Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chills (n/a - Unknown - Caused/Prolonged | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 22 . Years Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
: Professional
10008396397
COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-04- Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
11363| EU-EC- ¥ 22 Professional [Non EEA  |than 85 |Female |Decreased appetite (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008396304 Years applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
[elick or scal | i More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- Healthcare . . . o . 024414) [COVID-19 MRNA VACCINE MODERNA
o . - - , - - . ..
11364 EU-EC- = ) Professional Non EEA 21{1:;1“85 Female [Abdominal pain upper (17d - Fatal - Results in Death), Vomiting (17d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008396245 | ; i applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- COVID-19 MRNA VACCINE MODERNA (CX-
3] &) 2021-04-| Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
11365 KT, -0, . Non EEA Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- [k 22 Professional Years . ;
10008396204/ Ei applicable - [n/a - 1{DF} - Intramuscular - More in
=% ICSR])
Bl o COVID-19 MRNA VACCINE MODERNA (CX-
11366 32 2021-04- | Healthcare Non EEA 65-85 Female Cardiac failure (2d - Unknown - Caused/Prolonged Hospitalisation), Death (2d - Fatal - Results in Death), Hypotension (2d -(024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- b e |22 Professional Years Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008396043 ; applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | ; . COVID-19 MRNA VACCINE MODERNA (CX-
el (2021-04- |Healthcare 65-85 . . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
11367 BU-EC- 12 Professional Non EEA Years Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008396005 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
11368 eied 2021-04- |Healthcare Non EEA 18-64 Femal Cellulitis (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Rash (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ¥ 22 Professional | " Years | "% |Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008395952 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | =3 COVID-19 MRNA VACCINE MODERNA (CX-
tied (2021-04- |Healthcare 65-85 . . T 024414) [COVID-19 MRNA VACCINE MODERNA
11369 EU-EC- 1) Professional Non EEA Vears Female |Basal ganglia haemorrhage (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008395922 applicable - [n/a - 1{DF} - Intramuscular])
2021-04- Non 18-64 Decreased appetite (n/a - Fatal - Results in Death, Caused/Prolonged Hospl.tahsatlon), Dizziness (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - Not
11370 ;! Healthcare EEA Female |Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), .
EU-EC- 122 Professional Years Fatiouo (n/a - Fatal H Caused/Prolonged Hospitalisati applicable - [n/a - 1{DF} - Intramuscular])
10008395788 rofession: ‘atigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
ik or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
tiid 1 2021-04- Healthcare Not . . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11371 BU-EC. ) Professional EEA Specified Male  |Death (n/a - Fatal - Results in Death, Life Threatening), Embolism (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008395743 - n/a - n/aJ)
Aphasia (2d - Not Recovered/Not Resolved - ), Feeling abnormal (2d - Not Recovered/Not Resolved - ), Influenza like illness  |cOVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 (2d - Not Recovered/Not Resolved - ), Myalgia (2d - Not Recovered/Not Resolved - ), Mydriasis (2d - Not Recovered/Not 024414) [COVID-19 MRNA VACCINE MODERNA
1372 puEc -x:lbY) Professional |NOMEEA |5 |Female |Regolved - ), Myocardial infarction (2d - Fatal - Results in Death), Nausea (2d - Not Recovered/Not Resolved - ), Pain (2d - (CX-024414)] (S- COVID-19 immunisation - Not
10008395731/ =2 F3 Not Recovered/Not Resolved - ), Pallor (2d - Not Recovered/Not Resolved - ) applicable - [n/a - 2{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
MRN
2021-04- | Healthcare 65-85 Cardiac arrest (14d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (14d - Fatal - 024414) [COVID-19 A VACCINE MODERNA
11373 : . Non EEA Male . T (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 22 Professional Years Results in Death, Caused/Prolonged Hospitalisation) . .
- applicable - [n/a - 1{DF} - Intramuscular - More in
10008395581
ICSR])
Rlick or scad | More Cough (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Dyspnoea (1d - Unknown - ), Respiratory arrest (1d- COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . = - . L 024414) [COVID-19 MRNA VACCINE MODERNA
11374 : : Non EEA  |than 85 Male  |Unknown - Other Medically Important Condition), Respiratory tract congestion (n/a - Unknown - ), Rhinitis (n/a - Unknown . L
EU-EC- 3|22 Professional Years -), Suspected COVID-19 (n/a - Unknown - ), Unresponsive to stimuli (1d - Unknown - Other Medically Important Condition) (CX-024414)] (- COVID-19 immunisation - Not
10008395560 ? > applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
11375 el (2021-04- |Healthcare Non EEA 18-64 Male Abdominal pain upper (n/a - Unknown - ), Haematemesis (n/a - Unknown - ), Internal haemorrhage (n/a - Fatal - Results in |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC-  |§ 122 Professional Years Death), Pain in extremity (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008395467 applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008395788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008395743&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008395731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008395581&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008395560&_xpt=1&_xf=pdf
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11376 Al (2021-04-|Healthcare Non EEA Not Male COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Drug TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- |4 22 Professional Specified ineffective (n/a - Unknown - Other Medically Important Condition), Pain in extremity (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008395404
click or scarl More
11377 2021-04- Healthgare Non EEA  |than 85 |Male  |Cardiac arrest (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINADAERAN] (S- COVID-19
EU-EC- 3122 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10008395397
Elickcor scal 3 More Cerebral haemorrhage (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Heart rate increased (5d - Fatal - ME
11378 21 |2021-04- [Healtheare g\ than 85 |Female |Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (5d - Fatal - Results in Death Caused/Prolonged COMIRNATY [TOZIN. 1 (8- Immunisation -
EU-EC- 22 Professional v, Hospitalisation) ? ? n/a - [n/a - n/a - Intramuscular])
10008395203 cars osprtaiisation
:
4 2021-04- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - - . S
11379 EU-EC- : ) Professional EEA Vears Male  |Cardio-respiratory arrest (Od - Fatal - Results in Death) immunisation - 1/a - [V - 30ug - Intramuscular])
10008394379 ;
Rlickorscal | 2 o 02104 | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11380 : EEA Male  [Hypotensive crisis (0d - Fatal - Results in Death), Loss of consciousness (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- R (22 Professional Years Tntramuscular])
10008394304 ' e
2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11381 M . EEA than 85 |Female |Sopor (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 122 Professional v Int dar])
10008394075 cans nlramuseuiar
Elickcor scal e B |00 1.04.[Non 65.85 SPTKEVAX [COVID-19 MRNA VACCINE
11382 : Healthcare EEA Female [Sudden death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 322 |professional Years immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008394062 : ofessior mmunisatiol a-[n/a amuscular’
i More
all (2021-04- |Healthcare . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A - - X - - . S
11383 EU-EC- ) Professional EEA glan 85 |Male  |Cardiopulmonary failure (n/a - Fatal - Results in Death), Myocardial ischaecmia (n/a - Fatal - Results in Death) immmisation - 1/a - [1va - 3L - Intrammuscular])
ears
10008394024
Elick or scal | 5021-04- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
11384 . EEA than 85 |Female |Sopor (3d- Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- R 122 Professional Y . sati na- [n/a- SmL - Int Jar])
10008393941 | 8 ears immunisation - n/a - [n/a - . - Intramuscular
ok 2021-04- Healthcare More COMIRNATY [TOZINAMERAN] (S- Immunisation
-04- : . . i i . - i
11385 EU-EC- ) Professional EEA gl{lan 85 |Female |Respiratory failure (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008393738 cars
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Non
2021-04- 65-85 Sudd . COMIRNATY [TOZINAMERAN] (S- COVID-19
1386 pypc 22 Erea}thciar; ol EEA Years | Male death (w2 - Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008393724 ; OressIo
2l (2021-04- Healthcare Not . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A . - - ) . S )
11387 EU-EC- 122 Professional EEA Specified Female (Infection (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008393655
1 (2021-04- [Healthcare Not . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . - - ) . S .
11388 EU-EC |4 22 Professional EEA Specified Male |Infection (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008393645
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Cognitive disorder (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Deep vein thrombosis (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged
_ Hospitalisation), Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Flushing (n/a - Fatal - Results
; in Death, Caused/Prolonged Hospitalisation), Hyperkalaemia (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
11389 g [2021-04- |Healthcare |y ey (6585 |\ 1 |Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 22 Professional Years syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Fatal - Results in Death (CX'_024414)] (S- COVID-19 immunisation - Not
10008393611 Caused/Prolonged Hospitalisation), Paralysis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Polyuria  [applicable - [n/a - 1{DF} - Intramuscular])
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)
2021-04- | Healthcare Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
1390 e ¥ Professional | EA Specified M€ | Sudden death (w/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008393599
w 2021-04- |Healthcare More Cerebral venous sinus thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Platelet count VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
11391 . EEA than 85 [Female |decreased (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (7d - Fatal - Results|(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 21 Professional . T .
Years in Death, Caused/Prolonged Hospitalisation) - Not applicable - [n/a - .5SmL - Intramuscular])
10008393452
Elick or scall | : More Asthenia (n/a - Unknown - Other Medically Important Condition), Bedridden (n/a - Unknown - Disabling), Death (1d - Fatal - |SPIKEVAX [COVID-19 MRNA VACCINE
11392 1 202 1-04- Healthcare Non EEA  |than 85 [Male Results in Death), Dyspnoea (n/a - Unknown - Life Threatening), Pain (n/a - Unknown - Other Medically Important MODERNA (CX-024414)] (S- COVID-19
EU-EC- y 121 Professional Years Condition), Pyrexia (2d - Recovered/Resolved - ), Somnolence (n/a - Unknown - Life Threatening), Thirst (n/a - Unknown -  [immunisation - Not applicable - [n/a - 1{DF} -
10008393077 Other Medically Important Condition) Intramuscular])
gk or scall | &= : More COVID-19 MRNA VACCINE MODERNA (CX-
11393 21 |2021-04-| Healthcare Non EEA  |than 85 [Male Acute respiratory failure (n/a - Fatal - Results in Death), COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- R 21 Professional Vears Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008392600 applicable - [n/a - 1{DF} - Intramuscular])
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: & 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11394 : . EEA than 85 [Male  |Sudden death (2d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- 21 Professional v Int Jlar])
10008392461 ; : cars Hratmserar
click or scail COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . P
11395 EU-EC- 21 Professional Non EEA Years Female |Cardiac arrest (Id - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008392130 applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-| Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
11396, . Non EEA Male  [Metastatic neoplasm (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 21 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008392104
ICSR])
Abdominal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
] Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
— : Intestinal ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ME ME
1397 opc » 3?21_04_ E:gl‘z};:i?)l:al Non EEA ;i _3?3 Male  |Condition), Mesenteric vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically mwwfﬁ&zozlrigble N mﬂg: S/;]\)/[D_IQ
10008391881 o Important Condition), Tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically PP
Important Condition), Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition)
: : More COVID-19 MRNA VACCINE MODERNA (CX-
a1 2021-04- | Healthcare . . S - . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - : P
11398 EUEC | ) Professional Non EEA 2}(1:;585 Male  |Loss of consciousness (n/a - Fatal - Results in Death), Vaccination complication (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008391873 applicable - [n/a - 1{DF} - Intramuscular])
B i 2021-04-| Healtheare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11399 ] o; . EEA Female |Dyspnoea (n/a - Recovering/Resolving - ), Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
EU-EG | && 3121 Professional Years - n/a- Intr lar])
10008391494| 2 a- fntramusedar
Abdominal pain (n/a - Unknown - ), Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Other Medically MERAN ME
11400 2021-04- Healthcare o gy 1864 1yp o Important Condition), Duodenal ulcer perforation (n/a - Fatal - Results in Death, Other Medically Important Condition), TOZINAN [TOZIN. ) (8- COVID-19
EU-EC- 21 Professional Years Peritonitis (n/a - Fatal X Other Medically I Conditi immunisation - Not applicable - [1d - n/a - n/a])
10008391078 eritonitis (n/a - Fatal - Results in Death er cally Important Condition)
Elickor scal | 5021-04- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11401 : EEA Female [COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 121 Professional Years Intr: Jlar])
10008390956/ =2 : amuseuar
Rlickor scal | : Non Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhage intracranial COVID-19 VA AST INECA ( Xl
2l |2021-04- 65-85 X " - : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11402 Healthcare Non EEA Female |(n/a - Fatal - Results in Death, Other Medically Important Condition), Loss of consciousness (n/a - Unknown - Other .
EU-EC- L3121 Professional Years Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008390856 ; - n/a - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . P
11403 EU-EC- 7 21 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008390810 applicable - [n/a - 1{DF} - Intramuscular])
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COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 Death (1d- Fatal - Results in Death) 024414) [COVID-19 MRNA VACCINE MODERNA
11404  EU-EC- |: ¥ 2] Professional [Non EEA  |yeqrs |Female sesutis in Leath, (CX-024414)] (S - COVID-19 immunisation - Not
10008390704 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad |; : More COVID-19 MRNA VACCINE MODERNA (CX-
21 12021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
1405 b pe )1 Professional | 0" FEA 21(1:;585 Male | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008390657 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . . 024414) [COMID-19 MRNA VACCINE MODERNA
: - - X - -), - - . D
11406, EU-EC- 01 Professional Non EEA %1:;:5 Female |COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008390630 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | %= Chills (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Depressed level of |{COVID-19 MRNA VACCINE MODERNA (CX-
11407 1 (2021-04- (Healthcare Non EEA 65-85 Male consciousness (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Unknown - ), Food refusal (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3 21 Professional Years Unknown - ), Loss of consciousness (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - ), (CX-024414)] (S- COVID-19 immunisation - Not
10008390608 Respiratory rate increased (n/a - Unknown - Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
ol | o
11408 : el (2021-04- Healthcare EEA 65-85 Female Depressed level of consciousness (n/a - Fatal - Results in Death), Pyrexia (2d - Fatal - Results in Death), Pyrexia (3d-  |COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- 3 121 . Years Recovered/Resolved - ), Skin discolouration (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10008390563
or scaij COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
v . - - . . .
149 pupe |¥ %21 [Professional |CA|Years [Fomale |Sudden death (wa- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008390537 - Not applicable - [n/a - 1 {DF} - n/a])
B | B COVID-19 MRNA VACCINE MODERNA (CX-
: 5021.04.|Healthcare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
11410 ; . Non EEA Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 121 Professional Years . .
applicable - [n/a - 1 {DF} - Intramuscular - More in
10008390526,
ICSR])
COVID-19 MRNA VACCINE MODERNA (CX-
11411 eiil 2021-04- |Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hospitalisation (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 121 Professional Years Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008390348 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | i COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare More Death (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
11412|  EU-EC- F 0| Professional [Non EEA  |than 85 (Female Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008390241 Years applicable - [n/a - 1{DF} - n/a])
ek or scall | 3 COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - ) . L
B pugc 21 |Professional | NOMEEA yeys  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008389952 applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390704&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390657&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390563&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390537&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390526&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390348&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008390241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389952&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
5 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
1414y pe 21 Professional |NOR EEA vy  [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008389786 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : More COVID-19 MRNA VACCINE MODERNA (CX-
i | 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
415 gy Ec 21 Professional |01 EEA g‘:;fs Female |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008389434 applicable - [n/a - 1{DF} - n/a])
Rlick or scal & 5021-04- |Healthcare 65-85 Dyspnoea (1d - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Malaise (1d - Fatal - Results in |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11416 EU-EC- : 51 Professional EEA Vears Female |Death), Nausea (1d - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death), Vomiting (1d - Fatal - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
. ) . i e
10008389247 Results in Death) Not applicable - [n/a - n/a - n/a])
Qr _scail it
=i (2021-04- Healthcare 18-64 . SPIKEVAX [COVID-19 MRNA VACCINE
11417 : EEA Female |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC 21 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008389246 PP
11418 =i (2021-04- Healthcare EEA 18-64 Male Dyspnoea exertional (3d - Fatal - Results in Death), General physical health deterioration (3d - Fatal - Results in Death), | COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | {5 21 Professional Years Sudden death (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008389245
: Non More
11419, f [2021-04 | eltheare  |EEA than 85 |Female |[Haemoptysis (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 21 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008389244
ek or scall | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 ) . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
11420 EU-EC- 51 Professional Non EEA Vears Male  [Dyspnoea (n/a - Unknown - Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008389149 Unknown - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
Elick or scal
2021-04- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - -), - - . L
11421 EU-EC- 51 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), Fatigue (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008389148 applicable - [n/a - 1{DF} - Intramuscular])
click or scar) | COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-04-|Healthcare 65-85 Dyspnoea (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Myocardial infarction (1d - Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
11422} pupc . 1 Professional |NOMEEA |y ¢ [Male | Caused/Prolonged Hospitalisation), Pulmonary embolism (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - [(CX-024414)] (S- COVID-19 immunisation - Not
10008389109 % ; applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | = 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
15 i (2021-04- [Healthcare 65-85 - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
11423 EU-EC- 21 Professional EEA Years Male  |Myocardial infarction (1d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008388687 -n/a-[1d- 1{DF} - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-04- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
424 pupc 21 |Professional |PEA |years [MAle  |Death(1d-Fatal-Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008388621 ; - Not applicable - [1d - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389786&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389434&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389247&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389246&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389244&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389149&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389148&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008389109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388687&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388621&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i : 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11425 : . EEA Male  [Phlebitis (2d - Not Recovered/Not Resolved - Life Threatening), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 21 Professional Years Int lar])
10008388615 niramuscrar
SPIKEVAX [COVID-19 MRNA VACCINE
2021-04- |Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
11426/ pupc 21 Professional |24 Years [Male |Sudden death (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - 1 {DF} -
10008388588 Intramuscular])
Elickorscal i ¥ |5001-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11427 . EEA than 85 (Male  |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- ¥ (21 Professional v Int Jlar])
10008388496 cars ntramuscular]
oLl ; More
11428 g 2021-04- Healtheare g p than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 21 Professional Vears n/a - [n/a - n/a - n/a])
10008388409 :
Elick or scal | ezt : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
hi: i (2021-04- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - s
11429 EU-EC- R 1 Ere:allthciar: | EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008388407 : olessiona - n/a-n/a])
i i 2021-04- Non 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
11430 EU-EC- : 1 Healthcare EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
10008388403 ! Professional [n/a - n/a - n/a])
KlickCor scal | : More
11431 i (2021-04- |Healthcare EEA than 85 |Female Asymptomatic COVID-19 (n/a - Not Recovered/Not Resolved - ), Marasmus (n/a - Fatal - Results in Death), SARS-CoV-2 |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional v, test positive (n/a - Not Recovered/Not Resolved - ) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
! ‘ears
10008388203
EelicK or scall | % COVID-19 MRNA VACCINE MODERNA (CX-
i3 (2021-04- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
11432 EU-EC- Lh (21 Professional |Non EEA  |years [Male  |Death (n/a - Fatal - Results in Death), Hospitalisation (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008388181 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | 1 Non COVID-19 MRNA VACCINE MODERNA (CX-
2i 2021-04- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . .
11433 BU-EC- b1 E:s:‘g;;fsm Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008388073 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . . N 024414) [COVID-19 MRNA VACCINE MODERNA
: - - 3 - - . .
11434 EU-EC- R 1 Professional Non EEA %1:;:5 Female |Death (1d- Fatal - Results in Death), General physical health deterioration (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008387950 : applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388615&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388588&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388496&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388409&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388407&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388403&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388203&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388181&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388073&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008387950&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Cerebral venous sinus thrombosis (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
- Medically Important Condition), Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death), Hemiplegia (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 - . b - " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11435 BU-EC- 21 Professional EEA Years Female |Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypoaesthesia (n/a - (CHADOXI NCOV-19)] (S- Immunisation - Not
10008387921 | 3 Not Recovered/Not Resolved - ), Malaise (n/a - Fatal - Results in Death), Platelet count decreased (n/a - Not Recovered/Not applicable - [n/a - n/a - Intramuscular])
Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Life! PP
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elick or scall | S mrivs, More COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
1436 gy pc 21 [Profesional MO FEA - |than 83 |Male - [Death (- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008387883 applicable - [n/a - 1{DF} - Intramuscular])
P COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-04- | Healthcare 65-85 - . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
11437 EU-EC- 51 Professional Non EEA Vears Female |Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008387807 : applicable - [n/a - 1{DF} - Intramuscular])
11438 EU-EC kot F [2021-04-|Healthcare EEA 18-64 Male Epilepsy (n/a - Unknown - Other Medically Important Condition), Obstructive airways disorder (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
100 08-3 87-5 0 21 Professional Years Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
11439 2021-04- | Healthcare Non EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- |4 21 Professional Years Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008387325
Allergy to vaccine (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anaphylactic reaction (n/a - Fatal -
Results in Death, Other Medically Important Condition), Angioedema (n/a - Unknown - Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Balance disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Coma scale
abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Depressed level of
consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dysarthria (n/a -
ek ol Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypotension
More (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypothermia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other MERAN ME
11440 EU-EC- 5(1)21_04_ Eﬁ;ﬁfg Al Non EEA |than 85 [Male  |Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition), Multiple organ msation . NOE];OZIEble -1 d-]ng: S/Ei)]\)/[D_lg
10008387321 - Years dysfunction syndrome (n/a - Fatal - Results in Death, Other Medically Important Condition), Oxygen saturation decreased PP
(n/a - Unknown - Caused/Prolonged Hospitalisation), Pruritus (n/a - Unknown - Caused/Prolonged Hospitalisation), Rash (n/a -
Unknown - Caused/Prolonged Hospitalisation), Rash maculo-papular (n/a - Unknown - Caused/Prolonged Hospitalisation),
Respiratory tract oedema (n/a - Unknown - Other Medically Important Condition), Skin exfoliation (n/a - Unknown -
Caused/Prolonged Hospitalisation), Stevens-Johnson syndrome (n/a - Fatal - Results in Death, Other Medically Important
Condition), Swelling face (n/a - Unknown - Caused/Prolonged Hospitalisation), Toxic epidermal necrolysis (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation)
MERAN ME
2021-04- |Healthcare 65-85 Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important TOZIN . [TOZI.N 1(S- COVID-19
11441 . Non EEA Male - immunisation - Not applicable - [n/a - n/a -
EU-EC- 21 Professional Years Condition) Tntramuscular])
10008387320
i3 2021-04- Non Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11442 EU-EC- : 51 Healthgare Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - /al)
i T Professional
10008387317 i AR

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008387502&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008387325&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- 2021-04- Non 65-85 Cold sweat (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11443 : Healthcare Non EEA Male  |Condition), Myocardial infarction (n/a - Fatal - Results in Death), Pallor (n/a - Unknown - Other Medically Important . o .
EU-EC- 21 : Years . immunisation - Not applicable - [n/a - n/a - n/a])
. Professional Condition)
10008387222
Back pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Hypersomnia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypokinesia (n/a -
Elickor scal | & Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Odynophagia (n/a - Not Recovered/Not
5 (2021-04-|Non More Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain (n/a - Not Recovered/Not Resolved MERAN MERAN] (S-
11444 EU.EC- 21 Healthcare Non EEA  |than 85 |Female |- Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain (n/a - Unknown - Caused/Prolonged msation . NOEEOZlIi:;ble -[1d- ng— %\)/[D_lg
10008387212, : Professional Years Hospitalisation, Other Medically Important Condition), Pain in extremity (n/a - Not Recovered/Not Resolved - PP
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Urinary incontinence (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Elick or scall | == Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
11445 2021-04- Healthcare Non EEA 18-64 Male 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-
EU-EC- 21 Professional Years Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10008387135 olessiond Unknown])
Non Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically ME
11446/ popo 3?2 104 ealtheare  [EEA %ﬁ: Male  |Tmportant Condition), Cerebrovascular accident (n/a - Recovered/Resolved With Sequelae - Life Threatening, mﬂﬁgﬁ [Tllr(gzamlicabls‘:\][\r]]]/f _1 ?[?]};[ ?nl/:])
10008386969! 3 . Professional Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition) PP
Rlick or scal | 7 Asthenia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), COVID-19 VACUINE ASTRAZENECA.(CHADOX1
11447 2021-04- Healthcare |\ ppa 6585 |ypie Inecreased appetite (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 1 21 Professional Years Result in‘]’f o esutls In Death), esults In Death), LYsp (CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
10008386929 i Results in Death) - Not applicable - [n/a - n/a - Intramuscular])
; Non COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . N
11448 BU-EC- 21 Eﬁg;scizrgal Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008386895 applicable - [n/a - 1{DF} - Intramuscular])
L= 1 COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-04- |Healthcare 18-64 L . . . S . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
11449 EU-EC- 51 Professional Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008386653 : applicable - [n/a - 1{DF} - Intramuscular])
Elickorscall | = 1 More COVID-19 MRNA VACCINE MODERNA (CX-
41 |2021-04- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
1450 by pc 21 Professional | O™ FEA 21(1:;585 Mele  |Death (1d- Fatal - Results in Death), Seizure (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008386476 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 o . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
11451 EU-EC- 21 Professional Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008386197 applicable - [n/a - 1{DF} - Intramuscular])
ek or scal : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11452 i 2021-04- Healthcare EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in NCOV-19) - SUSPENSION FOR INJECTION (S-
EU-EC- X 21 Professional Years Death) COVID-19 immunisation - n/a - [n/a - n/a -
10008386028| =] rolessiona Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
453 pupe g 21 Professional |OMEEA  |yors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008385739 ; applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Acute respiratory failure (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOX1
11454 1 2021-04- Healthcare Non EEA 18-64 Female Death), Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 13 (21 Professional Years Death), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008385625 Death), Type 2 diabetes mellitus (n/a - Fatal - Results in Death) - Unknown - [n/a - n/a - Intramuscular])
.4 2021-04- Healthcare 65-85 . . T COMIRNATY [TOZINAMERAN] (S - Immunisation -
11455 EU-EC- =45 Professional EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) na - [n/a - n/a - Intramuscular])
10008385406 I :
or scail ¥ .-.
11456 &7 2021-04- Egz?lthcare Non EEA 65-85 Female Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i (21 . Years Respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008384670
Elick or scal |3 : Non
11457 412021-04- Healthcare Non EEA Not Male Cardiac failure congestive (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 21 . Specified Medically Important Condition) immunisation - Not applicable - [1/a - n/a - n/a])
o p Professional
10008384664
: ] N
: on
2021-04- Not S . . COMIRNATY [TOZINAMERAN] (S- COVID-19
LEC- . - - X - - . Nl .
11458 EU-EC 5 Healthgare EEA Specified Female |Cardiac disorder (n/a - Fatal - Results in Death), Chest discomfort (n/a - Unknown - ) isation - Not applicable - [n/a - n/a - n/a])
10008384659 ; Professional
Bdorsa | B | Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening), Cardiac arrest (n/a - Fatal - Resultsin | ‘aiet YRIA COVID-19 VACCINE (CHADOXI-S
] . . i N . . . - [RECOMBINANT]) SUSPENSION FOR INJECTION
zd (2021-04- |Healthcare 18-64 Death, Life Threatening), Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening), Pulseless electrical
11459 : EEA Male . - . . - . . . |[COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- L (21 Professional Years activity (n/a - Fatal - Results in Death, Life Threatening), Septic shock (n/a - Fatal - Results in Death, Life Threatening), NCOV-19)] (S - COVID-19 immunisation - n/a - [n/a -
10008384468 T Ventricular fibrillation (n/a - Fatal - Results in Death, Life Threatening) Wa - n/al)
’
d (2021-04- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; Sudden - - ) . S .
11460 EU-EC- 21 Professional EEA Years Male death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008384406, :
e [ SPIKEVAX [COVID-19 MRNA VACCINE
g (2021-04- |Healthcare 65-85 Loss of consciousness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - MODE.RN.A (CX_024414.‘)] (8- COVID-19
11461 X : EEA Female . . N immunisation - Not applicable - [n/a - 1{DF} - n/a)),
EU-EC- x (21 Professional Years Results in Death), Seizure (n/a - Fatal - Results in Death) OT AVAILABLE] (S- Transient ischacmi "
10008384403 ' [N \ ] (S- Transient ischaemic attack -
Not applicable - [n/a - n/a - n/a])
W COVID-19 MRNA VACCINE MODERNA (CX-
= |2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
14620 pupe 21 |Professional | NOMEEA yeys  [Male  |Death (n/a-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008384232 applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; 2021-04- | Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11463 : . EEA Male  [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 21 Professional Years wa - [1d- n/a - Intramuscular])
10008384229 4 CoemLEm e
COVID-19 MRNA VACCINE MODERNA (CX-
ki (2021-04- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
! J : - - Results in Death) . L
11464 EUEC. |4 AP Professional Non EEA Vears Male  |Cerebrovascular accident (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008384131 applicable - [n/a - 1{DF} - n/a])
2021-04- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
11465 BU-EC- b1 Professional EEA Vears Female |Myocardial infarction (4d - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008383973
11466] EU-EC E 12021-04- Egz?lthcare EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death), Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
g g ’ . - - i i i - =) j i i i - - i i i - i - - -
10008383869 21 Professional Years Dyspnoea (n/a - Fatal - Results in Death), Fatigue (4d - Recovered/Resolved - ), Injection site pain (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
[elick or scad | ; COVID-19 MRNA VACCINE MODERNA (CX-
¥ (2021-04- |Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
X : - - Results in Death), - - Results in Death) . .
11467 EU-EC- 12 Professional Non EEA Vears Female |Hypotension (12d - Fatal - Results in Death), Respiratory arrest (12d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008383507 ; applicable - [n/a - 1{DF} - Intramuscular])
b COVID-19 MRNA VACCINE MODERNA (CX-
a2 (2021-04-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - ) . D
11468 pupc %21 |Professional |NOMEEA |yeyrs  [Female |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008383044 ; applicable - [n/a - 1{DF} - Unknown])
Elickorscal | 3= COVID-19 VACCINE ASTRAZENECA (CHADOXI
11469 2021-04- | Healthcare Non EEA 65-85 Female Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 21 Professional Years Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008382910 - Not applicable - [n/a - n/a - Intramuscular])
: Non
2112021-04- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . S .
11470 EU-EC- 51 Eea:‘thc_are | EEA Vears Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [nVa - 1{DF} - n/a])
10008382841 rofessiona
= ’ More COVID-19 MRNA VACCINE MODERNA (CX-
11471 41 (2021-04- |Healthcare Non EEA  |than 85 [Male Chills (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Pyrexia (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 21 Professional Vears Unknown - Other Medically Important Condition), Tremor (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008382676 applicable - [n/a - 1{DF} - Intramuscular])
11472 1 (2021-04- Healthcare EEA 18-64 Male Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 21 Professional Years Death, Other Medically Important Condition) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008382613
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Primary
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Number Receipt . . |for Sex
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fors 2021-04- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
11473 . EEA Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 7 21 Professional Years Tntramuscular])
10008381303 2 ; s
- — 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11474 . EEA Female |Ventricular fibrillation (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 21 Professional Years Int ar])
10008381139 7 ntramuscular
Rlick or cal |3 o o : More COMIRNATY [TOZINAMERAN] (S - COVID-19
11475 ] al (2021-04- |Healthcare EEA than 85 |Femal Decreased appetite (0d - Fatal - Results in Death), Diarrhoea (0d - Fatal - Results in Death), Hyperpyrexia (0d - Fatal - : isation - Not applicable - [nva - .3mL -
EU-EC- 21 Professional Yan M€ | Results in Death ), Vomiting (0d - Fatal - Results in Death) Ig]trrmm Saui) D ot appiicable - [n/a -
10008381077 cars amuseuar
Qr _scail
1476 2021-04-|Healtheare |0 18:64 | |Corcbral haemorrhage (2d - Fatal - Results in Death), Cercbral infrction (2d- Fatal - Results in Death), Cercbral o A AT ASTRAZEIECA
EUEC. | 21 Professional Years © |thrombosis (2d - Fatal - Results in Death), Thrombocytopenia (2d - Fatal - Results in Death) ( -19)] (8- immunisation
b " -n/a- [n/a- 1{DF} - Intramuscular])
10008380922
Elick or scal | 5021-04- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11477 . EEA Male  |Asthenia (3d - Fatal - Results in Death), Disorientation (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 21 Professional Years Int Jar])
10008380805 ; nlramuseLar
: Non COVID-19 MRNA VACCINE MODERNA (CX-
41 2021-04- 65-85 . . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
R - , - -), - - . L
11478 EU-EC- 51 Ere;lctekslscizrsa] Non EEA Vears Female |Death (1d- Fatal - Results in Death), Fatigue (n/a - Unknown - ), Vaccination site pain (n/a - Unknown - ) (CX-024414)] (S - COVID-19 immunisation - Not
10008380646 applicable - [n/a - 1{DF} - Intramuscular])
A2 %, 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% . i - - i , i - - i . . .
11479 EU-EC- 51 Professional EEA glan 85 |[Male  |Oxygen saturation decreased (5d - Fatal - Results in Death), Pyrexia (5d - Fatal - Results in Death) immmisation - 1/a - [1va - 3L - Intramuscudar])
2, ears
10008380622
: & 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11480 : . EEA Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 21 Professional Years Intr: ular])
10008378834 amuscuar
A R | 104 Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11481 X : EEA Male  |Cerebral haemorrhage (1d - Fatal - Results in Death), Thrombocytopenia (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- o (21 Professional Years - Not applicable - [nVa - 1 {DF} - n/a])
10008378824 PP
Elickor scall | == Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
11482 2021-04- Healthcare Non EEA Not Female Intracranial aneurysm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results [[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 20 Professional Specified in Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008380539 233 rofessiona Unknown])
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Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Acute
respiratory distress syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Aortic aneurysm (n/a - Unknown - Other Medically Important Condition), Bacterial sepsis (n/a - Unknown - Other Medically
Important Condition), COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in
Death), Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown - ), Drug ineffective
: (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Recovered/Resolved - ), Gastrointestinal infection (n/a
11483 =1 (2021-04- |Healthcare EEA 65-85 Female |- Unknown - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), mﬁﬁgﬁ ggZaINﬁg:ﬁgéﬁ] d(_SI;/S_)VID'w
EU-EC- B 20 Professional Years Inappropriate schedule of product administration (n/a - Unknown - ), Malaise (n/a - Recovered/Resolved - ), Multiple organ Intramuscular - Moreri)xrl) ICSR])
10008380238| dysfunction syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Myalgia (n/a - Unknown - ), Nausea (n/a -
Unknown - ), Off label use (n/a - Unknown - ), Pulmonary oedema (n/a - Unknown - Caused/Prolonged Hospitalisation),
Pyrexia (n/a - Unknown - ), Shock (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition), Vasculitis (n/a - Unknown -
Other Medically Important Condition), Viral sepsis (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a -
Unknown - Caused/Prolonged Hospitalisation)
or scaij i Non COVID-19 MRNA VACCINE MODERNA (CX-
31 12021-04- 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
- - . L
11484 EU-EC- 2 20 l};l:jgslsciirga] Non EEA Vears Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008380088 = applicable - [n/a - 1{DF} - Unknown])
m b More Cardiac valve disease (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition),
11485 3 2021-04- Healthcare Non EEA  |than 85 [Male Fall (n/a - Unknown - ), Haemoptysis (n/a - Unknown - Other Medically Important Condition), Hypertensive heart disease | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- : 20 Professional v, (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results |immunisation - Not applicable - [n/a - n/a - n/a])
10008379992| ; cans in Death)
i More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare than 85 . 024414) [COVID-19 MRNA VACCINE MODERNA
11486 gy e SR 0 Professional |on EEA |21 ° [Male | Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008379989 applicable - [n/a - 1{DF} - Intramuscular])
ek or scall | COVID-19 (1d - Fatal - Results in Death), Cough (1d - Unknown - Other Medically Important Condition), Dyspnoea (1d- |COVID-19 MRNA VACCINE MODERNA (CX-
11487 2021-04- Healthcare Non EEA 18-64 Female Unknown - Other Medically Important Condition), Headache (1d - Unknown - Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Years Myalgia (1d - Unknown - Other Medically Important Condition), Pyrexia (1d - Unknown - Other Medically Important (CX-024414)] (S- COVID-19 immunisation - Not
10008379975 Condition) applicable - [n/a - 1{DF} - Intramuscular])
Rlickcor scad | 2021-04- Non More Aphonia (n/a - Fatal - Results in Death), Arthralgia (n/a - Fatal - Results in Death), Bronchitis (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
11488 : Healthcare EEA than 85 |Female |Death), Decreased appetite (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - |. P .
EU-EC- 20 : . . " immunisation - Not applicable - [n/a - 1{DF} - n/a])
T2 Professional Years Results in Death), Myalgia (n/a - Fatal - Results in Death)
10008379852 :
: COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
1489 b pc 20 Professional | "OM EEA - [yars  [Male  [Death (1d- Fatal - Results in Death), Fatigue (n/a - Unknown -) (CX-024414)] (S - COVID-19 immunisation - Not
10008379792 applicable - [n/a - 1{DF} - Intramuscular])
Eickor scall | = : COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-04- Healthcare 18-64 . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
11490 EU-EC- 20 Professional EEA Years Female [Acute coronary syndrome (4d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008379640 0 - Not applicable - [1d - n/a - n/a])
5021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11491 . EEA Male  |Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 20 Professional Years L
10008379558 Intramuscular - More in ICSR])
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11492 . EEA Male  [Pulmonary embolism (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .5mL -
EU-EC- 20 Professional Years Unknown])
10008379531 o
bt i 2021-04- | Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11493 h . EEA Female |Cardio-respiratory arrest (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- s |20 Professional Years - Drug withdrawn - [1d - .SmL - Intramuscular])
10008379496 L ’
click or scar) | =3 COVID-19 MRNA VACCINE MODERNA (CX-
L Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Hypoxia (1d - Fatal - Results in (
2021-04- | Healthcare 65-85 . = . : - 024414) [COVID-19 MRNA VACCINE MODERNA
11494|  pupC 20 Professional Non EEA Years Female [Death, Other Medically Important Condition), Respiratory arrest (1d - Fatal - Results in Death, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
10008378270 : Important Condition), Respiratory distress (1d - Fatal - Results in Death, Other Medically Important Condition) applicable - [1v/a - 1{DF} - Unknown])
b More Abdominal pain (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal -
11495 13 2021-04- |Healthcare EEA than 85 |Female Results in Death), Pallor (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Somnolence (n/a - Not  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 20 Professional v, Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Urinary incontinence (n/a - Not Recovered/Not Resolved - immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008378185 cars Caused/Prolonged Hospitalisation)
Cardiac disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebrovascular accident (3d - Fatal - Results in MRN, CCINE
b Non More Death, Other Medically Important Condition), Coma (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - COVID-19 A VA MODERNA (CX-
2021-04- T . . 024414) [COVID-19 MRNA VACCINE MODERNA
11496 BU-EC- 20 Healthcare Non EEA  |than 85 |Female |Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - ), Heart rate increased (CX-024414)] (S- n/a - Not applicable - [n/a - 1 {DF} -
; Professional Years (n/a - Unknown - ), Muscular weakness (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombosis (n/a - Unknown - PP
10008377538 : o Intramuscular])
Caused/Prolonged Hospitalisation)
. Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-04- . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - X - - . S
11497 EU-EC- 20 E:jgslsciirgal EEA ?:;ISS Male |Fatigue (n/a - Fatal - Results in Death), Organ failure (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008377428 i - Not applicable - [n/a - 1 {DF} - n/a])
i 2021-04-Non More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
11498 EU-EC- ] 50 Healthcare EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) - n/a- n/al)
10008377381 Professional Years
Elick or scal | 37 More N o
2021-04- |Healthcare Bronchitis (6d - Fatal - Results in Death), Cardiac failure (8d - Fatal - Results in Death), Haematoma (8d - Fatal - COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
11499 . EEA than 85 |Female .
EU-EC- L+ |20 Professional Vears Results in Death) - .3mL - Intramuscular])
10008377361 ]
fcorses A 2021-04- |Healthcare Not SPIKEVAX [COVID-19 A VA
11500 : : EEA .. |Male |Pyrexia (n/a- Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 20 Professional Specified . L licabl L DF
10008376871 immunisation - Not applicable - [n/a - 1{DF} - n/a])
3 % 12021-04- | NOn More COMIRNATY [TOZINAMERAN] (S- COVID-19
11501 : """ |Healthcare ~ [EEA than 85 |Male  |Sudden death (n/a - Fatal - Results in Death) . S h '
EU-EC- 20 . immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008376862 & Professional Years
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Aphasia (n/a - Not Recovered/Not Resolved - Results in Death), Dysphagia (n/a - Not Recovered/Not Resolved - Results
Elickor scall | 5= ’ Non in Death), Fatigue (n/a - Unknown - Results in Death), Gait inability (n/a - Unknown - Results in Death), Hypotension |COVID-19 VACCINE ASTRAZENECA (CHADOX1
11502 : 4 (2021-04- Healthcare EEA Not Male (n/a - Not Recovered/Not Resolved - Results in Death), Hypoxia (16d - Fatal - Results in Death), Illness (n/a - Unknown |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Specified - Results in Death), Pain in extremity (n/a - Unknown - Results in Death), Paralysis (n/a - Not Recovered/Not Resolved - [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008376673 Results in Death), Thrombosis (n/a - Unknown - Results in Death), Tremor (n/a - Not Recovered/Not Resolved - - Not applicable - [n/a - n/a - n/a])
Results in Death)
Elickor scal | 5021-04- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
11503 : EEA Male |Cardiac arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
BUEC g |20 |Professional Years immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008376327 : PP
:
31 2021-04- | Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ - R
11504 BU-EC- 50 Professional EEA Vears Female [Pulmonary embolism (n/a - Fatal - Results in Death) - n/a-n/al)
10008375818
= 1 Non COVID-19 MRNA VACCINE MODERNA (CX-
11505 1 2021-04- Healthcare Non EEA 18-64 Female Chest pain (3d - Unknown - ), Death (1d - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Influenza like illness (3d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 20 Professional Years Unknown - ), Vaccination site pain (4d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008375809 = applicable - [n/a - 1{DF} - Intramuscular])
Rlick or scal ; Brain death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous sinus
i 2021-04- Healthcare 18-64 . TS S . g . COMIRNATY [TOZINAMERAN] (S - Immunisation -
11506, . EEA Male  [thrombosis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Epilepsy (n/a - Unknown - Life
EU-EC- 5 |20 Professional Years Threatening, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10008375572 S P
Elickcor scal | i hor Accidental overdose (1d - Fatal - Results in Death), Chills (3d - Not Recovered/Not Resolved - ), Dyspnoea (3d - Not COVID-19 MRNA VACCINE MODERNA (CX-
11507 gd [2021-04- | Healthcare Non EEA 18-64 Female |Recovered/Not Resolved - ), Malaise (3d - Not Recovered/Not Resolved - ), Myalgia (3d - Not Recovered/Not Resolved - ), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 23 |20 Professional Years Pyrexia (3d - Not Recovered/Not Resolved - ) (CX-'024414)] (S- COVID-19 immunisation - Not
10008374611 : applicable - [n/a - 1{DF} - Intramuscular])
COMIRNATY [TOZINAMERAN] (S- COVID-19
[Elick or scall | it More immunisation - Not applicable - [1d - 1{DF} -
il | 2021-04- |Healthcare . . Intramuscular]), PRADAXA [DABIGATRAN
HS8) - by g 20 |Professional [FEA[(han 85 fFemale fHaemomhagic stroke (a - Fatal - Results In Death) ETEXILATE, DABIGATRAN ETEXILATE
10008374523 ;] MESILATE] (S - Pulmonary embolism - Not
applicable - [n/a - 2{DF} - Oral])
Elickor scal | i 5021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11509 . EEA than 85 |Female |Vaccination failure (13d - Fatal - Results in Death) immunisation - Not applicable - [25d - 1 {DF} -
EU-EC- 20 Professional v, Int ul
10008374508 ' cars ntramuscular])
Blickcorscal | 5 08 |00 1.04. | Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11510 : . EEA Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EG |4 20 Professional Years Intramuscular])
10008374477
) COVID-19 VACCINE ASTRAZENECA (CHADOX]
. (2021-04- |Healthcare 18-64 o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -), - - . S
11511 EU-EC- : 50 Professional EEA Vears Male  |Influenza like illness (n/a - Unknown - ), Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008374462 ] -n/a-[1d- 1{DF} - Intramuscular])
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WL 2021-04- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
11512 BU-EC- : 50 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) }mtmmlsat:ﬁ)n - Drug withdrawn - [n/a - 1{DF} -
10008374451 ¢ ntramuscular])
ks il 2021-04-|Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
11513 h : EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 20 Professional Years Intramuscular])
10008374446
Rlick or scad | 2 i 5021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11514 . EEA than 85 |Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 20 Professional v, Inir Jlar])
10008374381 cars amuseuar
or scaij 3 More SPIKEVAX [COVID-19 MRNA VACCINE
3% [2021-04- |Healthcare . . . MODERNA (CX-024414)] (S- COVID-19
) : - - . o :
11515 EU-EC- T 20 Professional EEA %?:;SSS Female [Acute respiratory failure (2d - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
10008374341 Intramuscular])
Elick or scall | = : COVID-19 VACCINE ASTRAZENECA (CHADOX1
il |2021-04- |Healthcare 65-85 L - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
11516 EU-EC- 20 Professional Non EEA Vears Female |Adverse event following immunisation (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008374076 n/a - Intramuscular])
: More Blood potassium increased (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal -
11517 31 (2021-04-|Healthcare Non EEA  |than 85 Male Results in Death), Dysphagia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Influenza like illness |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 20 Professional Vear (n/a - Not Recovered/Not Resolved - ), Oropharyngeal pain (n/a - Unknown - ), Pyrexia (n/a - Not Recovered/Not Resolved - |immunisation - Not applicable - [1d - n/a - n/a])
10008374055 cars Caused/Prolonged Hospitalisation)
ik or scad | = s More COVID-19 MRNA VACCINE MODERNA (CX-
11518 132 2021-04- | Healthcare Non EEA  |than 85 |Female Cerebral haemorrhage (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Generalised tonic-clonic seizure (1d|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i (20 Professional Vears - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10008374012 Unknown - [n/a - 1{DF} - Intramuscular])
: i Non More COVID-19 MRNA VACCINE MODERNA (CX-
11519 1 (2021-04- Healthcare Non EEA  |than 85 |Female Asthenia (n/a - Unknown - ), Communication disorder (n/a - Unknown - ), Crying (n/a - Unknown - ), Decreased appetite (n/a (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 20 Professional Vears - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008373632 applicable - [n/a - 1{DF} - Intramuscular])
e 2021-04- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
11520 : EEA than 85 |Female |Decreased appetite (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 20 Professional Vear immunisation - Not applicable - [n/a - SmL - n/al)
10008373534 cars unisation - ot applicable - [n/a - .omL -
Blicicor scal | o4 COVID-19 VACCINE ASTRAZENECA (CHADOX1
F 2021-04- Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) ;
12 gy 20 |Profesional |EA |yeas |MAle |Hacmorrhagicstroke (0d- Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008373335 - .5mL - Intramuscular])
Non More
11522 2021-04- Healthcare EEA than 85 Female |COVID-19 pneumonia (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- G 20 . n/a- [n/a-n/a-n/a])
10008373302/ 53 . Professional Years
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11523 ; 21 (2021-04- Healthcare EEA 65-85 Female Intestinal ischaemia (n/a - Fatal - Results in Death), Renal infarct (n/a - Fatal - Results in Death), Spleen disorder (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 20 Professional Years Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008372893
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudden - - :
1524 py e 20 Professional | "OM EEA  [yars  [Fomale death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
10008372570 - n/a - Intramuscular])
s lick or scal 2021-04- | Healthcare EEA 6585 |Ferml VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
525 AT e ! - ‘emale _ _ : A - - - - -
EU-EC- AR Professional Years Death (n/a - Fatal - Results in Death i(ftHAD())l(ﬂl I}I)COV 19)] (S-n/a-n/a- [n/a-n/a
10008372547 niramuseuar
B 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- : i . . - N
11526 EU-EC- 50 Professional EEA gl{lan 85 |Female |Cerebral haemorrhage (3d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008371995| ZHE cars
Bk or scal | S COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04-|Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
11527 EU-EC- 20 Professional EEA Years Male  |Acute myocardial infarction (n/a - Fatal - Results in Death), Malaise (2d - Recovered/Resolved - ) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008371741/ =g - Not applicable - [n/a - 1{DF} - n/a])
Elick or scal | 5021-04- | Healthcare Not SPIKEVAX [COVID-19 MRNA VACCINE
11528 . EEA .. (Female [Plasma cell myeloma (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-PC 20 [Professional Specified immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008371552 ; PP
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
11529 1 (2021-04-|Healthcare Non EEA 18-64 Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008370646 - Not applicable - [n/a - n/a - Intramuscular])
KlickCor scal | Non . o
2021-04- 18-64 Creutzfeldt-Jakob disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - COMIRNATY [TOZINAMERAN] (S - COVID-19
11530 Healthcare EEA Female R ) v .
EU-EC- i 20 . Years Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
& Professional
10008370327
Non COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death), Organ failure (n/a - Fatal -
11531 2021-04- Healthcare Non EEA Not .~ |Male |Results in Death, Other Medically Important Condition), Thrombosis (n/a - Fatal - Results in Death, Other Medically TOZINAMERAN [TOZWAMERAM (S- COVID-19
EU-EC- 20 . Specified ™) immunisation - Not applicable - [n/a - n/a - n/a])
.} Professional Important Condition)
10008370321
Cardiac failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
More Important Condition), Cough (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Disease
11532 2021-04- Healthcare EEA than 85 |Female progression (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 20 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Life |immunisation - Not applicable - [1d - n/a - n/a])
10008369959 Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Fatal - Results in
Death, Life Threatening)
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; 0E 02104 Healtheare 1864 SPIKEVAX [COVID-19 MRNA VACCINE
11533 . . EEA Male  [Myocardial infarction (2d - Fatal - Results in Death), Resuscitation (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC 20 Professional Years immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008369876
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-04- Healthcare 65-85 .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
11534 EU-EC- 50 Professional Non EEA Vears Male  |Tenosynovitis stenosans (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008369846 n/a - Intramuscular])
Elickor scad | 2% T 5021-04-|Healthcare 65.85 Circulatory collapse (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - Fatal COMIRNATY [TOZINAMERAN] (S- Immunisation -
11535 . EEA Male |- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in
EU-EC- 20 Professional Years Death. Life Threatening. Caused/Prolonged Hospitalisati n/a - [n/a - n/a - n/aJ)
10008369726 : eath, Life Threatening, Caused/Prolonged Hospitalisation)
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
11536 i 2021-04- | Healthcare EFA Not Male Death (n/a - Fatal - Results in Death, Life Threatening), Heparin-induced thrombocytopenia (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Specified Death, Life Threatening) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008369712, - n/a - n/aJ)
Elick or scall | = : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11537 x (2021-04- Healthcare EEA 65-85  [Not Paranasal sinus inflammation (n/a - Fatal - Results in Death), Systemic inflammatory response syndrome (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L3 |20 Professional Years  |Specified Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008369705 : olessiona - n/a-n/a])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
11538 4 (2021-04- Healthcare EEA 18-64 Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008369704 ; - n/a - n/aJ)
: 0 |2021-04- Nom 65-85  [Not COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- _ . i i . - i
11539 EU-EC- 20 E:ﬁ;};sciir:a] EEA Years  |Specified Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008369703 :
A COVID-19 VACCINE ASTRAZENECA (CHADOX1
X:H) |2021-04- Healthcare 65-85 . . . S e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - o R - - , - - . . .
11540 0 (%%3]56(9?663 50 Professional Non EEA Vears Male  [Dysphagia (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Unknown - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [n/a - 1 {DF} - Intramuscular])
Non Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiopulmonary failure (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOX1
11541 2021-04- Healthcare EEA 18-64 Male Death), Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 20 Professional Years Death, Caused/Prolonged Hospitalisation), Pulmonary infarction (n/a - Fatal - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008368982 TR Hospitalisation) -n/a- [n/a- 1{DF} - Intramuscular])
Elickor scall | % : COVID-19 MRNA VACCINE MODERNA (CX-
L 2021-04- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; Sudden - - X - - . L
11542 EU-EC- 50 Professional Non EEA Vears Male cardiac death (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008368932 applicable - [n/a - 1{DF} - Intramuscular])
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-
2021-04-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
" - R )
11543 EU-EC- 20 Professional EEA Years Male  Death (n/a - Fatal - Results in Death n/a - [n/a - n/a - Intramuscular])
10008368903 :
click or scarl
Non . . L . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
-04- - R , R - , - R
11544 2021-04 Healthcare EEA Not - IMale COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Epistaxis (n/a - Fatal - Results in (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- 220 Professional Specified Death) n/a - Intramuscular])
10008367969 T
Klickor scal b 2021-04-Bealtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11545 : EEA Female |Sudden death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 20 Professional Years Int Jlar])
10008367191 ntramuscular]
— 2 00104 Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
11546 : EEA than 85 |Female |Cerebrovascular accident (10d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- ; x (20 Professional v . sati Wa - [n/a-.5mL - Int dar])
10008367140 ears immunisation - n/a - [n/a - . - Intramuscular
b ¥, 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
11547 ; el : EEA than 85 |Female |Sudden death (0d - Fatal - Results in Death) TenTes
EU-EC- L4 |20 Professional v, -n/a-n/a])
10008366867 ; cans
; ;
21 (2021-04- [Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
' - -
11548 BU-EC- 20 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) na - [/a- 3mL - n/a])
10008366852 :
i 8 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
N . i -] I - - i . . .
11549 EU-EC- 50 Professional EEA gljar;SS Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immmisation - 1/a - [V - .5mL - Intramuscudar])
10008366840
KliciCor scal 5
2021-04- |Healthcare 65-85
A . . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
11550, EU-EC- 20 Professional |EEA Years |Male  [Respiratory failure (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - /a - n/a])
10008366644
Non More ME
11551 g |2021-04- Healthcare EEA than 85 Not .. _|COVID-19 (n/a - Fatal - Results in Death) COMIRNATY (TOZIN . RAN] (8- COVID-19
EU-EC- | 8 20 Professional Vears Specified immunisation - Not applicable - [1d - n/a - n/a])
10008366607 &3 :
Elick or scad |
2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl .
11552 EU-EC- 0 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ) immunisation - Not applicable - [1d - /a - n/a])
10008365964/ = ]
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008366840&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; 2021-04- |Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
11553 EU-EC- . 20 Professional EEA than 85 [Female |Acute coronary syndrome (10d - Fatal - Results in Death), Cerebrovascular accident (10d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
tag ; Years immunisation - n/a - [n/a - .5mL - Intramuscular])
10008364678 ;
T
A 2021-04- Healthcare Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . - -), - - ) s .
1554 ooee 50 Professional EEA Specified Female |COVID-19 (n/a - Unknown - ), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008364613
Eickor scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
11555 BU-EC- 19 Professional Non EEA Years Male  |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008366330 applicable - [n/a - 1{DF} - Intramuscular])
Qr scaij '-
21 (2021-04- Healthcare 18-64 . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - 3 - - . i .
11556 EU-EC- 19 Professional Non EEA Vears Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008366224 ]
Elickor scal | 5021-04- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11557 . EEA Female |Asthenia (22d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 19 Professional Years Int ul
10008366141 ntramuscular])
o B Non COVID-19 VACCINE ASTRAZENECA (CHADOX]
: e (2021-04- Not S . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11558 BU-EC- 19 l})Ire(?gSlscizrgal EEA Specified Female |Coronavirus infection (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008366037 n/a - Intramuscular])
Elickor scall | %= COVID-19 MRNA VACCINE MODERNA (CX-
11559 2021-04- | Healthcare Non EEA 65-85 Male Abnormal behaviour (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Fall (n/a- {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 19 Professional Years Unknown - Caused/Prolonged Hospitalisation), Hepatic encephalopathy (n/a - Unknown - Caused/Prolonged Hospitalisation) |(CX-024414)] (S- COVID-19 immunisation - Not
10008365951 applicable - [n/a - 1{DF} - Intramuscular])
5021-04- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
11560 : . EEA Male  |Cerebral venous thrombosis (1d - Fatal - Results in Death) immunisation - Dose not changed - [n/a - n/a -
EU-EC- : 19 Professional Years Intr: ular])
10008365884| = amuscuiar
More COMIRNATY [TOZINAMERAN] (S - COVID-19
2021-04- | Healthcare EEA than 85 |Female . . . o . s .
11561 EU-EC- 119 Professional Ischaemic stroke (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d- 1{DF} - n/a -
Years More in ICSR])
10008365560
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d- n/a -
2021-04- | Healthcare 65-85 . . . . Intramuscular]), LUCENTIS 10 MGML SOLUTION
11562 EUEC |2 19 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) FOR INJECTION IN PRE-FILLED SYRINGE
10008365532 [RANIBIZUMAB] (S - Macular degeneration - Not
applicable - [37d - n/a - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
. . . . |VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
-04- - - - X - - X - - . S
11563 2021-04 Healthqa.re EEA 18-64 Male Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
EU-EC- 19 Professional Years Death) ) withdrawn - [1d- 1 {DF} - Intramuscular])
10008365506 S
- — 2021-04- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
11564 EU-EC- 19 Professional EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) ?Tfnmlsa?ﬁ)n]-) Not applicable - [n/a - 1{DF} -
10008365135 niramuseuar
Elidcorscal . More COVID-19 MRNA VACCINE MODERNA (CX-
F 2021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
1565 pupe | 19 Professional | o" EEA 2}(1;}585 Fermale | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008364612 applicable - [n/a - 1{DF} - Intramuscular])
or scaj i COVID-19 MRNA VACCINE MODERNA (CX-
11566 21 |2021-04-|Healthcare Non EEA 65-85 Female Death (61h - Fatal - Results in Death), Dysphagia (3d - Unknown - Life Threatening, Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 19 Professional Years Condition), Feeding disorder (3d - Unknown - Life Threatening, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008364611 : applicable - [n/a - 1{DF} - Intramuscular])
ik or scal | 25 : More COVID-19 MRNA VACCINE MODERNA (CX-
i i |2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
U567 pupe | 2 19 Professional | o" EEA 3‘:;55 Male | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008364568 ] applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
il 1 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
11568 pupc 19 [Professional | FEA |than 83 Female Death (1~ Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008364478 applicable - [n/a - 1{DF} - Intramuscular])
4 2021-04- |Healthcare 65-85 . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - . o .
11569 EU-EC- 19 Professional Non EEA Vears Male  [Myocardial ischaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008364333
i COVID-19 MRNA VACCINE MODERNA (CX-
51 2021-04- | Healthcare 18-64 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - - X - - . L
11570 EUEC | 19 Professional Non EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death), Thrombosis (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008363896 applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
11571 EU-ECG- 19 Professional [Non EEA |Years [Male |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008363895 applicable - [n/a - 1{DF} - Intramuscular])
11572 a1 | 2021-04- | Healthcare Non EEA 65-85 Female Cyanosis (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008363876
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Death (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - Other Medically Important Condition), Nausea (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 n > . C ; 024414) [COVID-19 MRNA VACCINE MODERNA
11573 : Non EEA Male  [Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important . L
EU-EC- 19 Professional Years Condition), Vomiting (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008363737 J & ¥ imp applicable - [n/a - 1{DF} - Intramuscular])
click or scarl More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare - . o . ) 024414) [COVID-19 MRNA VACCINE MODERNA
11574 EU-EC- 19 Professional Non EEA ?:;ISS Male  [Pneumonia (15d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory disorder (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008363534 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscall | = 1 COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
1575 EU-EC- / 19 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008363466 i applicable - [n/a - 1{DF} - Intramuscular])
Chills (n/a - Not Recovered/Not Resolved - ), Condition aggravated (9d - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation), Dyspnoea (9d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Fatigue
(n/a - Not Recovered/Not Resolved - ), Hypoxia (9d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
g Hospitalisation, Other Medically Important Condition), Loss of consciousness (n/a - Not Recovered/Not Resolved - Life
m P Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Neurological decompensation (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 e . 024414) [COVID-19 MRNA VACCINE MODERNA
11576 . Non EEA Female |Unknown - Caused/Prolonged Hospitalisation), Pain (n/a - Not Recovered/Not Resolved - ), Pulmonary oedema (n/a - Not . i
EU-EC- 19 Professional Years Re ed/Not Resolved - Life Thr . dProl Hospitalisati her Medically T diti (CX-024414)] (S- COVID-19 immunisation - Not
10008363457 covered/Not Resolved - Life Threatening, Cause Pro ongeq ospitalisation, Other Medically Important Condition), applicable - [1va - 1{DF} - Intramuscular])
Pyrexia (n/a - Not Recovered/Not Resolved - ), Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Stroke in evolution (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Subarachnoid haemorrhage (6d - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
. More COVID-19 MRNA VACCINE MODERNA (CX-
11577 i (2021-04- (Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 19 Professional Vears in Death), Herpes zoster (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008363420 % applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | % : COVID-19 MRNA VACCINE MODERNA (CX-
31 2021-04- | Healthcare 65-85 - . . T 024414) [COVID-19 MRNA VACCINE MODERNA
11578 EU-EC- 19 Professional Non EEA Vears Male  |Transient ischaemic attack (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10008363038 Unknown - [n/a - 1{DF} - Unknown])
Abdominal distension (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal - MRN, CCINE
Rlickor scal |2 : Results in Death), Hypopnoea (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Nausea (n/a - COVID-19 A VA MODERNA (CX-
; 1 2021-04- | Healthcare 18-64 . e . A 024414) [COVID-19 MRNA VACCINE MODERNA
11579 . Non EEA Female [Not Recovered/Not Resolved - Other Medically Important Condition), Unresponsive to stimuli (n/a - Not Recovered/Not . e
EU-EC- 19 Professional Years : " P, - (CX-024414)] (S- COVID-19 immunisation - Not
Resolved - Other Medically Important Condition), Vomiting (n/a - Not Recovered/Not Resolved - Other Medically Important .
10008362815 Condition) applicable - [n/a - 1{DF} - Intramuscular])
¢ 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11580 : : EEA than 85 (Male  |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- | & 19 Professional v Int dar])
10008362803 ; cars niramuseuar
i 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11581 . EEA than 85 Female |Death (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 19 Professional
10008362794 Years Intramuscular])

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008363737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008363534&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008363466&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008363457&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008363420&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008363038&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008362815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008362803&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008362794&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11582 . EEA Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [21d - 2{DF} -
EU-EC- 19 Professional Years Int Jlar])
10008362309 nramsear
lick or scal 2021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11583 . EEA than 85 [Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 19 Professional v Int dar])
10008361710| & ears ntramuscular
Rlickorscal 2021-04- | Healthcare More 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11584 . EEA than 85 |[Male  |Respiratory distress (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 19 Professional v, wa- [1d- 1 {DF} - Intramuscul
10008361708 cars -/a- [1d- 1{DF} - Intramuscuar])
BRILIQUE [TICAGRELOR] (S - Thrombosis
prophylaxis - Drug withdrawn - [n/a - 90mg - Oral]),
w [ COMIRNATY [TOZINAMERAN] (S - COVID-19
fz : 2021-04- | Healthcare 65-85 immunisation - Not applicable - [1d - 1{DF} -
11585 EU-EC- . 19 Professional EEA Vears Female |Cardiac tamponade (n/a - Fatal - Results in Death), Pericardial haemorrhage (n/a - Fatal - Results in Death) Intramuscular]), [ACETYLSALICYLIC ACID, D,L-
10008361629/ & LYSINE ACETYLSALICYLATE] (S - Thrombosis
prophylaxis - Drug withdrawn - [n/a - 75mg - Oral]),
[WARFARIN SODIUM] (S - Atrial fibrillation - Drug
withdrawn - [n/a - 2mg - Oral])
Elickor scall | 3= COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare 18-64 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - N - - . o
11586 EU-EC- 19 Professional EEA Vears Male |(Basilar artery thrombosis (n/a - Fatal - Results in Death), Ischaemic stroke (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008361585 - Not applicable - [1d - 1 {DF} - Intramuscular])
More
2021-04-|Healthcare . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - - ) P
11587 BU-EC- 19 Professional EEA gl(lan 85 |Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - n/a - [1d- 1 {DF} - Intramuscular])
10008361574 cans
2021-04- |Healthcare Lo . . o COMIRNATY [TOZINAMERAN] (S - COVID-19
11588 EU-EC- 19 Professional EEA glan 85 |[Male  |Vaccination failure (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [22d - 2 {DF} - Intramuscular])
ears
10008361559
Elickor scall | = COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-04- | Healthcare 65-85 . immunisation - Drug withdrawn - [1d - 30ug -
: - - ) . I
11589 EU-EC- 19 Professional EEA Years Female |Cerebral haematoma (1d - Fatal - Results in Death Intramuscular]), [FLUINDIONE] (S - Atrial fibrillation
10008361554 - Drug withdrawn - [n/a - n/a - Oral])
2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11590 . EEA than 85 |Female |Drugineffective (3d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 19 Professional 9
10008361521 y Years Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# g} L(l))cal ICSR Form l(z;ate?’vs:y Source gountry Age Is’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
wmber ecelp Qualification or Group ex Route])
Date Regulatory
Purposes
Elick or scal 2 More SPIKEVAX [COVID-19 MRNA VACCINE
| 2021-04- | Healthcare . . MODERNA (CX-024414)] (S- COVID-19
; - - . o :
s pypc 19 Professional EEA glea;lrsiﬁ Male  |Depressed level of consciousness (1d - Fatal - Results in Death) immunisation - Not applicable - [1d- 1 {DF} -
10008361519 Intramuscular])
11592 2021-04- Healthcare EEA 65-85 Male COVID-19 pneumonia (16d - Fatal - Results in Death), Vaccination failure (17d - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- i 5 (19 Professional Years Caused/Prolonged Hospitalisation) immunisation - n/a - [1d - 1 {DF} - Intramuscular])
10008361504|
Elickcor scad | 7 " 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11593 EU-EC. o, 19 Professional EEA than 85 [Male  |Pulmonary embolism (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
e ry rofessiona Years Intramuscular])
10008361469
Elick or scal | 5021-04- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11594 EU-EC- 19 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008361453| =2 Intramuscular])
: 5021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11595 EU-EC- : 19 Professional EEA than 85 [Male |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [21d - .6mL -
10008361408 Years Intramuscular])
Elickor scal b 2021-04-| Healthcare 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11596 EU-EC- 19 Professional EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008361393 -n/a-[1d- 1{DF} - Intramuscular])
Dizziness (1d - Fatal - Results in Death), Loss of consciousness (1d - Fatal - Results in Death), Resuscitation (1d - Fatal - COVID-19 /A VACCINE MODE (CX-
2021-04- | Healthcare 18-64 . - - . - Do 024414) [COVID-19 MRNA VACCINE MODERNA
11597 : Non EEA Male  |Results in Death), Seizure like phenomena (1d - Fatal - Results in Death), Unresponsive to stimuli (1d - Fatal - Results . L
EU-EC- 19 Professional Years in Death (CX-024414)] (S- COVID-19 immunisation -
10008361195| ¥k in Death) Unknown - [n/a - n/a - Intramuscular])
Elickcor scal | 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11598 EU-EC- : 19 Professional EEA Vears Male  [Megacolon (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
10008361069 3 : Intramuscular])
Rlick or scal | : 5021-04- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
11599 EU-EC- M 19 Professional EEA than 85 |Female |Pyrexia (n/a- Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a-[n/a-n/a-
10008361023 Y Years Intramuscular])
Activated partial thromboplastin time prolonged (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
5021-04- | Healthcare 18-64 Cardiac ancst_ (n/a - Not I_Recovered/Not Resolved‘— L{fe Threatemng, cher {\/IedwallyAImponantA Co_ndltlon), Qrcglatory | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11600 EU-EC- 19 Professional Non EEA Vears Male |collapse (n/a - Unknown - Caused/Prolonged Hospitalisation), Epistaxis (n/a - Recovering/Resolving - ), Hypertension (n/a immunisation - Not applicable - [1d - n/a - n/a])
10008360989 Recovering/Resolving - ), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism PP
(n/a - Fatal - Results in Death)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008361069&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008361023&_xpt=1&_xf=pdf
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
e
11601 3 2021-04- |Healthcare Non EEA 65-85 Female Cardio-respiratory arrest (n/a - Fatal - Results in Death), Pulse abnormal (n/a - Fatal - Results in Death), Sudden death | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 19 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008360947
: COVID-19 MRNA VACCINE MODERNA (CX-
21 12021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
11602 EU-EC- 19 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008360687 applicable - [n/a - 1{DF} - Intramuscular])
gk or scall | =3 More COVID-19 MRNA VACCINE MODERNA (CX-
; 1 (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . A
1603 pupc 19 [Professional | "O" FEA |than 85 [Male - |Dxath (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008360686 applicable - [n/a - 1{DF} - Intramuscular])
i More Cheyne-Stokes respiration (n/a - Unknown - Other Medically Important Condition), Cough (n/a - Unknown - ), Death (1d-  |COVID-19 MRNA VACCINE MODERNA (CX-
11604 ] (2021-04- |Healthcare Non EEA  |than 85 [Male Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Pulmonary congestion (n/a - Unknown - Other Medically 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- B 19 Professional Years Important Condition), Ventricular fibrillation (n/a - Unknown - Other Medically Important Condition), Ventricular (CX-024414)] (S- COVID-19 immunisation - Not
10008360621 |3 7 tachycardia (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - ) applicable - [n/a - 1{DF} - Intramuscular])
: 8 12021-04-[Non 18-64 COMIRNATY [TOZINAMERAN] (S - COVID-19
11605 EU-EC- 19 Health({are EEA Vears Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/al)
Professional
10008360402;
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
m bk Circulatory collapse (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
11606 2021-04- Healthcare EEA 65-85 Male Important Condition), Fall (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Femoral ~|COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 19 Professional Years neck fracture (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [1d - n/a - n/a])
10008360397 Important Condition), General physical health deterioration (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
i 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
[ . iti - - i . . . .
11607 EU-EC- 19 Professional Non EEA §I{1an 85 |Female |Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008360396 cars
2021-04-|Healthcare 65-85 . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - , - - . S .
11608 BU-EC- 19 Professional Non EEA Vears Male  |Concomitant disease aggravated (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
10008360394
KlickCor scal |3 Non
11609 2021-04- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 19 . Years Medically Important Condition), Suspected COVID-19 (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008360301
Abdominal distension (n/a - Unknown - ), Cardiomegaly (n/a - Unknown - ), Condition aggravated (n/a - Unknown - ),
11610 2021-04- Healthcare Non EEA 65-85 Male Contusion (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Fatigue (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EG- | & 19 Professional Years Unknown - ), Ocular hyperaemia (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Productive cough (n/a - Unknown |immunisation - Not applicable - [1d - n/a - n/a])
10008360300 -), Sepsis (n/a - Unknown - Other Medically Important Condition)
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: : More COVID-19 MRNA VACCINE MODERNA (CX-
11611 2l (2021-04- Healthcare Non EEA  |than 85 |Female Cerebrovascular accident (1d - Fatal - Results in Death), Hypopnoea (2d - Unknown - Other Medically Important 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- s 19 Professional Vears Condition), Unresponsive to stimuli (2d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008360058 &3 applicable - [n/a - 1 {DF} - Intramuscular])
3 Non More
11612 2021-04 | ealthcare  |EEA than 85 |Male  |Gastric haemorrhage (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 5 19 : immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10008360047
or scaij Loy
h SPIKEVAX [COVID-19 MRNA VACCINE
11613 2021-04-lHealtheare 1y NOU Ipenale (Pyrexia (1va - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EUEC 19 [Professional Specified immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008359200
Rlick or cal |22 5021-04- Non 18-64 Cardiac failure (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in ?C)O\QIIDI;? QQ%EEJ‘JAANN%%()%\%%] (s-
11614 Healthcare Non EEA Female |Death, Other Medically Important Condition), Pain (n/a - Unknown - Results in Death, Other Medically Important s . ; )
EU-EC- F 19 Professional Years Condition) Immunisation - Not applicable - [n/a - n/a -
10008358558 3 rolessiona ndtion Unknown])
Elickcor scad | 3 b | 5021-04- Non 65-85 Influenza like illness (8d - Not Recovered/Not Resolved - Other Medically Important Condition), Pneumonia (8d - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
11615 Healthcare EEA Female [Results in Death, Caused/Prolonged Hospitalisation), Renal failure (8d - Fatal - Results in Death, Caused/Prolonged . P .
EU-EC- 19 . Years PRTI immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Hospitalisation)
10008358533
Eetick or scall | : SPIKEVAX [COVID-19 MRNA VACCINE
11616 i (2021-04-|Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (5d - Not Recovered/Not Resolved - Other Medically Important MODERNA (CX-024414)] (S- COVID-19
EU-EC- 19 Professional Years Condition), Nausea (5d - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - 1{DF} -
10008358485 Intramuscular])
Non More COMIRNATY COVID-19 MRNA VACCINE
2021-04- . . o (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
11617 EU-EC- 19 Ereallcthciar;a] EEA gl(la; 85 |Female |(Brain stem stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) COVID-19 immunisation - n/a - [n/a - n/a -
10008358398 OressIo cars Intramuscular])
Elickor scal | ,‘f’ Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
, 2021-04- 18-64 . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - o
1618 pypc 1o |Pleathaare EEA -y [MaleDeath (nfa- Fatal - Results In Death) (CHADOXI NCOV-19)] (S- Immunisation - /a - [n/a
10008358308 - n/a - n/a)
;-
24 2021-04- Healthcare 65-85 Suddk . : . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
1619 gy pe : 19 Professional | M EEA \yrs  [Male death (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - n/a - n/a])
10008357693 ;
Elick or sca b A 2021-04- | Healthcare More Dyspnoea (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Malaise COMIRNATY [TOZINAMERAN] (S- COVID-19
11620 ; . Non EEA  [than 85 |Female |(n/a- Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pulmonary congestion (n/a - |. P .
EU-EC- 19 Professional N immunisation - Not applicable - [n/a - n/a - n/a])
10008357692 Years Fatal - Results in Death)
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
4 2021-04- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
11621 EU-EC- 19 Professional Non EEA Vears Male  [Depressed level of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
10008357691
KlickCor scal LS More
11622 %5 |2021-04- Healthcare Non EEA than 85 Female Areflexia (n/a - Fatal - Results in Death), Drooling (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-ECG 19 Professional Years Death), Lethargy (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008357689
2
h (2021-04- |Healthcare Not . ) . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11623 oee 19 Professional Non EEA Specified Male  |Autoimmune disorder (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008357685
24 (2021-04- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
11624 BU-EC- : 19 Professional Non EEA Vears Male  |Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - n/a - n/a])
10008357683 | &
lick or scail T More
11625 g [2021-04- Healtheare |00 ppa |ihan 85 [Female Depressed level of consciousness (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional v immunisation - Not applicable - [1d - n/a - n/a])
10008357676 cars
i : 2021-04 Non 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11626 ¥ | Healthcare Non EEA - Male  |Cardiac arrest (n/a - Fatal - Results in Death) . ol . )
EU-EC- i+ |19 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008357661 ¢ rotessiona
Mo || |
1627 4 2021-04- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- B (19 Professional Years Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008357643
’
Lers 3 2021-04-| Healtheare | 6585 |, |Anaphylactic reaction (n/a - Fatal - Results in Death), Dyspnoea (0d - Fatal - Results in Death, Life Threatening), Loss mgﬁg: [g(gzam'h‘lcvamblz’_\ﬁ] d(_s ‘Sr?i‘f”}w
EU-EC- 19 Professional Years of consciousness (0d - Fatal - Results in Death, Life Threatening) PP ’
Intramuscular])
10008355890
2021-04- |Healthcare Not Not ; . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . . - - ) . L .
11629 EU-EC- L |19 Professional Non EEA Specified Specified Diarrhoca {n/a - Tatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008355826 ]
Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Inappropriate schedule
11630 g [2021-04- Healtheare | gy 16585y pie |of product administration (0d - Recovered/Resolved - ), Of label se (0d - Recovered/Resolved - ), Subarachnoid hacmorrhage || CLNAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 19 Professional Years R PR immunisation - Not applicable - [1d - n/a - n/a])
10008355603 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
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Date Regulatory
Purposes
2021-04-|Healthcare Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Fatigue (n/a - Not RecoveredNot  |COMIRNATY [TOZINAMERAN] (S- COVID-19
11631 . EEA than 85 |Female . D
EU-EC- 19 Professional Vears Resolved - ) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008355506
Lk or sea Non COMIRNATY [TOZINAMERAN] (S - COVID-19
s (2021-04- 65-85 o -
11632 EU-EC- EE 19 E:(?i'g;sciirgal EEA Years Male Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008354943
Acute disseminated encephalomyelitis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Elick or scall | . Condition), Aphasia (n/a - Unknown - ), Confusional state (n/a - Unknown - ), Disorientation (n/a - Unknown - ),
11633 ad (2021-04- |Healthcare Non EEA 18-64 Female Encephalitis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EG | |19 Professional Years Unknown - ), Hemiplegia (n/a - Unknown - Other Medically Important Condition), Illness (n/a - Unknown - Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10008354821 i Hospitalisation), Seizure (n/a - Unknown - Other Medically Important Condition), Tumefactive multiple sclerosis (n/a - Fatal
- Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Klick or scal | et s More
2021-04- |Healthcare . COMIRNATY [TOZINAMERAN] (S - COVID-19
A - - ) . S .
11634 EU-EC- 18 Professional EEA %1{1:;:5 Male |Cerchral haemorrhage (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008354325/ &
L COVID-19 VACCINE JANSSEN (AD26.COV2.5)
o [2021-04- | Healthcare 65-85 o . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
; - - X - - o .
11635 EU-EC- 18 Professional Non EEA Vears Female |Myocardial infarction (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) Tmmunisation - Not applicable - [n/a - n/a -
10008354062 i Unknown])
Eickor scall | &= : COVID-19 VACCINE JANSSEN (AD26.COV2.S)
Al 2021-04- | Healthcare 18-64  |Not . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
: . - - ) o .
11636 EU-EC- 18 Professional Non EEA Years  |Specified Death (n/a - Fatal - Results in Death Immunisation - Not applicable - [n/a - n/a -
10008354029 i Unknown])
COVID-19 VACCINE JANSSEN (AD26.COV2.9)
11637 2021-04- | Healthcare Non EEA 18-64 Male Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Thrombocytopenia (n/a - Not {[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- | & 18 Professional Years Recovered/Not Resolved - Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10008353933 Unknown])
B 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11638 EU-EC- 18 Professional EEA gl(lan 85 |Male death (0d - Fatal - Results in Death immunisation - n/a - [/ - 1 {DF} - Intramuscular])
10008352981 cas
[elick or scall | g N COVID-19 VACCINE JANSSEN (AD26.COV2.S)
§ (2021-04-| 200 Not . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
11639  EugC 517 Hea]thc'are Non EEA Specified Male  |Thrombosis (n/a - Fatal - Results in Death) Immunisation - Not applicable - [1/a - n/a -
10008352823 Professional Unknown])
KlickCor scal |3 ; COVID-19 VACCINE ASTRAZENECA (CHADOXI
A (2021-04-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
16401 pupe 17 |Professional NN EEA vy |Male |Sudden death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008351615 - 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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008355506&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008354943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008354821&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008354325&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008354062&_xpt=1&_xf=pdf
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Purposes
: y Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11641 EU-EC- A E;ca%thciar;a] Non EEA Vears Male  [Headache (1d - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008351426 OressIo n/a - n/al)
L= 1 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
al |12021-04- Not Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - - :
1642 pypc 17 ?rejg;;fgal Non EEA. o ified Specified 1 TomoF (- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
10008351045 - n/a - n/a))
Abnormal dreams (n/a - Unknown - Results in Death), Angina pectoris (n/a - Unknown - Results in Death), Death (n/a -
; i Non Fatal - Results in Death), Depressed mood (n/a - Unknown - Results in Death), Depression (n/a - Unknown - Results in (COVID-19 VACCINE ASTRAZENECA (CHADOX1
11643 21 |2021-04- Healthcare Non EEA 18-64 Female Death), Dizziness (n/a - Unknown - Results in Death), Headache (n/a - Unknown - Results in Death), Hyperhidrosis (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years - Unknown - Results in Death), Musculoskeletal chest pain (n/a - Unknown - Results in Death), Raynauds phenomenon |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008351043 i (n/a - Unknown - Results in Death), Seizure (n/a - Unknown - Results in Death), Weight decreased (n/a - Unknown - - Not applicable - [1d - n/a - n/a])
Results in Death)
= ’ More COVID-19 VACCINE ASTRAZENECA (CHADOXI1
3 31 |2021-04- | Healthcare S . L . . INCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - Unknown - X - - :
11644 EU-EC | & 17 Professional Non EEA 21{1:;1IS85 Male  |Cardiac failure (n/a own - Results in Death), Myocardial infarction (3d - Fatal - Results in Death) (CHADOXI NCOV-19)] (- n/a - Not applicable - [n/a
10008351010 &3 - n/a - n/aJ)
m b More Death (2d - Fatal - Results in Death, Other Medically Important Condition), Lethargy (n/a - Unknown - Results in COVID- 19 VACUINE ASTRAZENECA.(CHADOX1
11645 2021-04- {Healthcare Non EEA  |than 85 |Female |Death, Other Medically Important Condition), Pain in extremity (n/a - Unknown - Results in Death, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years I_ort’ant Condition) ’ I — (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008350989: mp - Not applicable - [1d - n/a - n/a])
Cerebrovascular accident (15d - Fatal - Results in Death, Life Threatening, Other Medically Important Condition),
More Dysarthria (n/a - Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Haemorrhage (n/a [COVID-19 VACCINE ASTRAZENECA (CHADOX1
11646 2021-04- |Healthcare Non EEA  |than 85 |Female |- Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Muscular weakness (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Vears Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Peripheral ischaemia (n/a - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008350988 Unknown - Results in Death, Life Threatening, Other Medically Important Condition), Thrombocytopenia (n/a - - Not applicable - [1d - n/a - n/a])
Recovered/Resolved - Results in Death, Life Threatening, Other Medically Important Condition)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
11647 2021-04- | Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Results in Death), Malaise (n/a - Unknown - Results [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Vears in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008350986 - Not applicable - [n/a - n/a - n/a))
Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Deep vein thrombosis (n/a -
Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition), Dyspnoea (n/a - CCINE RAZENE CHADO
Elickcor scad | i Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition), Haematemesis COVID-19 VA AST CA( X1
2021-04- Healthcare 65-85 . . . . .. NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11648 : Non EEA Female |(n/a- Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition), . S
EU-EC- 17 Professional Years e i d . ife Thr . ical (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008350980| P onary embolism (p/a - NoF Regovered/Not Resolved - Results in Death, Life T catening, Other Meqlca ly Important | Not applicable - [n/a - n/a - /al)
Condition), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other
Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
11649 2021-04-|Healthcare Non EEA 65-85 Mal Pulmonary embolism (17d - Fatal - Results in Death), Pulmonary oedema (1n/a - Unknown - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional on Years e Thrombocytopenia (n/a - Unknown - Results in Death), Tri-iodothyronine decreased (n/a - Unknown - Results in Death) [(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008350978 n/a - n/aJ)
ik or scad | et Haemorrhage (n/a - Unknown - Results in Death), Headache (n/a - Unknown - Results in Death), Hepatic vein COVID-19 VACCINE ASTRAZENECA (CHADOX1
11650 .+ Fr 2021-04- | Healthcare Non EEA 18-64 Female thrombosis (n/a - Unknown - Results in Death), Hypoperfusion (n/a - Unknown - Results in Death), Jugular vein NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years thrombosis (n/a - Unknown - Results in Death), Portal vein thrombosis (n/a - Fatal - Results in Death), (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008350560 i Thrombocytopenia (n/a - Unknown - Results in Death) n/a - n/al)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350986&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350978&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350560&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11651 2021-04- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Unknown - Results in Death), Death (3d - Fatal - Results in Death), Internal haemorrhage (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008350144 n/a - n/aJ)
click or scarl ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
% (2021-04- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) R -
11652 EUEC. |4 17 E:jg;sciirga] Non EEA Specified Female |Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008350006 n/a - n/aJ)
Elickor scall | 5= : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
=i (2021-04- Not Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - = 'y - -
11653 BU-EC- 17 Ereai‘thciar; | Non EEA Specified Specified Death (n/a - Fatal - Results in Death), Headache (n/a - Recovered/Resolved - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008349801 oressiond n/a - n/al)
or scaij i Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOXI
11654 g [2021-04- [Healtheare ko gy (6585 ey Condition), Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Important ,Con dition) ? (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008349612 mp - Not applicable - [n/a - 1 {DF} - n/a])
Elick or scal Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cerebral QOVID-19 VACCINE ASTRAZENECA. (CHADOX1
2021-04- | Healthcare 18-64 inus thrombosis (2d - Fatal - Results in Death. Caused/Prol Hospitalisation). Headache (n/a - Unkm NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11655 EU-EC- 17 |Professional |NonEEA |years |Male [venoussinus thrombosis (2d - Fatal - Results in Dea rolonged Hospitalisation), e (nfa - UBknown = 3\ pOX T NCOV-19)] (S- n/a - Not applicable - [/a
10008349509 Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death o
Caused/Prolonged Hospitalisation) - a - n/a])
gk or scal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04-|Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
1656 pupc 17 |Professional |NONEEA vy |Male  [Pulmonary embolism (wa - Fatal - Results in Death (CHADOX1 NCOV-19)] (S~ COVMID-19 immunisation
10008349376 - Not applicable - [1d - n/a - n/a])
Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
- [ Haemorrhage intracranial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Not CCINE RAZE CHADO
] Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Infarction (n/a - Unknown - Results in COVID-19 VA AST NECA ( X1
2021-04- | Healthcare 65-85 TIY: - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11657 EU-EC- 17 Professional Non EEA Vears Male  [Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Unknown - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008349346 Hospitalisation), Nausea (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Renal ~ |* wa - n/a)) PP
failure (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a -
Unknown - Results in Death, Caused/Prolonged Hospitalisation)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
11658 EU-EC- 17 Professional Non EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008349162 y - Not applicable - [1d - n/a - n/a])
or scaij Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11659 2021-04- Healthcare Non EEA 65-85 Male Pain in extremity (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (17 Professional Years Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008349152 - Not applicable - [1d - n/a - n/a])
m ; Non Circulatory collapse (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Fatal - COVID-19 VA AST CA( X1
2021-04- 65-85 . T . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11660 EU-EC- 17 Healthcare Non EEA Vears Female |Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008349146 Professional Caused/Prolonged Hospitalisation), Neck mass (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) na - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350144&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349801&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349376&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349346&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349162&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349146&_xpt=1&_xf=pdf
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# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
i Presyncope (1d - Recovered/Resolved - Results in Death, Other Medically Important Condition), Subarachnoid COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 |2021-04- | Healthcare 65-85 . " ;. : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11661 . Non EEA Female [haemorrhage (6d - Fatal - Results in Death, Other Medically Important Condition), Subarachnoid haemorrhage (n/a -
EU-EC- 17 Professional Years Unknown - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
10008348770 © esulls In Death, Lher Medically fmpo © n/a - n/a))
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - -
11662 EU-EC- 17 ?re(?fl‘g;scifga] Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008348303 n/a - n/a))
m i Non Dizziness (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition), COVID-19 VACCINE AST NECA ( X1
2021-04- 65-85 N . . - . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11663 Healthcare ~ [Non EEA Female (Embolism (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Headache (n/a - Not . S
EU-EC- 17 Professional Years Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008347795 E— - Not applicable - [n/a - n/a - n/a])
or scaij Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death), Contusion (n/a - Not Recovered/Not Resolved - COVID-19 VACCINE ASTRAZENECA (CHADOX1
11664 2021-04-|Healthcare Non EEA 18-64 Female Results in Death), Epistaxis (n/a - Not Recovered/Not Resolved - Results in Death), Gastrointestinal haemorrhage (n/a- |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ¢ 17 Professional Years Not Recovered/Not Resolved - Results in Death), Haematemesis (n/a - Not Recovered/Not Resolved - Results in Death), [(CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [n/a]
10008347776/ &4 Thrombocytopenia (9d - Fatal - Results in Death) - n/a- n/a])
Klick or scal | 78 COVID-19 VACCINE ASTRAZENECA (CHADOXI
o 7 2021-04- Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; R -
11665 EUEC |4 17 Professional Non EEA Vears Female |Subarachnoid haemorrhage (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008347569 n/a - n/al)
1 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
41 |2021-04- | Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11666, EU-EC- 17 Professional Non EEA gl(la; 85 |Female |Cerebrovascular accident (12d - Fatal - Results in Death), Embolism (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008347459 cars n/a - n/a])
Elick or scal | ; ; COVID-19 VACCINE ASTRAZENECA (CHADOXI
11667 2 (2021-04- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Unknown - Results in Death), Embolism (n/a - Unknown - Results in Death), Pumonary embolism |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008347077, n/a - n/a])
= COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 - . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
11668 EU-EC- 17 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008346947 ; - Not applicable - [n/a - n/a - n/a])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
P 2021-04-|Healthcare 65-85 . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
1669 gy pc 17 Professional |NOREEA |yors  [Male  [Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008346866 - Not applicable - [n/a - n/a - n/a])
Blicicor sca | 2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
| 2021-04- Healthcare 18-64 . . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11670 EU-EC- 17 Professional Non EEA Vears Male  [Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008346865 - Not applicable - [n/a - n/a - n/a])
Lelor s Non COVID-19 (n/a - Fatal - Results in Death), Gastric haemorrhage (n/a - Unknown - Results in Death), Pneumonia COVID-19 VACCINE AST NECA X1
2021-04- 18-64 A - . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11671 : Healthcare ~ [Non EEA Female |aspiration (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Unknown - Results in Death), Respiratory . o
EU-EC- 17 ; Years . N - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
y Professional distress (n/a - Unknown - Results in Death), Thrombosis (n/a - Unknown - Results in Death) .
10008346723 - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008348770&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008348303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008347795&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008347776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008347569&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008347459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008347077&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008346947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008346866&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008346865&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008346723&_xpt=1&_xf=pdf
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Purposes
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11672 EU-EC- 17 ;Irea%thciargal Non EEA Vears Male  [Brain death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008346712 olessio n/a - n/a)
gk or scal | N COVID-19 VACCINE ASTRAZENECA (CHADOX1
on A
1673l  BU-EC 2021-04- | Healthcare Non EEA 65-85  [Not Chest pain (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Unknown E\]C(IHI)ID.?))(I[(I?C\S]\)/:II 99)]\/‘&(3%1/1:]? I[\?(?tr ;ﬁ)ﬁfﬁcﬁ wal
10008346579 17 Professional Years  |Specified - Results in Death), Sleep disorder (n/a - Unknown - Results in Death), Vomiting (w/a - Unknown - Results in Death) =~ wal)
gk or scall | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11674 EU-EC- 17 Erea:‘thciar;: | Non EEA Specified Female |Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008345795 olessiona n/a - n/a))
or scail COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04-|Healthcare 65-85 . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11675 EU-EC- 17 Professional Non EEA Vears Female |Peripheral ischaemia (8d - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008345635 n/a - n/aJ)
Elick or scad |; : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
A1 2021-04- Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; R -
11676, EUEC |2 17 Professional Non EEA g];an 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008345056 cans 1/a - /a])
= COVID-19 VACCINE ASTRAZENECA (CHADOX]
11677 12021-04- |Healthcare Non EEA 18-64 Female Dyspnoea (n/a - Unknown - Results in Death, Disabling), Haemorrhagic stroke (n/a - Unknown - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Disabling), Hypercoagulation (n/a - Fatal - Results in Death, Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008344346 n/a - n/aJ)
Klick or sca | ; s COVID-19 VACCINE ASTRAZENECA (CHADOXI
al (2021-04- Healthcare Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; . - -
11678 EU-EC- 17 Professional Non EEA Specified Female [Haemorrhage intracranial (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008344015 n/a - n/a])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
i |2021-04- |Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
11679 EU-EC- : 17 Professional Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008344012 - n/a - n/aJ)
: ; COVID-19 VACCINE ASTRAZENECA (CHADOX1
il | 2021-04- | Healthcare Not Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . . - - —)
11680 iy pe 17 [Professional |NOREEA o ifiedSpecified 2th (1/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008343495 n/a - n/aJ)
Elickor scall | =i COVID-19 VACCINE ASTRAZENECA (CHADOX1
F 2021-04- Healthcare 65-85 . . : . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
11681 EU-EC- 17 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Nasal congestion (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008343372 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=10008346579&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008345795&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008344346&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008344015&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008344012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008343495&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008343372&_xpt=1&_xf=pdf
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# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare . . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
11682 EU-EC- 17 Professional Non EEA ?:;SS Female |Contusion (n/a - Unknown - Results in Death), Peripheral ischaemia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008343108 n/a - n/aJ)
Anaphylactic reaction (n/a - Unknown - Results in Death), Asthenia (n/a - Not Recovered/Not Resolved - Results in
Death), Confusional state (n/a - Not Recovered/Not Resolved - Results in Death), Delirium (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
4. |Non ~ Resolved - Results in Death), Dizziness (n/a - Not Recovered/Not Resolved - Results in Death), Hot flush (n/a - Not L
2021-04 65-85 5 A » ; NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11683|  ppc 17 Healthc'are Non EEA Vears Male  |Recovered/Not Resolved - Results in Death), Hyponatraemic syndrome (n/a - Fatal - Results in Death), Hypotension (n/a (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008342155 Professional - Not Recovered/Not Resolved - Results in Death), Suicide attempt (n/a - Unknown - Results in Death), Weight decreased |, _ /a1)
(n/a - Not Recovered/Not Resolved - Results in Death)
Elick or scall | 5 ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
: w3l 2021-04- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
] - -
11684 EU-EC- 17 E:jg;;irga] Non EEA Vears Female |Renal failure (3d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008342042 n/a - n/aJ)
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
412021-04- 65-85 . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - R
11685 EU-EC- 17 Erea:‘thciars | Non EEA Vears Female |Cerebrovascular accident (n/a - Unknown - Results in Death), Thrombosis (10d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008341474 olessiona /a - n/a))
Elickorscall | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 |2021-04- | Healthcare Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: . - - , - - :
11686, EU-EC- B || Professional Non EEA Specified Female |Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [ 1d
10008341270 : - n/a - n/al)
b ; i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11687 E =1 (2021-04- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 17 Professional Years Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008341266, 7 - Not applicable - [n/a - n/a - n/a])
= ’ Non More COVID-19 VACCINE ASTRAZENECA (CHADOXI
11688 o =1 (2021-04- Healthcare Non EEA  |than 85 |Female Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Lethargy (n/a - Recovered/Resolved - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- b 17 Professional Vears Death), Pneumonia bacterial (3d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008341254 § - Not applicable - [1d - n/a - Parenteral])
) Non o . . ) . COVID-19 VACCINE ASTRAZENECA (CHADOX1
R [2021-04- ot care N 65-85 Nl éc)ute myocardial hurlfar%zo'n (lrll//a - Unnllznnom - Results in Death), (hes}tl (ﬁns/comfortl(n/a - Unkt}own - Result§ m;)eath ) [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11689 EU-EC- 17 Profesional Non EE. Vears e ni(;ilary artery t ombosis (n/a- U' ((j)l\;slmh- Resul;s in g/eath nkni,Deat (n/a- Fata. - Results in Death), Pain (n/a - (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008341251 Unknown - Results in Death), Pericar aemorrhage (n/a - Unknown - Results in Death) - Not applicable - [1d - n/a - n/a])
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 |2021-04- 65-85 . . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11690 EU-EC- 17 Il;lre(z)igslsciz(a)rgal Non EEA Vears Female [Pulmonary thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008341248 - Not applicable - [n/a - n/a - n/a))
Elickor scal | 4 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 |2021-04- | Healthcare . . oo NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11691 BU-EC- 17 Professional Non EEA 21{1:; S85 Female [COVID-19 pneumonia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008341234 - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008343108&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008342155&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008342042&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341474&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341270&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341266&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341254&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341248&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341234&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11692 EU-EC- : 17 ;Irejlfteksl;:izrsa] Non EEA Vears Male  [Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- Coronavirus infection -
10008341188 & Not applicable - [n/a - n/a - n/a])
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
11693 EUEC |y ER 17 E:jg;sciirga] Non EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008341127 ;i - Not applicable - [1d - n/a - n/a])
Elickor scad | = : Non Cardiac failure (n/a - Not Recovered/Not Resolved - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in ~ [COVID-19 VACCINE ASTRAZENECA (CHADOX1
11694 L a1 2021-04- Healthcare Non EEA Not Male Death), Headache (n/a - Not Recovered/Not Resolved - Results in Death), Heart rate increased (n/a - Not RecoveredNot ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG- | & 17 Professional Specified Resolved - Results in Death), Hypotension (n/a - Not Recovered/Not Resolved - Results in Death), Vomiting (n/a - Not  |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008341088 olessiona Recovered/Not Resolved - Results in Death) - n/a-n/a])
or scaij ; Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i+ 12021-04- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R - , R - ;
11695 EUEC. | & 17 Eﬁg;;fgal Non EEA Vears Male  [COVID-19 (1d- Fatal - Results in Death), Urinary bladder haemorrhage (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008341082/ =4 - n/a - n/aJ)
02 2021-04 Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
% el - - - i . .. . y
11696, EU-EC- R 17 Ereallvthciar: | EEA Vears Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1va - 1{DF} - n/a])
10008340629 : olessiond
Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Delirium (n/a - Fatal - Results in Death
Life Threatening, Caused/Prolonged Hospitalisation), Dysphagia (n/a - Fatal - Results in Death, Life Threatening,
~soal Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue
=5 Non More (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Incontinence (n/a - Fatal - Results in
1697 ope %321-04- Healthcare ~ [EEA than 85 |Female |Death, Life Threatening, Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, Life Threatening, mﬁgﬁgﬁ ggﬁlNﬁi\:ﬁmg -1 %)P};l ]-}n}a?])
10008340583 Professional Years Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Paralysis (n/a PP
- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Speech disorder (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)
— More
11698 2021-04-|Healtheare o than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i (17 Professional v immunisation - Not applicable - [n/a - 1{DF} - n/a])
: ears
10008340566
Rlick orscal | zf' : 2021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11699 5 : . EEA than 85 |Female |Sopor (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- . 17 Professional v, Intr: Jar])
10008340089 cans amuscuiar
™ Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death), Xz CCINE ASTRAZENE
11700 1l (2021-04- Healthcare EEA 18-64 Male Fibrin D dimer increased (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Jugular vein ?/CHAIIDEC\));/RIIAI\I[(CI(?\\/ZI 11?)—)59(8\/_ A@WD?grmnmimtigﬁ
EU-EC- 17 Professional Years thrombosis (n/a - Fatal - Results in Death), Superior sagittal sinus thrombosis (n/a - Fatal - Results in Death), ~1/a- [n/a- 1{DF} - Intramuscular])
10008340035 Thrombocytopenia (n/a - Fatal - Results in Death)
iz 2021-04-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
s . I 1 - - i , - it1 - - i . . . )
11701 EU-EC- 17 Professional EEA %l{l:aanSS Female |Respiratory failure (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in Death) immumisation - /a - [t/ - 1{DF} - Intramuscular])
10008339975
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341188&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341127&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341088&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008341082&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008340629&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008340583&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008340566&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008340089&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008340035&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008339975&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11702 . EEA than 85 |Female |Foamingat mouth (1d- Fatal - Results in Death), Loss of consciousness (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 17 Professional v Int Jlar])
10008339938 s nramsear
i |2021-04- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
A Suddes - - ) . S
1703 EU-EC- 17 Professional EEA Years Female n death (0d - Fatal - Results in Death immunisation - n/a - [n/a - 30ug - Intramuscular])
10008339890
Rlick or scad | 5 : 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11704 5 (2021-04- Healthcare EEA 18-64 Male Abdominal distension (10d - Fatal - Results in Death), Abdominal pain upper (10d - Fatal - Results in Death), Cough (10d (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 17 Professional Years - Fatal - Results in Death), Dyspnoea (10d - Fatal - Results in Death), Pyrexia (10d - Fatal - Results in Death)
-n/a- [n/a- 1{DF} - Intramuscular])
10008339710
: 2021-04-|Healthcare 18-64 Cerebral haemorrhage (2d - Fatal - Results in Death), Headache (2d - Fatal - Results in Death), Thrombocytopenia (2d - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11705 ; EEA Male rhage £suls tn Seath), esutls In Death), cytop (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
EU-EC- 17 Professional Years Fatal - Results in Death) Not applicable - [/a - 1 {DF} - Intramuscular])
10008339596 - INot applicable - (va - .
Rlickcor scal | 8 | 021-04 | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11706, h : EEA than 85 |Female |Loss of consciousness (6d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 17 Professional Y Int dar])
10008339460 3 cars nlramuseLar
: 2021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11707 : . EEA than 85 [Female |Dysphagia (17d - Fatal - Results in Death), Sopor (17d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- o 17 Professional \ear: Tntramuscular])
10008339459 =2 cars s
ok o | Aphasia (n/a - Fatal - Results in Death), Blood pressure systolic increased (n/a - Unknown - ), Cerebral infarction (n/a -
i i 2021-04-| Healthcare More Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death), Coma scale abnormal (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S- COVID-19
11708 EU-EC- : 17 Professional Non EEA  [than 85 |Female |- Other Medically Important Condition), Contusion (n/a - Unknown - ), Fall (n/a - Fatal - Results in Death), Hemiplegia ~ |immunisation - Not applicable - [1d - n/a -
Years (n/a - Fatal - Results in Death), Respiratory paralysis (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results |Intramuscular])
10008339295 N
in Death)
'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
Mikoraad e Cardiac arrest (7d - Fatal - Results in Death), Cerebral hacmorrhage (7d - Fatal - Results in Death), Coma (7d- Fatal - |(CHADOXINCOV-I9)] (S- COVID-19 immunisation
11709 b 2021-04-|Healthcare —|p 1864 | pmale |Results in Death), Headache (7d - Fatal - Results in Death), Thrombocytopenia (7d - Fatal - Results in Death) -w/a- [n/a - SmL - Intramuscular]), [DIENOGEST,
EU-EC- 17 Professional Years Transverse sinus th;ombosis (7d- Fatal - Results in Death ? ? ETHINYLESTRADIOL, ETHINYLESTRADIOL,
10008337357 Results in Death) NORGESTIMATE] (S - Endometriosis - Drug
withdrawn - [n/a - 1{DF} - n/a])
Ulrad 2 2 0104 Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
11710 : EEA than 85 [Male |Cardiac arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC % |17 Professional Years immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008336946 ' - hot applicabie - Lva - ;
Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
2021-04- Not . . . . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
11711 EU-EC- 16 ll;l:(?ll“gslscjirgal Non EEA Specified Female |Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) Trrmmnisation - Not applicable - [n/a - 1/a -
10008338912, Unknown])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008339938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008339890&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008339710&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008339459&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008339295&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008337357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008336946&_xpt=1&_xf=pdf
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= Non More
11712 2021-04|eolthcare  |EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Hypotension (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- E 16 Professional Vear immunisation - Not applicable - [n/a - n/a - n/a])
10008338904 - OressIo s
lick or scal : More Abnormal behaviour (n/a - Unknown - Caused/Prolonged Hospitalisation), Extra dose administered (1d - Recovered/Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
:i (2021-04-|Healthcare . . AT N . 024414) [COVID-19 MRNA VACCINE MODERNA
11713 . Non EEA |than 85 |Male  |), Organ failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Pyrexia (n/a - Unknown - . s
EU-EC- 16 Professional Years Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling) (CX_.OZ4414)] (S- COVID-19 immunisation - Not
10008338737 ’ ? applicable - [n/a - 1{DF} - Intramuscular])
Blickor scal | 7 . 2021-04-| Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11714 40 . EEA than 85 |Female |Cerebral haemorrhage (3d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- R (16 Professional v, Unkn )
10008338356 : cars own]
or scaij SPIKEVAX [COVID-19 MRNA VACCINE
11715 2021-04-|Healthcare EEA 65-85 Male Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Sudden death (1d - Fatal - Results in ~ [MODERNA (CX-024414)] (S- COVID-19
EU-EC- 16 Professional Years Death) immunisation - Not applicable - [n/a - n/a -
10008338311 Intramuscular])
1716 2021-04- II:IJZ:] thearc EEA ?ﬁg;eg 5 [Male Pneumonia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Septic shock (2d - Fatal - Results in Death mﬁgﬁgﬂ% [Tozaﬁdhg“w]l fis_-n(/?_VID'w
EU-EC- 16 . Caused/Prolonged Hospitalisation), Urinary tract infection (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) s
N Professional Years Intramuscular])
10008338301
2021-04-|Healthcare More Cerebral venous sinus thrombosis (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhage COMIRNATY [TOZIN 1 (S- COVID-19
11717 . EEA than 85 |Female |. . N o immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- 16 Professional intracranial (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) .
Years Intramuscular - More in ICSR])
10008338142
ek or scall | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
W8 ey pc 16 |Professional |NOMEEA lyeyy |Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008337933 applicable - [n/a - 1{DF} - Intramuscular])
o More COVID-19 MRNA VACCINE MODERNA (CX-
i 2021-04- | Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
11719 EU-EC- 16 Professional Non EEA g?sa; s85 Male  |Death (n/a - Fatal - Results in Death), Feeling cold (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008337932 applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . . . S . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
11720 EU-EC- 16 Professional Non EEA Vears Male |Cardiac arrest (1d - Fatal - Results in Death), Ventricular fibrillation (n/a - Unknown - Life Threatening) (CX-024414)] (S- COVID-19 immunisation - Not
10008337916 applicable - [n/a - 1{DF} - Intramuscular])
o= || Aphasia (19d - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
i 5 : More Disabling), Cerebrovascular accident (19d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, ME
umn21 oo Y » %221_04_ Eﬁg;;fg a1 |[EEA than 85 |Female |Disabling), Hemiplegia (19d - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged mﬂﬁiﬁ [I;Ir(ft)zaINlicable 1 n/] g _1 ?D);;I ]—}nf])
10008337418] - Years Hospitalisation, Disabling), Somnolence (19d - Not Recovered/Not Resolved - Results in Death, Life Threatening, PP
Caused/Prolonged Hospitalisation, Disabling)
Non COVID-19 MRNA VACCINE MODERNA (CX-
1722 2021-04- Healthcare Non EEA 65-85 Male Brain death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral thrombosis (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008336729 i applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008338356&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008338311&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008338301&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008338142&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008337933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008337932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008337916&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008337418&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008336729&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1229 of 1647

Primary
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Number Receipt . . |for Sex
Qualification Group Route])
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COVID-19 MRNA VACCINE MODERNA (CX-
EF [2021-04- |Healthcare 65-85 . . A . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - R - - . L
11723 gugc 16 Professional Non EEA Years Female [Apnoea (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008336382 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
U724 pupc R /16 [Professional [NOM FPA - |than 83 [Male - Death (wa Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008336329 i applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad | i COVID-19 MRNA VACCINE MODERNA (CX-
11725 31 (2021-04-|Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death), Nausea (n/a - Unknown - ), Unresponsive to stimuli (1d - Fatal - Results in Death), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years ‘Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008336094 applicable - [n/a - 1{DF} - Intramuscular])
Eickorscal | == Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
1726 3 2021-04- Healthcare EEA 65-85 Male Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Years Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008335957 - Not applicable - [n/a - 1 {DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
 (2021-04- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X SARS-CoV- - - . L
11727 EU-EC- 16 Professional Non EEA Vears Female [COVID-19 (26d - Fatal - Results in Death), Exposure to CoV-2 (26d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008335685 Unknown - [n/a - 1 {DF} - Intramuscular])
m : Cardiac arrest (56d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperglycaemia (56d - Fatal - Results in COVID-19 /A VACCINE MODE (CX-
11728 g [2021-04- Healthgare Non EEA 65-85 Male  [Death, Caused/Prolonged Hospitalisation), Mental status changes (56d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG i 16 Professional Years Hosni t;lisation) ? (CX-024414)] (S- COVID-19 immunisation - Not
10008335440 P applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
11729 BU-EC- b | Professional Non EEA Vears Male  |Chronic lymphocytic leukaemia (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008335367 applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca | : More COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
U730 e 16 Professional | o7 FEA 21(1;}55 Mele Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008335265 y applicable - [n/a - 1{DF} - Intramuscular])
;
21 (2021-04- Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
% - R
11731 EU-EC- : 16 Professional EEA Vears Male  |Pneumonia (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008334866 & ]
Elickor scal | 22 % |5021-04- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
11732 . EEA than 85 Female |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- n/a-n/a- [n/a- .5SmL
EU-EC- 16 Professional
10008334735 Years - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008335440&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008335367&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008335265&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008334866&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
'VAXZEVRIA SUSPENSION FOR INJECTION
ek or scall |5 ; COVID-19 VACCINE (CHADOX1-S
3 d [2021-04- | Healthcare 65-85 . [RECOMBINANT) [COVID-19 VACCINE
; Sudde - -
U733 pugc 16 Professional |C Years [Vl n death (0d - Fatal - Results in Death) ASTRAZENECA (CHADOX] NCOV-19)] (S-
10008334694 Immunisation - Not applicable - [n/a - .5mL -
Intramuscular])
[elick or scall | St Non COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-04- 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
- R . L
11734 EU-EC- 2. A E:;lvte};;f;a] Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008334618 applicable - [n/a - 1{DF} - Unknown])
Blick or seal | 5 il 2021-04- |Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11735 ; EEA Male  |Acute myocardial infarction (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 16 Professional Years - 1/a- [n/a - .SmiL - Intramuscular])
10008334399 ’
- VAXZEVRIA COVID-19 VACCINE (CHADOX1-S
i 5021-04- | Healthcare 65-85 [RECOMBINANT]) SUSPENSION FOR INJECTION
11736 : EEA Female |COVID-19 (8d - Fatal - Results in Death) [COVID-19 VACCINE ASTRAZENECA (CHADOX1
EU-EC- 16 Professional Years . L
10008334350! 2 NCQV—]9)] (S- COVID-19 immunisation - Not
applicable - [n/a - .5mL - Intramuscular])
gk or scal i Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coma (n/a- |COVID-19 VACCINE ASTRAZENECA (CHADOX1
1737 11 (2021-04- Healthcare EEA 65-85 Female Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Quadriparesis (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Years Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008334008 Caused/Prolonged Hospitalisation) - n/a - [n/a - n/a - Subcutaneous|)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX]
2021-04- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - A
11738 BU-EC- 16 E:jggsciirgal EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - n/a - [n/a
10008333983 - n/a- n/a])
m e Non More
2021-04- COVID-19 (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Vaccination failure (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
11739 Healthcare EEA than 85 (Male
EU-EC- 16 Professional V. Recovered/Not Resolved - ) n/a - [n/a - n/a - n/aj)
10008333980 roression cas
Non
11740 2021-04 | ealthcare |EEA 1864 |\ fale  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 16 Professional Years n/a - [n/a - n/a - Intramuscular])
10008333979
Bk or scal |38 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11741 2021-04-| Healthcare EEA 65-85 Female Cerebrovascular accident (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Myocardial NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Years infarction (n/a - Fatal - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008333978 - n/a- n/a])
gk or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
11742 2021-04- Healthcare EEA 65-85 Female Chills (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Insomnia (n/a - Not Recovered/Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Years Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008333973 - n/a - n/al)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008334399&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008333983&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008333980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008333979&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008333978&_xpt=1&_xf=pdf
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# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- on
11743 202104 | althcare  |EEA 1864 |\ pale Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 16 Professional Years n/a- [n/a-n/a-n/a])
10008333969 ]
: More
11744 =1 | 2021-04- | Healthcare EEA than 85 |Female Cardio-respiratory arrest (0d - Fatal - Results in Death), Chronic obstructive pulmonary discase (16d - Fatal - Results in [COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 16 Professional v, Death) n/a - [n/a - n/a - Intramuscular])
10008333833 cars
Rlick or scad | 52 : Non Aphasia (n/a - Unknown - Other Medically Important Condition), Cerebral thrombosis (n/a - Fatal - Results in Death, COVID-19 VACCINE ASTRAZENECA (CHADOX1
11745 g [2021-04 | pltheare  |EEA Not Female |Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Pyrexia (1d - Unknown - ), SARS-CoV-2 test negative (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 16 Professional Specified Unknown - ) > > > (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008333496 olessiona own - n/a - Intramuscular])
or scail i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i1 |2021-04- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11746 EU-EC- 16 l};l:jgslsciirga] Non EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008333495 applicable - [n/a - ImL - Intramuscular])
Elickcor scal | : 5021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11747 : . EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 1 {DF} -
EU-EC- 16 Professional v, Intr: Jar])
10008333030 cans amusciar
: SPIKEVAX [COVID-19 MRNA VACCINE
2021-04-|Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
: - - ) . o ;
11748 EU-EC- 16 Professional EEA Years Male \Ischaemic stroke (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10008332903 Intramuscular])
Mikorsad 2 2 |2021-04-[Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11749 Y : EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- x (16 Professional Years Intr: Jar])
10008332844 ; amusciar
;-
21 2021-04- Healthcare More Abdominal pain upper (n/a - Not Recovered/Not Resolved - ), Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - COMIRNATY [TOZIN RAN] (S - COVID-19
11750 o : EEA than 85 |Female . immunisation - Drug withdrawn - [1d - 1{DF} -
EU-EC- 16 Professional v, Fatal - Results in Death) Int Jlar])
10008332820 : cars ntramuscular]
Or scail H
2021-04-|Healthcare More COVIDAI (/s - Fatal . L R o 1
11751 EU.EC. 16 Professional |EEA than 85 |Female D-19 (n/a - Fatal - Results in Death) mlmumsatllﬁ)n - Not applicable - [24d - 1{DF} -
10008332776 Years Intramuscular])
% 2021-04- |Healthcare 65-85 VAXZEVRIA [COVID- 19 VA AST CA
11752 : EEA Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 16 Professional Years
10008331936 wa)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008332844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008332820&_xpt=1&_xf=pdf
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11753 2021-04- Healtheare —fpp o 0585 \fle  |Gastrointestinal haemorrhage (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 16 Professional Years - n/a-n/a])
10008331797
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11754 EUEC |2 16 Professional Non EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10008331525| & ; n/a - Intramuscular])
Rlick or scad | 7 : Non More Acute myeloid leukaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Fall (n/a -
il (2021-04- i raor: - T . ? . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11755 EU-EC- 16 Healthcare Non EEA  |than 85 [Female |Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Sepsis (n/a - immunisation - Not applicable - [n/a - n/a - n/al])
10008331499 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) PP
oLl ¢ Non
il (2021-04- Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
. - - . S .
11756 BU-EC. nl 16 Eﬁ;};@r;al Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) immmunisation - Not applicable - [1va - n/a - n/a])
10008331487
Eickorscad || Asthenia (n/a - Unknown - ), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
( 5021-04- Non More Confusional state (n/a - Unknown - ), Decreased appetite (n/a - Unknown - ), Disorientation (n/a - Unknown - ), Fatigue (n/a - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
1757 cuEC 16 Healthcare EEA than 85 [Male  [Unknown - ), Hypoxia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important immunisation - Not applicable - [n/a - 1{DF} -
10008331221 . Professional Years Condition), Loss of consciousness (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Intramuscular])
Important Condition), Pyrexia (n/a - Unknown - ), Somnolence (n/a - Unknown - )
COVID-19 VACCINE ASTRAZENECA (CHADOX1
b |2021-04-|Healthcare 18-64 ) . ) . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11758  EUEC 16 Professional |EEA Years |Female |Circulatory collapse (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) (CHADOX_l NCOV-19)] (S- COVID-19 immunisation
10008331011 - Not applicable - [n/a - 1{DF} - n/a])
COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Chills (n/a - Not Recovered/Not Resolved
Elickor scall | % . - Caused/Prolonged Hospitalisation), Cough (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death ~ [COVID-19 MRNA VACCINE MODERNA (CX-
11759 i (2021-04-|Healthcare Non EEA 65-85 Male (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Not Recovered/Not Resolved - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 16 Professional Years Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), (CX-024414)] (S- COVID-19 immunisation - Not
10008329610 Pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Not Recovered/Not applicable - [n/a - 1{DF} - Intramuscular])
Resolved - Caused/Prolonged Hospitalisation)
Elick or scal | =t COVID-19 VACCINE ASTRAZENECA (CHADOX1
k= 2021-04- | Healthcare Not . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11760 EU-EC- i 6 Professional EEA Specified Male  |Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008329447 ; - n/a - Intramuscular])
Elick or scal | 3 Non
2021-04- 18-64 Death (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Seizure (n/a - Unknown - Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11761 Healthcare Non EEA Male . . L .
EU-EC- 16 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008329122 ]
g Non
11762 2021-04- Healthcare Non EEA 65-85 Male Dyspnoea (n/a - Not Recovered/Not Resolved - ), Lung neoplasm malignant (n/a - Not Recovered/Not Resolved - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 16 : Years Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008329087 Professional
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008331499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008331487&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008331221&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008331011&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008329610&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008329447&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008329122&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008329087&_xpt=1&_xf=pdf
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; : AMERAN AMERAN]
11763 2 (2021-04- I}\]Ifc):lthcare Non EEA 65-85 Female Arteriosclerosis (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Fatigue (n/a - msation . NoEgozlchjable - [na- rg/sa-_oownw
EU-EC- 16 . Years Unknown - Disabling), Nausea (n/a - Unknown - Disabling), Retching (n/a - Unknown - ) PP
Professional Intramuscular])
10008329056
_ VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
1764 gr 2021-04- |Healthcare  |ppp 65-85  |Female |Death (0d - Fatal - Results in Death), Embolic stroke (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), ~|(CHADOXI NCOV-19)] (S- Immunisation - Not
7 1o (%%‘3%%‘ 6 |16 Professional Years Injection site pain (2d - Recovered/Resolved - ), Syncope (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) |applicable - [n/a - .5mL - Intramuscular])
55
Elickcor scal . ki Non More L . . .
11765 2021-04- Healthcare EEA than 85 [Male Abdominal discomfort (n/a - Fatal - Results in Death), Arterial thrombosis (n/a - Fatal - Results in Death), Fatigue (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 16 . Unknown - ), Headache (n/a - Fatal - Results in Death), Ischaemic cerebral infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10008328108
= More SPIKEVAX [COVID-19 MRNA VACCINE
2021-04- | Healthcare . MODERNA (CX-024414)] (S- COVID-19
; - - . e ;
11766 EU-EC- 16 Professional Non EEA ;l(lan 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008327753 cars Intramuscular])
; : 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11767 BU-EC- : 16 Professional EEA than 85 |Female |Cardiopulmonary failure (1d - Fatal - Results in Death), Diabetes mellitus (2d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008327604 & Years Intramuscular])
= : COVID-19 VACCINE ASTRAZENECA (CHADOX1
j 12021-04- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
1768 pupc 16 Professional | FEA Years [Mele  |Headache (6h - Fatal - Results in Death (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008324737 - n/a- [n/a - n/a - Intramuscular])
4 12021-04- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
11769 EU-EC- 16 Professional EEA Years Female |Cough (n/a - Fatal - Results in Death), Pulmonary congestion (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
10008324724 i
Elick or scal il 4 2021-04- Non More Anal incontinence (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
11770 L Healthcare EEA than 85 |Female |Results in Death), Chills (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Feeling cold (n/a - .
EU-EC- 16 . " " prophylaxis - n/a - [n/a - n/a - Intramuscular])
Professional Years Fatal - Results in Death), Stupor (n/a - Fatal - Results in Death)
10008324681
: Non COVID-19 MRNA VACCINE MODERNA (CX-
1 i 12021-04- Healthcare Non EEA 18-64 Female Death (n/a - Fatal - Results in Death), Transplant (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 15 Professional Years Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008324517 applicable - [n/a - 1{DF} - Intramuscular])
e COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-04- Healthcare 65-85 Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown - 024414) [COVID-19 AV.A .E MODERNA
11772 . Non EEA Female . . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- i 15 Professional Years ), Insomnia (n/a - Unknown - ), Respiration abnormal (n/a - Unknown - ) . .
; applicable - [n/a - 1{DF} - Intramuscular - More in
10008324270 ICSR])
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click or scarl E COVID-19 MRNA VACCINE MODERNA (CX-
E |2021-04- | Healtheare 65-85 ) 024414) [COVID-19 MRNA VACCINE MODERNA
11773| EU-EC- 15 Professional Non EEA Vears Female |Death (1d - Fatal - Results in Death) (CX—-024414)] (S- COVID-19 immunisation - Not
10008324242 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | 5 : Non Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Unknown - Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
1774 a (2021-04- Healthcare Non EEA 65-85 Male Important Condition), Coma (n/a - Unknown - Other Medically Important Condition), Confusional state (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 15 Professional Years Other Medically Important Condition), Fall (n/a - Unknown - Other Medically Important Condition), Haemorrhage (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008324074 Unknown - Other Medically Important Condition) applicable - [n/a - n/a - Intramuscular])
! COVID-19 MRNA VACCINE MODERNA (CX-
Al (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
U775 puEc Is Professional | oM EEA - [yars  [Male  [Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008324028 i applicable - [n/a - 1{DF} - Intramuscular])
or scail biF Back pain (n/a - Unknown - ), Candida infection (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Dyspnoea (n/a - COVID-19 A VA MODERNA (CX-
1l (2021-04- Healthcare 18-64 . . - 024414) [COMID-19 MRNA VACCINE MODERNA
11776 . Non EEA Female |Unknown - ), Dysuria (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Renal failure (n/a - Unknown - Other . L
EU-EC 15 Professional Years Medically Tmportant Condition), Urinary tract infection (n/a - Unknown - ), White blood cell disorder (n/a - Unknown - ) (CX-024414)] (8 - COVID-19 immunisation - Not
10008324002 > > applicable - [n/a - 1{DF} - Intramuscular])
klick or scal
2021-04- Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) ) S .
n77 EU-EC- 15 Professional EEA Years Female |Sudden cardiac death (1d - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008323734
% 8 1202104 Healtheare 65-85 VAXZEVRIA [COVID-19 VACUINE ASTRAZENECA
11778 . . EEA Male  [Sudden death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 15 Professional Years ) withdrawn - [1d- .5mL - Intramuscular])
10008323694 s ’
Elick or scall | %= More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
11779 EU-EC- 15 Professional Non EEA glea;lrfS Male  [COVID-19 pneumonia (9d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008323596 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - - . L
11780 EU-EC- 15 Professional Non EEA Vears Male  |Cardio-respiratory arrest (9d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008323156, applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
click or scar 3
a— 502104/ Non Not 024414) [COVID-19 MRNA VACCINE MODERNA
11781 o Healthcare ~ [Non EEA .. _|Female |Death (n/a- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 15 Professional Specified applicable - [n/a - 1{DF} - Unknown])
10008323081 pp
] Non More
11782 2021-04 | ealthcare |EEA than 85 |Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 15 : immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008321839 Professional Years
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: Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a -
11783 A (2021-04-|Healthcare EEA 65-85 Male Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Disturbance in attention (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 15 Professional Years Recovered/Not Resolved - ), Hemiparesis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged n/a- [n/a-n/a-n/a])
10008321695 Hospitalisation), Ischaemic stroke (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - n/a - n/a]), [GEMCIT ABINE] (S - Pancreatic
A (2021-04- Healthcare 65-85 . . carcinoma metastatic - Unknown - [n/a - 1000mg/m?2 -|
; - - ) - .
11784 EU-EC- 2 15 Professional EEA Years Male | Thrombocytopenia (/a - Fatal - Results in Death Intravenous (not otherwise specified)]),
10008321646, [GEMCITABINE] (S- n/a - Unknown - [n/a -
1000mg/m2 - Intravenous (not otherwise specified)])
More
11785 2021-04- Hea]thqare EEA than 85 [Male  |Acute abdomen (n/a - Fatal - Results in Death), Thrombosis mesenteric vessel (n/a - Fatal - Results in Death) COMIRNATY [TOZINMRAN] (8- COVID-19
EU-EC- B 15 Professional v, immunisation - Not applicable - [n/a - 1{DF} - n/a])
: y ears
10008321365
or scail Aphasia (n/a - Unknown - ), Cerebrovascular accident (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged ME
11786 2021-04- g::] theare EEA 1\]1[;);68 5 |Fomale Hospitalisation, Disabling, Other Medically Important Condition), Facial paresis (n/a - Unknown - ), Haematoma (n/a - mﬂﬁ;ﬁ ggzamlicablmf _1 ?IX))I};I ]_} 19
EU-EC- 15 Professional Vears Unknown - ), Hemiplegia (n/a - Not Recovered/Not Resolved - ), Nystagmus (n/a - Unknown - ), Patient uncooperative (n/a - Tntramuscular]) PP
10008321171 Unknown - ), Posture abnormal (n/a - Unknown - )
Acute kidney injury (n/a - Unknown - Other Medically Important Condition), Anaemia (n/a - Unknown - Other Medically
Important Condition), Aortic stenosis (n/a - Unknown - Other Medically Important Condition), Asthenia (n/a - Unknown -
Caused/Prolonged Hospitalisation), Atelectasis (n/a - Unknown - Caused/Prolonged Hospitalisation), Atrioventricular block
or scal | complete (n/a - Fatal - Results in Death, Other Medically Important Condition), Blood pressure fluctuation (n/a - Unknown |COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04-|Healthcare 65-85 - Caused/Prolonged Hospitalisation), Cardiomegaly (n/a - Unknown - Caused/Prolonged Hospitalisation), Condition aggravated|024414) [COVID-19 MRNA VACCINE MODERNA
11787 pugc 15 Professional |V EEA |5, o |Female |14 - Unknown - Caused/Prolonged Hospitalisation), Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation), (CX-024414)] (S- COVID-19 immunisation -
10008320844 Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypertension (n/a - Unknown - Caused/Prolonged Unknown - [n/a - 1{DF} - Intramuscular])
Hospitalisation), Lung infiltration (n/a - Unknown - Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in
Death), Saphylococcal bacteraemia (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a -
Unknown - Caused/Prolonged Hospitalisation)
Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
11788 202108 yeitheare [NonEEA |13 |Male Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) [COVID-19 VA JAN: (AD26.COV2 9] (-
EU-EC- 15 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008320174 Unknown])
Elick or scal | = Cardiopulmonary failure (1d - Fatal - Results in Death, Other Medically Important Condition), Condition ageravated (1d- |COVID-19 MRNA VACCINE MODERNA (CX-
11789 2021-04- Healthcare Non EEA 65-85 Male Unknown - Other Medically Important Condition), Dementia Alzheimer's type (1d - Fatal - Results in Death, Other 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 15 Professional Years Medically Important Condition), Pulmonary oedema (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, (CX-024414)] (S- COVID-19 immunisation - Not
10008320171 Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | & : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
al (2021-04- Not e . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) - R
11790 EU-EC- 15 ;Irejlfteksl;:izrsa] EEA Specified Female |Cardiac failure (n/a - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- n/a - Unknown - [/a -
10008320063 ] n/a - Intramuscular])

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

11791

Kiickor sca) =g

EU-EC-

10008320060| ;

15

2021-04-

Healthcare
Professional

EEA

More
than 85
Years

Male

Aphasia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Babinski reflex test (1d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Bradycardia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Cardiac failure (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiovascular disorder (1d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (1d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Cerebrovascular accident (1d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Confusional state (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Depressed level of
consciousness (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (1d - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Fibrin D dimer increased (1d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Miosis (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (1d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Nervous system disorder (1d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Platelet count decreased (1d - Fatal - Results in Death), Somnolence (1d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Syncope (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (1d
- Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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

11792

Klick or scal

EU-EC-

10008320055| 7

al (2021-04-

15

Healthcare
Professional

EEA

18-64
Years

Female

Abdominal pain (n/a - Fatal - Results in Death, Life Threatening), Adrenocortical insufficiency acute (n/a - Fatal - Results
in Death, Life Threatening), Calculus urinary (n/a - Fatal - Results in Death, Life Threatening), Coagulopathy (n/a - Fatal -
Results in Death, Life Threatening), Colitis ischaemic (n/a - Fatal - Results in Death, Life Threatening), Confusional
state (n/a - Fatal - Results in Death, Life Threatening), Coombs negative haemolytic anaemia (n/a - Fatal - Results in
Death, Life Threatening), Explorative laparotomy (n/a - Fatal - Results in Death, Life Threatening), Gallbladder necrosis
(n/a - Fatal - Results in Death, Life Threatening), Haematocrit decreased (n/a - Fatal - Results in Death, Life
Threatening), Haemodynamic instability (n/a - Fatal - Results in Death, Life Threatening), Hepatic failure (n/a - Fatal -
Results in Death, Life Threatening), Hepatic steatosis (n/a - Fatal - Results in Death, Life Threatening), Hydronephrosis
(n/a - Fatal - Results in Death, Life Threatening), Hypotension (n/a - Fatal - Results in Death, Life Threatening),
Hypovolaemic shock (n/a - Fatal - Results in Death, Life Threatening), Intestinal congestion (n/a - Fatal - Results in
Death, Life Threatening), Intestinal infarction (n/a - Fatal - Results in Death, Life Threatening), Intestinal ischaemia (n/a
- Fatal - Results in Death, Life Threatening), Kidney rupture (n/a - Fatal - Results in Death, Life Threatening), Lactic
acidosis (n/a - Fatal - Results in Death, Life Threatening), Platelet count decreased (n/a - Fatal - Results in Death, Life
Threatening), Pleural effusion (n/a - Fatal - Results in Death, Life Threatening), Portal vein occlusion (n/a - Fatal -
Results in Death, Life Threatening), Red blood cell count decreased (n/a - Fatal - Results in Death, Life Threatening),
Renal colic (n/a - Fatal - Results in Death, Life Threatening), Renal disorder (n/a - Fatal - Results in Death, Life
Threatening), Renal tubular disorder (n/a - Fatal - Results in Death, Life Threatening), Renal vascular thrombosis (n/a -
Fatal - Results in Death, Life Threatening), Somnolence (n/a - Fatal - Results in Death, Life Threatening), Splanchnic
hypoperfusion (n/a - Fatal - Results in Death, Life Threatening), Thrombocytopenia (n/a - Fatal - Results in Death, Life
Threatening), Thrombosis (n/a - Fatal - Results in Death, Life Threatening), Thrombosis mesenteric vessel (n/a - Fatal -
Results in Death, Life Threatening), Venoocclusive liver disease (n/a - Fatal - Results in Death, Life Threatening)

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

11793

Elick or scal | 3

EU-EC-
10008319734

% 2021-04-
|15

Healthcare
Professional

Non EEA

18-64
Years

Female

Hypophagia (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 - 1{DF} - Intramuscular])

11794

EU-ECG-
10008319457

b |2021-04-

& 15

Non
Healthcare
Professional

Non EEA

Not
Specified

Male

Abnormal behaviour (n/a - Unknown - Caused/Prolonged Hospitalisation), Back pain (n/a - Unknown - Caused/Prolonged
Hospitalisation), Blood pressure decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown -
Caused/Prolonged Hospitalisation), Cold sweat (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),
Communication disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Confusional state (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation), Iliness
(n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Musculoskeletal chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a -
Fatal - Results in Death), Sepsis (/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Urinary tract infection (n/a - Fatal - Results in
Death)

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

11795

Elickor sca)

EU-EC-
10008319093

i 2021-04-
|15

Healthcare
Professional

Non EEA

65-85
Years

Male

Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
- n/a - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : More COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
1796 U 8115 [Professional [NOn FEA - |than 85 [Male - Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008319013 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
1797 EU-EC- 115 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008318930 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscall | 5 : Abnormal behaviour (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Life COVID-19 MRNA VACCINE MODERNA (CX-
11798 :i (2021-04-|Healthcare Non EEA 65-85 Male Threatening, Caused/Prolonged Hospitalisation), Lung disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Renal ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- B 2|15 Professional Years disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation), (CX-024414)] (S- COVID-19 immunisation - Not
10008318750 ; Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
click or sca £ Non COVID-19 MRNA VACCINE MODERNA (CX-
11799 i [2021-04-|Healthcare Non EEA 65-85 Male Body temperature decreased (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG- 15 Professional Years Fatigue (n/a - Unknown - ), Salivary hypersecretion (1d - Recovered/Resolved - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008318748 applicable - [n/a - 1{DF} - n/a])
Elickor scad | 25 i More COVID-19 MRNA VACCINE MODERNA (CX-
3 =i (2021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1800 gy e 3115 |Professional  [NOM FEA - [than 85 [Male - [Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008318234 applicable - [n/a - 1{DF} - Intramuscular])
- COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-04- |Healthcare More immunisation - Not applicable - [1d - 1{DF} -
11801 BU-EC- 15 Professional EEA than 85 |Female |Peripheral artery thrombosis (n/a - Fatal - Results in Death), Peripheral ischaemia (n/a - Fatal - Results in Death) Intramuscular]), [CEFTRIAXONE SODIUM] (S-
; ofessio Years Urinary tract infection - Not applicable - [n/a - n/a -
10008318181
Parenteral])
Elickcor scad | 2021-04- Non 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11802 EU-EC- 15 Healthcare EEA Vears Male  |Death (n/a - Fatal - Results in Death), Influenza like illness (n/a - Unknown - ) immunisation - Not applicable - [1d - 1{DF} -
10008318141 P Professional Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-04-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
1803 gy e %15 [Professional |CA|Years [VIe  |Death(n/a-Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008318138 - Not applicable - [1d - 1{DF} - Intramuscular])
Elickcor scal B 5021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11804 X : EEA Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 3115 Professional Years Intr: Jlar])
10008318134 amuscurar
Elick or scad | 5 - COVID-19 VACCINE ASTRAZENECA (CHADOX1
& (2021-04-|Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
11805 EU-EC- 15 Professional EEA Vears Female [Hypotension (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008318128 - Not applicable - [1d - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 65-85 L . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
11806, EU-EC- 15 Professional EEA Vears Male  [Metabolic acidosis (n/a - Fatal - Results in Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008318127 ] - Not applicable - [1d - 1{DF} - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
=i (2021-04- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
1807 gy pe 2115 Professional | FEA Years [Male  |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008318049 - Not applicable - [1d - 1{DF} - Intramuscular])
Rlick or cal |3 i 2021-04- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
11808 BU-EC- h 15 Healthcare EEA Years Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008318035 ' Professional Intramuscular])
click or scarl
. £ 5021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11809 EUEC ; . EEA than 85 |\pje | Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [20d - 2 {DF} -
15 Professional Years Int ul
10008318030 ntramuscular])
Efick or scal | 3 |02 1-04- Healthare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11810 . EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [20d - 2 {DF} -
EU-EC- 15 Professional Vears Intramuscular])
10008318029
% ¥ 12021-04- Healtheare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
11811 h : EEA Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 3 |15 Professional Years wa-[1d- 1 {DF} - Intr Jar])
10008318019 - va-Lid- Tk - dntratmsalar
Non More ; . . . . ) 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
- - - = £l - - $] - T 3 3
1812 2021-04 Healthcare EEA than 85 [Male Diarrhoea .(n/a Fatal Res'qlts in Death) Hypertens.lon (n/a - Fatal - Results in Death), Respiratory disorder (n/a - Fatal (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- |15 . - Results in Death), Vomiting (n/a - Fatal - Results in Death) .
Professional Years - Not applicable - [1d - .5mL - Intramuscular])
10008317998
: COVID-19 MRNA VACCINE MODERNA (CX-
1813 2021-04- | Healthcare Non EEA 18-64 Male Chest pain (1d - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |15 Professional Years Important Condition), Refusal of treatment by patient (1d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008317729 i applicable - [n/a - 1{DF} - Intramuscular])
Elickorscall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
U814 by pe |1 Professional | 0" FEA  [yrars  [Female [Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008317722 7 applicable - [n/a - 1{DF} - n/a])
: More COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
1815 pupc | 115 [Professional "o FEA - jthan 85 [Vale - [Dxath (wa - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008317273 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008317998&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008317729&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008317722&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
;
2021-04- | Healtheare 65-85 Arthralgia (2d - RecoveredResolved - ), Pulmonary embolism (30min - Fatal - Results in Death, Life Threatening Other | oMl A1 Y [TOZINAMERAN] (8- COVID-19
11816 . EEA Female . - immunisation - Not applicable - [ Imin - .3mL -
EU-EC- 115 Professional Years Medically Important Condition) Int iar])
10008317172 nramsear
lick or scal i 2021-04- | Healthcare 65-85 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11817, : . Non EEA Female |Ventricular tachycardia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a -
EU-EC- 3115 Professional Years Intramuscular])
10008316888
% 2 12021-04- |Health More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/
11818 BT Vn|peatheare - pp A than 85 |Male  |Transient ischaemic attack (n/a - Fatal - Results in Death) -wa-na-va
EU-EC- o |15 Professional v - n/a - n/a])
10008316876 ; cans
Abdominal pain (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Chills (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Gastrointestinal necrosis (n/a - Fatal - Results
Elickor sca |; g Non More in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypokinesia (n/a-  |cOMIRNATY [TOZINAMERAN] (S- COVID-19
11819 2 (2021-04- Healthcare EEA than 85 |Male Unknf)wp - ), Mesenteric vgscdar insufficiency (n@ - Fatal - Rgsults in Death, Life Threatgning Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} -
BU-EC | & |15 ] Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - ), Renal failure (n/a - Fatal - Results in
Professional Years . ) ttion), 1 - ur ‘ Intramuscular])
10008316692 Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis (1/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
Blidkorseal | 8 | o104 Non 65.85 Corcbral artery thrombosis (0d - Fatal - Results in Death), Cercbral infarction (0d - Fatal - Results in Death), ROV 19) [COVID16 VACCINE ASTRAZENECA
11820 ¥ Healthcare EEA Female |Cerebrovascular accident (0d - Fatal - Results in Death), Death (0d - Fatal - Results in Death), Headache (1d - Fatal -
EU-EC- 3|15 : Years . L . . (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a -
Professional Results in Death), Pain in extremity (1d - Fatal - Results in Death)
10008316678 n/a])
Elickcor scal 5021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11821 : EEA than 85 [Male  |Cough (0d - Fatal - Results in Death), Upper gastrointestinal haemorrhage (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 15 Professional Y Int dar])
10008316570 cans nlramuseuiar
1 (2021-04- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
11822 EU-EC- 15 Professional EEA Years Male | Dyspnoca {na - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008316020 i
. 4 1021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
ja . i i - - i ) . C . .
11823 EU-EC- x (15 Professional EEA $$§5 Male |Cardiac failure (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008315965 ;
11824 2021-04- Healthcare EEA 65-85 Male Chills (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- n/a-n/a- [1d-
EU-EC- 2|15 Professional Years Malaise (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) n/a - Intramuscular])
10008315930
; Non . . . . . . 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
- -Ua= = - - 8 - - > - -ARESUI M H
11825 2021-04 Healthcare EEA 65-85 Male Fatigue (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a
EU-EC- |15 . Years Death)
10008314852 Professional - n/a- n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008316020&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: More
11826 12021-04- | Healthcare EEA than 85 [Female C-reactive protein increased (n/a - Recovering/Resolving - ), Chronic obstructive pulmonary disease (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 15 Professional v Death), Pyrexia (n/a - Recovering/Resolving - ), Somnolence (n/a - Recovering/Resolving - ) n/a - [n/a - n/a - Intramuscular])
‘ears
10008314834
Cardiac arrest (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Circulatory collapse (n/a - Not
S| Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown - Caused/Prolonged
b 4 Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial haemorrhage (n/a - Not ME ME
1827 pope } %221_04_ Ere;lg;sciirrfa] Non EEA ?{iﬁ: Male  |Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Myocardial infarction (1d - Fatal - Results in Death Eﬁfgsationwgzozlﬂble N an: %\)/[D_lg
10008314666 o Caused/Prolonged Hospitalisation), Pericarditis (n/a - Unknown - Caused/Prolonged Hospitalisation), Pleural effusion (n/a - PP
Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation)
Agitation (n/a - Unknown - ), Coordination abnormal (n/a - Unknown - ), Death (n/a - Fatal - Results in Death),
Dehydration (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Gait disturbance (n/a -
or scal . Non Unknown - ), Hallucination (n/a - Unknown - Other Medically Important Condition), Hypophagia (n/a - Unknown - ),
11828 Ah 2021-04- |Healthcare  |Non EEA  |18-64  |Male  |Insomnia (n/a - Unknown - ), Intrusive thoughts (n/a - Unknown - ), Malaise (n/a - Unknown - ), Muscle twitching (n/a - TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 15 Professional Years Unknown - ), Pallor (n/a - Unknown - ), Psychomotor hyperactivity (n/a - Unknown - Other Medically Important immunisation - Not applicable - [n/a - n/a - n/a])
10008314660 Condition), Restlessness (n/a - Unknown - Other Medically Important Condition), Tachyphrenia (n/a - Unknown - ),
Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vomiting (25h -
Recovered/Resolved - Other Medically Important Condition)
A (2021-04- |Healthcare Not . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: . - - ) . S .
11829 EU-EC- 3|15 Professional Non EEA Specified Female | Dyspnoca {nva - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008314625 i
Elick or sal | 2021-04- |Healthcare 65-85 Apnoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
11830 h : EEA Male  [Hypotonic-hyporesponsive episode (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death),
EU-EC- |15 Professional Years P (n/a - Fatal - Results in Death - .3mL - Intramuscular])
10008314083 resyncope (n/a - Fatal - Results in Death)
More
2021-04- Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - R
11831 BU-EC- 2115 Professional EEA glan 85 |Male  |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008313985 cars
Blickcorscal | 202104/ Non More SPIKEVAX [COVID-19 MRNA VACCINE
11832 EU-EC- 15 Healthcare EEA than 85 (Male  |Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
10008313512 s Professional Years n/a))
b |5021-04- | Healthcare More Death (n/a - Fatal - Results in Death Other Medically Imponant Condition), l?qehng hot (n/a - Unknown -), General TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11833 EU-FC- 15 Professional Non EEA  |than 85 [Female |physical health deterioration (n/a - Unknown - Other Medically Important Condition), Hypophagia (n/a - Unknown - Other  [immunisation - Not applicable - [1d - n/a -
10008313265 F Years Medically Important Condition), Rash macular (n/a - Unknown - ), Throat tightness (n/a - Unknown - ) Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
% (2021-04-|Healthcare 18-64 Coronary artery disease (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal -  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11834/ EU-EC- by |15 Professional [Non EEA |Years |Female |Results in Death), Hypertension (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death, |(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/aj
10008313072 Other Medically Important Condition), Type 2 diabetes mellitus (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
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: More SPIKEVAX [COVID-19 MRNA VACCINE
11835 2021-04-|Healthcare EEA than 85 |Female Chills (1d - Fatal - Results in Death), Cyanosis (1d - Fatal - Results in Death), Hyperpyrexia (1d - Fatal - Results in MODERNA (CX-024414)] (S- COVID-19
EU-EC- 3|15 Professional Vear Death) immunisation - Not applicable - [n/a - 1{DF} -
10008312935 cars Intramuscular])
i1 (2021-04- Healthcare 65-85 . ) . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - .
11836, BU-EC- 8|5 Professional EEA Vears Female |Respiratory disorder (0d - Fatal - Results in Death) prophylais - n/a - [n/a - 3mi_ - Intramuscular])
10008312799
Elickorscall | = : COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
11837 BU-EC- 2115 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008312454 applicable - [n/a - 1{DF} - Intramuscular])
or scaij i More COVID-19 MRNA VACCINE MODERNA (CX-
a1 (2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1838 pypc 114 [Professional [NOn FEA - |than 85 [Male - Death (1~ Fatal - Results In Death (CX-024414)] (S - COVID-19 immunisation - Not
10008312007 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | 5 : COVID-19 MRNA VACCINE MODERNA (CX-
3l (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . .
11839 EU-EC- = |14 Professional Non EEA Years Male | Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008312005/ § applicable - [n/a - 1{DF} - Intramuscular])
=1 ; More COVID-19 MRNA VACCINE MODERNA (CX-
i : (2021-04-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - . D
1840 gy E% (14 [Professional |NO"FEA - |han 85 [Male - Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008311966 ; applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | == More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
1841 gy pc B[14  |Professional |NOMEEA than 85 [Female Death (v - Fatal - Results In Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008311910 applicable - [n/a - 1{DF} - Intramuscular])
i More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-04- [Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
11842 EU-EC- o m Professional Non EEA 21(1:;585 Male  |Arrhythmia (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008311844 applicable - [n/a - 1{DF} - Unknown])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
18483 pupc 214 |Professional [N EEA vy [Male |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008311735 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare than 85 . . - . . 024414) [COVID-19 MRNA VACCINE MODERNA
7 . - - , - - . .
11844| gpu.EC 14 Professional Non EEA Vears Female |Cardiac arrest (1d - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008311715 applicable - [n/a - 1 {DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
A (2021-04- [Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
11845 EU-EC- m Professional EEA Vears Female |Lung infiltration (n/a - Fatal - Results in Death) - n/a- n/a])
10008311671
click or scarl
2021-04- Non Not Cardiac arrest (1d - Fatal - Results in Death), Presyncope (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - VAXZEVRIA [COVID-19 VAQCINE ASTRAZENECA
11846 Healthcare EEA .. _Male . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 14 . Specified Results in Death), Sudden death (1d - Fatal - Results in Death) -
;s Professional - Drug withdrawn - [1d - 1{DF} - Intramuscular])
10008311508
Elickorscall | 5 : COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-04- (Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
11847 EU-EC- = |14 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008311292/ = f applicable - [n/a - 1 {DF} - Intramuscular])
i 2021-04-|Healthcare 65-85 COMIRNATY [TOZIN. ] (S- COVID-19
11848 : . EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- |14 Professional Years Tntramuscular])
10008311051
Eetick or scall | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 . T 024414) [COVID-19 MRNA VACCINE MODERNA
11849 EU-EC- 14 Professional Non EEA Vears Male |Illness (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008311017 applicable - [n/a - 1{DF} - Intramuscular])
11850 2021-04-|Healthcare EEA 65-85 Female Concomitant discase aggravated (n/a - Fatal - Results in Death), Pneumonia (n/a - Recovered/Resolved With Sequelae - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- |14 Professional Years Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008310961/ = ]
ek or scall | : COVID-19 MRNA VACCINE MODERNA (CX-
=l (2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
S pupe | 214 |Professional [N EEA vy [Male  |Death (1d-Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008310854 & applicable - [n/a - 1{DF} - Intramuscular])
Aphasia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
11852 2021-04- |Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation), Communication disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Hemiplegia |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |14 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation), Nervous system disorder (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008310711 Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Alanine aminotransferase increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aspartate
Elickor scall | 5= aminotransferase increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- Healthcare 65-85 Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
1853 ppc |14 Professional  |NO" FEA years  |MA® |Results in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, |(CX-024414)] (S- COVID-19 immunisation - Not
10008310316 Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Troponin applicable - [n/a - 1{DF} - Intramuscular])
increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
: SPIKEVAX [COVID-19 MRNA VACCINE
3l (2021-04- [Healthcare 65-85 o . MODERNA (CX-024414)] (S- COVID-19
U854 pupc (14 Professional | "M EEA  |yrors  [Female |Cardiac failure acute (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008310070 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : Hepatic failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- Healthcare 65-85 e . L . 024414) [COVID-19 MRNA VACCINE MODERNA
11855 . Non EEA Female [Hospitalisation), Internal haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pleural effusion . g
EU-EC- |14 Professional Years (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Unknown - Caused/Prolonged Hospitalisation) (€X-024414)] (S- COVID-19 immunisation - Not
10008310013 ? applicable - [n/a - 1{DF} - Intramuscular])
o or el COVID-19 MRNA VACCINE MODERNA (CX-
- = : 2021-04- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
11856 L . Non EEA Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 14 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008309671
ICSR])
Agonal death struggle (2d - Unknown - Caused/Prolonged Hospitalisation), Areflexia (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation), Cardiac arrest (2d - Unknown - Caused/Prolonged Hospitalisation), Complication
associated with device (n/a - Unknown - Caused/Prolonged Hospitalisation), Corneal reflex decreased (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation), Cyanosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Device
malfunction (n/a - Unknown - Caused/Prolonged Hospitalisation), Disseminated intravascular coagulation (2d - Unknown -
Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Fatigue
oL scdl (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Loss of consciousness (1d - Recovered/Resolved - COVID-19 MRNA VACCINE MODERNA (CX-
11857 2021-04- Hea]thgare Non EEA 18-64 Female |Caused/Prolonged Hospitalisation), Malaise (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Metabolic acidosis 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- 3|14 Professional Years (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Mobility decreased (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008309564 Caused/Prolonged Hospitalisation), Presyncope (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary embolism (2d| applicable - [n/a - 1{DF} - Intramuscular])
- Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulseless electrical activity (n/a - Unknown -
Caused/Prolonged Hospitalisation), Pupillary reflex impaired (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Pyrexia (2d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Respiratory acidosis (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved -
Caused/Prolonged Hospitalisation), Vena cava thrombosis (2d - Unknown - Caused/Prolonged Hospitalisation)
. COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
11858 pUEC 14 Professional [Non EEA  |yorg [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008309496 applicable - [n/a - 1{DF} - Intramuscular])
Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (12d - Fatal
. A 2021-04-|Healthcare More - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
11859 EU-EC- . 14 Professional EEA than 85 |[Male  |Hospitalisation), Pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Purpura (27d - immunisation - Drug withdrawn - [n/a - .3mL -
Years Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death Intramuscular])
10008309219 PRI
Caused/Prolonged Hospitalisation)
b 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- : ) ) . i . ) ) e - -
11860 BU-EC- : 14 Professional EEA glan 85 |Male  |Death (n/a - Fatal - Results in Death), Pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10008309116 =2 cans
: More COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- Healthcare . 024414) [COMID-19 MRNA VACCINE MODERNA
: - - ) . N
1861 gy 14 |Professional | "M FEA [than 85 [Male - Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008309086 SEn applicable - [n/a - 1{DF} - Intramuscular])
BlickCor scal | More
11862 2021-04- |Healthcare EEA than 85 |Female Asthenia (8d - Fatal - Results in Death), Confusional state (8d - Fatal - Results in Death), Decreased appetite (8d - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 14 Professional Results in Death) immunisation - n/a - [n/a - .5mL - Intramuscular])
10008308999 Years
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Non More
2021-04- Abdominal pain (n/a - Fatal - Results in Death), Hypothermia (n/a - Fatal - Results in Death), Retching (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
11863 Healthcare EEA than 85 |Female . . - . . s
EU-EC- 14 . Results in Death), Urinary retention (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
Professional Years
10008308398
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
2i | 2021-04- | Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; . - - ) A
11864 EU-EC- 14 Professional Non EEA Specified Female |Sudden death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008308016 applicable - [n/a - n/a - Intramuscular])
Elickorscall | == More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . . - .. 024414) [COVID-19 MRNA VACCINE MODERNA
11865 EUEC |2 14 Professional Non EEA 2](1:;585 Female [Dyspnoea (n/a - Unknown - ), Respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008307740, =4 applicable - [n/a - 1{DF} - Intramuscular])
or scaf i Abscess limb (11d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Decreased activity (11d - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
11866 il [2021-04- Health({are Non EEA 18-64 Male |Results in Death), Groin abscess (11d - Fatal - Results in Death), Increased upper airway secretion (11d - Fatal - Results 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 Professional Years in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008307494 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | 5 : SPIKEVAX [COVID-19 MRNA VACCINE
41 2021-04- | Healthcare 65-85 . e . . MODERNA (CX-024414)] (S- COVID-19
: - - X - - . o ;
11867 o kc 14 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death), Traumatic intracranial haemorrhage (4d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008307475 Intramuscular])
: : More COVID-19 MRNA VACCINE MODERNA (CX-
41 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
11868 pupc 14 |Professional |NC"FEA jthan 85 [Male Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008307474 applicable - [n/a - 1{DF} - Unknown])
11869 2021-04- |Healthcare EEA 65-85 Female Arthralgia (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- x (14 Professional Years Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008306730
: Non COMIRNATY [TOZINAMERAN] (S- COVID-19
11870 2021-04- Healthcare EEA Not Female Chills (n/a - Unknown - ), Headache (n/a - Unknown - ), Injection site pain (n/a - Unknown - ), Malaise (n/a - Fatal - Results |immunisation - Not applicable - [n/a - 1{DF} - n/a]),
EU-EC- 14 . Specified in Death), Myalgia (n/a - Unknown - ), Nausea (n/a - Unknown - ) [NOT AVAILABLE] (S- n/a - Unknown - [n/a - n/a -
’ Professional
10008306725 n/a])
b 2021-04- |Healthcare More Chromaturia (n/a - Fatal - Results in Death), Confusional state (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - SPIKEVAX [COVID-19 MRNA VACCINE
11871 . EEA than 85 (Female |Results in Death), Hypophagia (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Renal failure |MODERNA (CX-024414)] (S- COVID-19
EU-EC- 14 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008306721 ; esulls In Dea PP
i 8% 12021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S- n/a - Not
% . I i i - - i .
1872 cukc 14 Professional EEA gl(lan 85 [Male |Vaccination failure (n/a - Fatal - Results in Death) applicable - [23d - 1 {DF} - Intramuscular])
10008306449 cans
: MERAN]
11873 i1 (2021-04-|Healthcare EEA 18-64 Male Epistaxis (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death), Pancytopenia (n/a - Not mﬁﬁc—fz ggimlicable -1 d(—sl_ {%;\}/[_1)19
EU-EC- 14 Professional Years Recovered/Not Resolved - Other Medically Important Condition) PP
10008306437 Intramuscular])
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o 2021-04- | Healthcare 18-64 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
11874 . EEA Male  [Malaise (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- ; 14 Professional Years ) withdrawn - [1Va - 1 {DF} - Intramuscular])
10008306370 Drug e
fick or sea More COMIRNATY [TOZINAMERAN] (S- COVID-19
srad) 2021-04- | Healthcare L . . -
11875 EU-EC- T 14 Professional EEA ?:anr 585 Male  |vaccination failure (n/a - Fatal - Results in Death) immunisation - n/a - [22d - 1{DF} - Intramuscular])
10008306351
E— 2021-04- | Healthcare 65-85 VAXZEVRIA [COVID- 19 VACCINE ASTRAZENECA
11876 : EEA Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | & 14 Professional Years wa-[1d- 1 {DF} - Int ar])
10008306336 -/a- [1d- 1{DF} - Intramuscular
Elick orscal | COMIRNATY [TOZINAMERAN] (S - COVID-19
2021-04- |Healthcare 65-85 . immunisation - Not applicable - [1d- .3mL -
; - - ) ..
1877 pugC 14 |Professional |FPA Years |Female Sudden death (1d- Fatal - Results in Death Intramuscular]), [LEVOFLOXACIN] (S- Bronchitis -
10008306301 Not applicable - [7d - 500mg - Oral])
Elickcor scad | 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
11878 . EEA than 85 |Female |Sudden death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 14 Professional Vears Tntramuscular])
10008306300
Elick or scal | : More COMIRNATY [TOZINAMERAN] (S- COVID-19
=1 (2021-04- Healthcare Cardio-respiratory distress (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vaccination failure (n/a - Fatal|. P .
11879 . EEA than 85 |Female 2 T immunisation - Drug withdrawn - [1d - 1{DF} -
EU-EC- Z 14 Professional Y - Results in Death, Caused/Prolonged Hospitalisation) Int Jar])
10008306271 cans nlramuseuiar
:
21 2021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
11880 EUEC | g4 14 Professional EEA Vears Female |Cerebral haemorrhage (4d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008305869| = ]
Rlickor scal | 2021-04- | Healthcare 18-64 Dyspnoea (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Life Threatening, COMIRNATY [TOZINAMERAN] (- Immunisation -
11881 EU-EC- 14 Professional EEA Vears Male  |Caused/Prolonged Hospitalisation), Pulmonary embolism (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged na - [n/a- v/a - n/a])
10008305700 Hospitalisation), Vomiting (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation)
: More COVID-19 MRNA VACCINE MODERNA (CX-
11882 A (2021-04-|Healthcare Non EEA  |than 85 Male COVID-19 pneumonia (n/a - Fatal - Results in Death), Chronic obstructive pulmonary disease (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 Professional Years Death), Road traffic accident (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008305639 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | ,;i'" : Arrhythmia (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results COVID-19 VACCINE ASTRAZENECA (CHADOX1
11883 o [2021-04- Healtheare e gy (18-64 g i |in Death, Other Medically Tmportant Condition), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 14 Professional Years [ rtant, Condition) ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008305047 iy mp - Not applicable - [n/a - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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: B More COVID-19 MRNA VACCINE MODERNA (CX-
11884 al (2021-04-|Healthcare Non EEA  |than 85 Male Chronic obstructive pulmonary disease (1d - Fatal - Results in Death), Cognitive disorder (1d - Fatal - Results in Death), |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 Professional Vears Condition aggravated (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008305021 i applicable - [n/a - 1{DF} - Intramuscular])
i |2021-04- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . vl .
11885 EU-EC- 14 Professional EEA Vears Female [Haemoptysis (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [nVa - 1{DF} - n/a])
10008304505
Rlick or scal 3 -d‘l 5021-04- |Healthcare More Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Unknown - Other TOZINAMERAN [TOZINAMERAN] (S- COVID-19
11886 : . Non EEA  |than 85 |Female |Medically Important Condition), Dysphagia (n/a - Unknown - ), Eating disorder (n/a - Unknown - ), SARS-CoV-2 test positive|immunisation - Not applicable - [n/a - n/a -
EU-EC- 14 Professional - o
Years (n/a - Unknown - Other Medically Important Condition) Intramuscular])
10008303877
Qr _scail
11887 2021-04- | Healthcare EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiogenic shock (n/a - [COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 14 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10008303777
Bk orsca | B2 Arthralgia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Extensive swelling of vaccinated limb
Ef: : Non (n/a - Fatal - Results in Death, Life Threatening), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results
11888 oo ¥ %221_04_ Healthcare ~ |EEA ;86;?2 Male  |in Death), Injection site erythema (n/a - Fatal - Results in Death, Life Threatening), Injection site pain (n/a - Fatal - mﬁﬁgﬁ g(gimﬁgﬁwﬁ _lc{g}};[ l_)-nf])
10008303662 5 o Professional Results in Death, Life Threatening), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), PP
Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death)
Non COVID-19 (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Delirium (n/a - Fatal - Results in
11889 B 20210 eatthcare  [EEA (978 |Male | Death), Feeding disorder (/a - Fatal - Results in Death), Fluid intake reduced (n/a - Fatal - Results in Death), Oxygen | COMIRNAT Y [TOZINAMERAN] (S- COMD-19
EU-EC- 14 : Years ; . immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional saturation decreased (n/a - Fatal - Results in Death)
10008303647
Apathy (n/a - Unknown - Caused/Prolonged Hospitalisation), Bradyphrenia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Cough (n/a - Unknown - Caused/Prolonged
or scail Hospitalisation), Decreased activity (n/a - Unknown - ), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), ME
11890 2021-04- Healthcare EEA 65-85 Female Diarrhoea (n/a - Unknown - Other Medically Important Condition), Inflammation (n/a - Unknown - Caused/Prolonged mﬂﬁ;ﬁ ggzamlicablmf _1 ?IX))I};I ]_}19
EU-EC- 14 Professional Years Hospitalisation), Productive cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Other Tntramuscular]) PP
10008303172 Medically Important Condition), Quadriparesis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Urosepsis (n/a - Recovered/Resolved - Caused/Prolonged
Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Other Medically
Important Condition)
Dyspnoea (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Immune thrombocytopenia (n/a - Unknown - 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), Peripheral swelling (n/a-  {COVID-19 VACCINE ASTRAZENECA (CHADOX1
11891 2021-04- Healthqare Non EEA 18-64 Male  |Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important NCOV-19) [COVID-19 VACCINE AST RAZENECA
EU-EC- 14 Professional Years Condition), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, ((CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008303151 Disabling, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Life Threatening, - Not applicable - [1d - n/a - n/a])
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Thrombocytopenia (n/a - Not
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition)
or scail : Blood pressure decreased (n/a - Fatal - Results in Death, Life Threatening), Cold sweat (n/a - Fatal - Results in Death, Life
11892 31| 2021-04- | Healthcare EEA 65-85 Male Threatening), Depressed level of consciousness (n/a - Fatal - Results in Death, Life Threatening), Dyspnoea (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | &B 14 Professional Years Results in Death, Life Threatening), Malaise (n/a - Fatal - Results in Death, Life Threatening), Pharyngeal swelling (n/a - [immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008303075/ =4 Fatal - Results in Death, Life Threatening)
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- 15021-04- Non More }3100d pressure mcreas_ed(ld— Fatal - Results in Death, Other Medically Imponm?t Condition), Fatlgue.(ld— Fatal - Results COMIRNATY [TOZINAMERAN] (S - COVID-19 -
11893 EU-EC- 14 Healthcare EEA than 85 [Male  |in Death, Other Medically Important Condition), Headache (1d - Fatal - Results in Death, Other Medically Important na - [n/a- n/a - n/al)
10008302879 Professional Years Condition)
click or scarl N
vl (2021-04-[ 00 65-85 Fatigue (4d - Fatal - Results in Death), Pneumonia (4d - Fatal - Results in Death), Respiratory distress (4d - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
11894 X Healthcare EEA Male . . .
EU-EC- T (14 Professional Years Results in Death) immunisation - n/a - [n/a - n/a - n/aJ)
10008302240 ;
m e 4 Non More
=112021-04- Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (34d - Fatal - Results in Death COMIRNATY [TOZINAMERAN] (S - Immunisation -|
11895 Healthcare EEA than 85 [Male TR
EU-EC- 14 Professional v, Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - n/a])
10008302231 rofessional ears
Qr scaij '-
21 (2021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
; - -
11896 EU-EC- 14 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008302082
al (2021-04- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
11897 EU-EC- 14 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death, Life Threatening) na - [n/a - n/a - n/a])
10008302079
F, More
Laal 2021-04- [Healthcare . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
11898 EU-EC- 14 Professional EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death, Life Threatening) na - [n/a- n/a - n/al)
10008302075 cars
ek or scall | : COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . s
1899 gy pc 14 |Professional [NONEEA lyeyy [Male |Cardiacarrest (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008302011 applicable - [n/a - 1{DF} - Intramuscular])
; a1 (2021-04- Healthcare 18-64 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; R -
11900 EU-EC- 14 Professional EEA Vears Female |Subarachnoid haemorrhage (n/a - Fatal - Results in Death) - n/a - n/a])
10008302008 :
11901 2021-04-|Healtheare —pp than 85 [Male  |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 14 Professional Vears - n/a- n/a])
10008301988
m o Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral thrombosis (n/a - Fatal - Results in Death
11902 2021-04- | Healthcare EEA 18-64 Male Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diarrhoea (n/a - Unknown - Caused/Prolonged (\%CI-i(A?]E(\)/)E?IAI\I[gg\\f 1%)59(8\/- An(/fl-NEU AST]O V;A_Z[i/};EFA
EU-EC- 14 Professional Years Hospitalisation), Platelet count decreased (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - 1 {DF} - Intramuscular])
10008301764 Caused/Prolonged Hospitalisation)
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . .
W08 pupe |3 14 [Profesional |NO"FEA - |than 85 Male Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008301528 i applicable - [n/a - 1{DF} - Intramuscular])
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: Non
11904 2021-04- Healthcare Non EEA 65-85 Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebrovascular [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 14 . Years accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008301154
KlickCor scal
b, 12021-04- | Healthcare 65-85 . ; . COMIRNATY [TOZINAMERAN] (S- COVID-19
- - . - - £) - =) - - 1 1 1 1
11905 EU-EC 14 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) immunisation - Not applicable - [n/a - n/a - n/al)
10008300846
o Dyspnoea (4d - Unknown - Caused/Prolonged Hospitalisation), Hypotension (4d - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
11906 2021-04- |Healthcare Non EEA 18-64 Female Hospitalisation), Nail injury (4d - Unknown - Caused/Prolonged Hospitalisation), Oxygen saturation decreased (4d - Unknown (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 14 Professional Years - Caused/Prolonged Hospitalisation), Pneumonia (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis ~ [(CX-024414)] (S- COVID-19 immunisation - Not
10008300784 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | : 5021-04- Non 65-85  |Not COMIRNATY [TOZINAMERAN] (S- COVID-19
11907, : Healthcare EEA .. |Full blood count abnormal (37d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- |4 14 Professional Years  |Specified Intr: Jar])
10008300649 =2 olessiond amusciar
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
il (2021-04- |Healthcare 65-85 . NCOV-19) - SUSPENSION FOR INJECTION (S-
: - - ) . o .
11908 EU-EC- 14 Professional EEA Years Male  Death (0d - Fatal - Results In Death COVID-19 immunisation - Not applicable - [n/a -
10008300627 i .SmL - Intramuscular])
g (2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - Not
; - - ) .
11909 EU-EC- 14 Professional EEA Years Female Death (0d - Fatal - Results In Death applicable - [n/a - .3mL - Intramuscular])
10008300483
11910 2021-04- | Healthcare EEA 65-85 Female Condition aggravated (n/a - Fatal - Results in Death), Dysphagia (n/a - Fatal - Results in Death), General physical health |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EG-  |{ 14 Professional Years deterioration (n/a - Fatal - Results in Death), Productive cough (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008300114
:
4 (2021-04- Healthcare 65-85 . . o . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - X - - . o .
1wy poec & 3m Professional Non EEA Vears Male  |Disease recurrence (1/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) ; isation - Not applicable - [1d - n/a - n/a])
10008299756
ElickCor scal Non
11912 2021-04- Healthcare Non EEA 65-85 Male Coma (n/a - Unknown - Other Medically Important Condition), Haemorrhagic stroke (n/a - Fatal - Results in Death), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : |14 . Years Hypertension (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
= Professional
10008299597
2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11913 . EEA than 85 [Male  |Sudden cardiac death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- : (14 Professional
10008298978 Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008300649&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008300114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008299756&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008299597&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
E— 2 (9021-04- | Healthcare 65-85 Acute kidney injury (n/a - Fatal - Results in Death), Acute myocardial infarction (n/a - Fatal - Results in Death), VAXZEVRIA [COVID-19 VACCINE AST RAZE,NE,CA
11914 pU.EC (13 Professional EEA Vears Female |Cardiogenic shock (n/a - Fatal - Results in Death), Hyperkalaemia (n/a - Fatal - Results in Death), Metabolic acidosis (n/a (CHADOXI NCOV-19)] (S - COVID-19 immunisation
- Fatal - Results in Death - Not applicable - [0d - .5mL - Intramuscular])
10008298885 Results in Death)
| Cerebral mfarctlpl? (n/a - Fatal - Results in Death, Life Threaten‘lmg, Caused/Prolonged Hospltahsa-tlon, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
Non Important Condition), Cough (n/a - Unknown - ), Dyspnoea exertional (n/a - Unknown - ), Dyspraxia (n/a - Fatal - Results
=i (2021-04- 18-64 . - . . - h NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11915 Healthcare EEA Female |in Death), Fatigue (n/a - Unknown - ), Malaise (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged . o
EU-EC- . 3113 Professional Years Hospitalisati her Medically T dition). Pul boli Fatal R Lif (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008298833 rofessional ospitalisation, Other cally mpprt_ant_Con tion), Imonary embolism (“/?‘j atal - Results in Death, Life - Not applicable - [/a - 1 {DF} - n/a])
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition) !
Elickorscall | COVID-19 MRNA VACCINE MODERNA (CX-
11916 2021-04- |Healthcare Non EEA 65-85 Male Pancreatic carcinoma (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination site pain (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . L 13 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008298329 v applicable - [n/a - 1{DF} - Intramuscular])
: e COVID-19 MRNA VACCINE MODERNA (CX-
A% [2021-04-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
X ; - - ) . L
11917 EU-EC- x| 13 Professional Non EEA Years Male | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008298327 ; applicable - [n/a - 1{DF} - Intramuscular])
B4 COVID-19 MRNA VACCINE MODERNA (CX-
b i 2021-04- | Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
11918 : . Non EEA Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- : 13 Professional Years . .
P - applicable - [n/a - 1{DF} - Intramuscular - More in
10008298290
ICSR])
: COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- Healthcare 65-85 . . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
11919 EU-EC- |13 Professional Non EEA Vears Male  |Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008298066 i applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal | ¢ & 5021-04- Non More COVID-19 pneumonia (n/a - Fatal - Results in Death), Clostridium difficile infection (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
11920 ; Healthcare EEA than 85 |Female |Headache (4d - Fatal - Results in Death), Hypoacusis (n/a - Fatal - Results in Death), Urinary retention (n/a - Fatal - . P .
EU-EC- 3113 . N immunisation - Not applicable - [1d - 1{DF} - n/a])
Professional Years Results in Death)
10008297835
Elick or scall | = : COMIRNATY [TOZINAMERAN] (S- COVID-19
] 24 2021-04- |Healthcare 65-85 . . o prophylaxis - Not applicable - [1d - n/a - n/a)),
11921 EU-EC- ] 313 Professional EEA Vears Male  [Haemorrhagic stroke (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) [ACENOCOUMAROL ] (S- Atrial fibillation - Not
10008297833 =3 applicable - [n/a - n/a - n/a])
- More
1 2021-04- | Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . S .
11922 EU-EC- ] 13 Professional EEA gl(lan 85 |Female |Cerebral haemorrhage (5d - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10008297812 cans
i ¥ 12021-04- [Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
11923 : . EEA Female |Septic shock (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- i 3113 Professional Years Unknown])
10008297688 &
: More SPIKEVAX [COVID-19 MRNA VACCINE
11924 4 (2021-04- [Healthcare Non EEA  |than 85 |Female Circulatory collapse (1d - Fatal - Results in Death), Hypotension (1d - Fatal - Results in Death), Hypoxia (1d - Not MODERNA (CX-024414)] (S- COVID-19
EU-EC- i Ly |13 Professional Vears Recovered/Not Resolved - ), Pyrexia (1d - Not Recovered/Not Resolved - ) immunisation - Not applicable - [n/a - 1{DF} -
10008297616| =4 n: Intramuscular - More in ICSR])

Manual "ICSR Form" req|

uest: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form& SR_|D=*******& xpt=1& _xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008298327&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008297835&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008297833&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008297812&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008297688&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008297616&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# ENU [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp! Qualification or Group ex Route])
Date Regulatory
Purposes
11925 2021-04-|Healthcare EEA than 85 |Female Craniocerebral injury (n/a - Fatal - Results in Death), Delirium (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 113 Professional Vears in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008297558 it
11926 2021-04- | Healthcare EEA i\}/f(a)rrleS 5 [Male Bacterial infection (n/a - Unknown - ), Basilar artery occlusion (n/a - Fatal - Results in Death), Brain stem infarction (n/a - ﬁéﬁ%\mﬁ(g{%?&?mé%%%
EU-EC- 3113 Professional Fatal - Results in Death), Leukocytosis (n/a - Unknown - ), Shift to the left (n/a - Unknown - ) . L
10008297358 Years immunisation - n/a - [n/a - 1{DF} - Intramuscular])
[ Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition),
Rlick or scal i : Headache (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Immune COVID-19 VACCINE ASTRAZENECA (CHADOX1
L 4 (2021-04- [Healthcare 18-64 . . . : . ... NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11927 : Non EEA Female |thrombocytopenia (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Meningitis . S
EU-EC- : (13 Professional Years . - - . . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008297274 (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), Seizure (n/a - Not - Not applicable - [n/a - /a - n/a])
Recovered/Not Resolved - Life Threatening, Other Medically Important Condition) PP
Cardiac arrest (1440min - Fatal - Results in Death, Other Medically Important Condition), Cardiac failure chronic
(1440min - Fatal - Results in Death, Other Medically Important Condition), Cardiogenic shock (1440min - Fatal - Results
Elick or scad A, in Death, Other Medically Important Condition), Dyspnoea (1440min - Fatal - Results in Death), Dyspnoea (8640min -  |COVID-19 MRNA VACCINE MODERNA (CX-
11928 24 (2021-04- |Healthcare Non EEA 65-85 Ml Fatal - Results in Death, Caused/Prolonged Hospitalisation), Metabolic disorder (1440min - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Y13 Professional | O™ Years © |Septic shock (1440min - Fatal - Results in Death, Other Medically Important Condition), Ventricular fibrillation (1440min |(CX-024414)] (S- COVID-19 immunisation - Not
10008297232/ =3 - Fatal - Results in Death, Other Medically Important Condition), Ventricular fibrillation (4320min - Fatal - Results in  |applicable - [n/a - 1 {DF} - Intramuscular])
Death, Other Medically Important Condition), Weight increased (1440min - Fatal - Results in Death, Other Medically
Important Condition), Weight increased (8640min - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Blick or seal ; H 2021-04-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11929 EU-EC- 1 : 3 Professional EEA than 85 [Female |Sudden death (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008296602| 5 P Years Intramuscular])
2021-04- | Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
11930 BU-EC- 1 3 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008296592 4% ; Intramuscular])
. COVID-19 MRNA VACCINE MODERNA (CX-
11931 2021-04- |Healthcare Non EEA 65-85 Male Abdominal distension (n/a - Unknown - ), Condition aggravated (n/a - Unknown - ), Death (1d - Fatal - Results in Death), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- Ly (13 Professional Years Emotional distress (n/a - Unknown - ), Hepatic cirrhosis (n/a - Unknown - ), Pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008296562 i applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad |* 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
24 (2021-04- [Healthcare 65-85 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - - X - - . S
11932 EU-EC- ] |13 Professional EEA Vears Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008296457 - Not applicable - [1d - 1{DF} - Intramuscular])
Eideorsal ; .. 2021-04- | Healthcare More COMIRNATY [TOZINMRAN] (S- COMID-19
11933| EU-EC- g (13 Professional |EEA than 85 (Male  |COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
10008296448 Years Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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More
11934 2021-04-|Healthcare Non EEA  |than 85 |Female Anxiety (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i (13 Professional v Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
‘ears
10008296316
lick or scal i 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
11935 EU-EC- ] h 13 Professional EEA than 85 |Female |Hemiplegia (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
10008296079 = L : Years Intramuscular])
s ¥ 12021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% el . - - i . .. )
11936, EUEC | 13 Professional EEA glan 85 |Female [Sudden death (n/a - Fatal - Results in Death) immunisation - 1/a - [1va - 1 {DF} - Intramuscular])
10008296064| ; cans
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 (2021-04- Healthcare 65-85 L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
1937 gy pc 213 |Professional |[FEA |years [Male  [Myocardial infarction (1d- Fatal - Results in Death (CHADOX1 NCOV-19)] (- COVID-19 immunisation
10008296041 - Drug withdrawn - [1d - .5mL - Intramuscular])
Rlickcor scal | Apnoea (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Heart rate irregular (n/a - COVID-19 A VA MODERNA (CX-
2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
11938 : Non EEA Female |Unknown - ), Hypophagia (n/a - Unknown - ), Illness (n/a - Unknown - ), Lethargy (n/a - Unknown - ), Malaise (n/a - . L
EU-EC |13 Professional Years Unknown - ), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - ) (CX-024414)] (- COVID- 19 immunisation - Not
10008295550 » Lnresp ¥ 1mp! ' S applicable - [n/a - 1{DF} - Unknown])
Atelectasis (n/a - Not Recovered/Not Resolved - ), Brain oedema (n/a - Not Recovered/Not Resolved - ), Cerebral venous sinus
thrombosis (5d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Coma (n/a - Not
Recovered/Not Resolved - ), Death (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - ), Hepatic artery thrombosis (1d - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
11939 2021-04- | Healthcare EEA 18-64 Female Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Hepatic perfusion disorder (n/a - Not Recovered/Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 3113 Professional Years Resolved - ), Hepatic vein thrombosis (n/a - Not Recovered/Not Resolved - ), Hypoperfusion (n/a - Not Recovered/Not (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008295394 Resolved - ), Immune thrombocytopenia (n/a - Not Recovered/Not Resolved - ), Mydriasis (n/a - Not Recovered/Not Resolved |- n/a - Intramuscular])
-), Portal vein thrombosis (n/a - Not Recovered/Not Resolved - ), Pupils unequal (n/a - Not Recovered/Not Resolved - ), Renal
vein thrombosis (1d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Subarachnoid
haemorrhage (n/a - Not Recovered/Not Resolved - )
Brain oedema (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral venous sinus thrombosis (13d - Fatal - Results
_ in Death, Caused/Prolonged Hospitalisation), Hallucination, visual (n/a - Unknown - Caused/Prolonged Hospitalisation),
Elick or sca | 3 Headache (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hemiparesis (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
11940 2021-04- |Healthcare Non EEA 18-64 Female Caused/Prolonged Hospitalisation), Intracranial pressure increased (n/a - Unknown - Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- G 7 (13 Professional Years Musculoskeletal stiffness (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008295118 Hospitalisation), Photophobia (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - - Not applicable - [1d - .5mL - n/a])
Caused/Prolonged Hospitalisation), Venous haemorrhage (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)
lick or seal | 3 Wi Non Acute left ventricular failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA, (CX-
2021-04- 65-85 . . . AR . . 024414) [COVID-19 MRNA VACCINE MODERNA
11941 Healthcare Non EEA Male |Peripheral ischaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown - . L
EU-EC- %3 3|13 Professional Years Caused/Prolonged Hospitalisation), Skin weeping (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (- COVID-19 immunisation - Not
10008294930 ged Hosp d S P applicable - [/a - 1 {DF} - Intramuscular])
; Cerebral artery occlusion (5d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemolytic
4 uraemic syndrome (6d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Ischaemic stroke (5d CQOVID-19 VACCINE ASTRAZENECA (CHADOXI
il (2021-04- [Healthcare 18-64 ! . - o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
11942 . EEA Female |- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not . o
EU-EC- 3113 Professional Years Re d/Not Resolved - Life Thr - d/Proloneed Hospitalisation). Thrombotic thrombo ) " (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008294439 covered/Not Resolved - Life Threatening, Caused/Prolonged Hospit 1s.at1cA>n),A ombotic thrombocytopenic purpura (n/a - |* Wa - [/a - n/a - Intramuscular])
Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008296041&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008295550&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008295394&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008295118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294930&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294439&_xpt=1&_xf=pdf
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10008294133 | 2

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
icorsa i ¥ 12021-04- [Healtheare 65-85 VAXZEVRIA [COVID-19 VACLINE ASTRAZENECA
11943 : EEA Female |Death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 3113 Professional Years

- Not applicable - [n/a - .5mL - Intramuscular])

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

ICSR Form

EV
Gateway
Receipt
Date

Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Patient
Age
Group

Patient
Sex

Reaction List PT (Duration - Outcome - Seriousness Criteria)

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

11944

Eickorscal o

EU-EC-

10008294093

45 2021-04-
13

Healthcare
Professional

Non EEA

65-85
Years

Male

Feeling abnormal (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 - 1{DF} - Intramuscular]), SHINGRIX
[RECOMBINANT VARICELLA ZOSTER VIRUS
GLYCOPROTEIN E, STIMULON,
MONOPHOSPHORYL LIPID A] (S- Product used for
unknown indication - Not applicable - [1d - n/a -
Intramuscular]), [INFLUENZA A VIRUS
ATEXAS/50/2012 X-223A (H3N2)
HEMAGGLUTININ ANTIGEN (FORMALDEHYDE
INACTIVATED), INFLUENZA A VIRUS
A/CALIFORNIA/7/2009 X-179A (HINI)
HEMAGGLUTININ ANTIGEN (FORMALDEHYDE
INACTIVATED), INFLUENZA B VIRUS
B/MASSACHUSETTS2/2012 HEMAGGLUTININ
ANTIGEN (FORMALDEHYDE INACTIVATED),
INFLUENZA B VIRUS B/BRISBANE/60/2008
HEMAGGLUTININ ANTIGEN (FORMALDEHYDE
INACTIVATED)] (S- Product used for unknown
indication - Not applicable - [1d - 1{DF} -
Intramuscular]), [PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 4,
PNEUMOCOCCAL POLYSACCHARIDE SEROTYPE
6B, PNEUMOCOCCAL POLYSACCHARIDE

SEROT YPE 9V, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 14,
PNEUMOCOCCAL POLYSACCHARIDE SEROTYPE
18C, PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 19F, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 23F,
PNEUMOCOCCAL POLYSACCHARIDE SEROTYPE
33F, PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 8, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 22F,
PNEUMOCOCCAL POLYSACCHARIDE SEROTYPE
20, PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 19A, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 17F,
PNEUMOCOCCAL POLYSACCHARIDE SEROTYPE
15B, PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 12F, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 11A,
PNEUMOCOCCAL POLYSACCHARIDE SEROTYPE
9N, PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 7F, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 5,
PNEUMOCOCCAL POLYSACCHARIDE SEROT YPE
3, PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 2, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 1,
PNEUMOCOCCAL POLYSACCHARIDE SEROTYPE
10A, PNEUMOCOCCAL POLYSACCHARIDE
'VACCINE (23 VALENT)] (S- Product used for
unknown indication - 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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294093&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
11945 y 2021-04-|Healtheare 1pps i 85 [Male | General physical health deterioration (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S COVID-19
EU-EC- . 13 Professional Vear immunisation - Not applicable - [n/a - n/a - n/a])
10008294012 s
11946 2l (2021-04- (Healthcare EEA 65-85 Female Epilepsy (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Seizure ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 113 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008294011
Atrioventricular block (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Bradycardia (1d
- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiac arrest (1d - Fatal - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation), Cardiovascular disorder (1d - Fatal - Results in Death, Life
= A More Threatening, Caused/Prolonged Hospitalisation), General physical health deterioration (1d - Fatal - Results in Death, Life
1947 pupc %(3)21_04_ Eea;‘thc_are Al EEA than 85 |Female |Threatening, Caused/Prolonged Hospitalisation), Loss of consciousness (1d - Fatal - Results in Death, Life Threatening, COMIRNtATY [I:I;?ZIN'{\MEIRA]\II}]/ 8 ;]/CD\:]I/D—W
1 0008_29 461 0 rotession Years Caused/Prolonged Hospitalisation), Respiration abnormal (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged|™rnisation - ot applicabic - [n/a-nfa-n/a])
Hospitalisation), Rhythm idioventricular (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Unresponsive to stimuli (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation)
11948 a1 2021-04- Healthcare EEA 65-85 Female Cardiovascular disorder (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- . |13 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008294009
;
11949 all (2021-04- |Healthcare EEA Not Not General physical health deterioration (n/a - Fatal - Results in Death), SARS-CoV-2 test positive (n/a - Fatal - Results in  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : (13 Professional Specified Specified Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008294008
i More
ol (2021-04- |Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - . Nl .
19500 cipc |3 |13 Professional EEA ?::ISS Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008294007
Blood lactic acid increased (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death), Depressed
level of consciousness (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in
7, Death), Hepatic failure (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Lactic acidosis (n/a
1 (2021-04- [Healthcare More - Fatal - Results in Death), Livedo reticularis (n/a - Fatal - Results in Death), Liver function test abnormal (n/a - Fatal - |COMIRNATYY [TOZINAMERAN] (S - COVID-19
1951 pugpc |43 13 Professional |FC* than 85 |Female | peuits in Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death), Pleural effusion (n/a - Fatal - [immunisation - Not applicable - [n/a - n/a - n/a])
10008294006 Years Results in Death), Renal failure (n/a - Fatal - Results in Death), Respiration abnormal (n/a - Fatal - Results in Death),
Sedation (n/a - Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death), Troponin increased (n/a - Fatal -
Results in Death)
Rlick or scal bt More Erythema (n/a - Recovering/Resolving - Results in Death, Other Medically Important Condition), Generalised tonic-clonic
11952 2021-04- Healthcare o, than 85 |Female |seizure (n/a - Fatal - Results in Death, Other Medically Important Condition), Meningism (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- : i |13 Professional v, Other Medically Tmportant Condition) - n/a-n/a])
10008293920 : cans o Vietcaly Jmportan ©
: COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
983 pupc |5 213 [Professional [NONEEA yeqy  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008293889 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294012&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294011&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294010&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294009&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294008&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294007&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294006&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293920&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293889&_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
Ik : COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; ? - R . N

1954 pupe |y 113 [Professional [VOMEEA Iyeu [Male  Death (na- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008293815 applicable - [n/a - 1{DF} - Intramuscular])

2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19

11955 EU-EC- 3 T3 Professional EEA than 85 |Female |Anaphylactic reaction (0d - Fatal - Results in Death), Cardio-respiratory arrest (0d - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
10008293763 EE Years Intramuscular])

Bk orscad | =3 More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
- . - - . . .
11956 BU-EC- Lt 13 Professional Non EEA gl;::rSSS Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008293713 | =% applicable - [n/a - 1{DF} - Intramuscular])
or scaij More COVID-19 MRNA VACCINE MODERNA (CX-
11957 ; 2021-04- Healthc-are Non EEA  [than 85 |pjae  |Death (n/a - Fatal - Results in Death), Intentional dose omission (n/a - Unknown - ) 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 13 Professional Years (CX-024414)] (S- COVID-19 immunisation - Not
10008293538 applicable - [n/a - 1{DF} - Intramuscular])
;. More COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
! . - - . ..

11958 EU-EC- ] 13 Professional Non EEA g?; s85 Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008293437 | i3 applicable - [n/a - 1{DF} - Intramuscular])
Bk or scal | e COVID-19 MRNA VACCINE MODERNA (CX-

: 2021-04-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
- . - - . . .
1959 pupe |4 113 Professional | "M EEA  |yeors  [Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008293335 applicable - [n/a - 1{DF} - Intramuscular])
o COVID-19 MRNA VACCINE MODERNA (CX-
% (2021-04- |Healthcare 18-64 . . T . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L

11960 EU-EC | 13 Professional Non EEA Vears Male  [Dyspnoea (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008293328 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-

2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
- . - - . . .

1961 pype |42 B3 Professional |O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not

10008293118 applicable - [n/a - 1{DF} - Intramuscular])
"
. . . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
. -04- - - - , - - , R -
11962 2021-04 Hea]thc_are EEA 18-64 Male Lymphocfytoms (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal (CHADOXI NCOV-19)] (S- n/a - n/a - [n/a - n/a -
EU-EG- |58 3113 Professional Years Results in Death) Intramuscular])

10008293024 :
ik or s | = SPIKEVAX [COVID-19 MRNA VACCINE

: 2021-04- | Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19

: : - - ) . o ;

11963 EU-EC- . 3113 Professional Non EEA Years Male |Death (1d- Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -

10008292999 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293763&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293713&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293538&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293437&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293335&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293328&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008293024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008292999&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
1964 pupc 213 |Professional [NONEEA yeqy  [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008292990 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . . . e 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
11965 BU-EC- |3 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10008292978 : Unknown - [n/a - 1{DF} - Intramuscular])
Eickorscad | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
11966, EU-EC- Lo 13 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Unevaluable event (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008292970 applicable - [n/a - 1{DF} - Intramuscular])
Or scall L More
11967 v (2021-04- | Healthcare EEA than 85 Male Blood pressure decreased (71d - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 13 Professional Years Results in Death, Other Medically Important Condition) n/a - [n/a - n/a - Intramuscular])
10008292921
ik or scal | St COVID-19 MRNA VACCINE MODERNA (CX-
11968 2 (2021-04- |Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition),  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 113 Professional Years Ventricular arrhythmia (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008292870 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
11969 = (2021-04- (Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death), Dysphagia (n/a - Unknown - ), Hypernatraemia (n/a - Unknown - Other Medically ~ {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 13 Professional Vears Tmportant Condition), Lethargy (n/a - Unknown - ), Pallor (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008292850 applicable - [n/a - 1{DF} - Intramuscular])
Asthenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Unknown -
Other Medically Important Condition), Confusional state (n/a - Fatal - Results in Death, Life Threatening,
or scail L More Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
11970 2 (2021-04- (Healthcare EEA than 85 |Male Hospitalisation), Drug ineffective (n/a - Unknown - Other Medically Important Condition), Nasopharyngitis (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- : 113 Professional Vears Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results |immunisation - Not applicable - [1d - n/a - n/a])
10008292835 in Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Respiratory tract infection (n/a - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation)
Rlick or cal | " Non More o . .
2 (2021-04- COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
11971 Healthcare EEA than 85 |Female T . P .
EU-EC- 0 113 . Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
y Professional Years
10008292826
2021-04-|Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
11972 EU.EC. (13 Professional |[EEA Vears |Female |Death (Od-Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008292543
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: More Fall (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Feeling cold (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOXI1
11973 2021-04- | Healthcare EEA than 85 [Male  [Reath), General physical health deterioration (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), | NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i 113 Professional Vears Malaise (n/a - Fatal - Results in Death), Retching (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008292542 i Death) - Not applicable - [n/a - n/a - n/a])
2021-04- |Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . vl .
11974 EU-EG- | ¥&k (13 Professional EEA Years Female |Epilepsy (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008292132
gk or scal ; More COVID-19 MRNA VACCINE MODERNA (CX-
% 2021-04-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
S0 . - - Results in Death) . A
1975 ke T (13 Professional | o™ FEA 21(1:;585 Female |Death (n/a - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008292124 ; applicable - [n/a - 1{DF} - Unknown])
oLl More Anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Chronic obstructive pulmonary disease (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare o . T 024414) [COVID-19 MRNA VACCINE MODERNA
11976 . Non EEA |than 85 |Male  |Caused/Prolonged Hospitalisation), Coronary artery disease (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - . L
EUEC % |13 Professional Years Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dementia (n/a - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008292114 & P 4 e P applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | 3 COVID-19 MRNA VACCINE MODERNA (CX-
1977 i 2021-04- Healthcare Non EEA 65-85 Male Gastrointestinal necrosis (n/a - Fatal - Results in Death), Intestinal ischaemia (n/a - Fatal - Results in Death), Shock (n/a -|(024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . 3113 Professional Years Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008292113 applicable - [n/a - 1{DF} - Unknown])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
8 pupe |4 2113 [Professional Mo FEA - |than 85 female | Death (1d- Fatal - Results In Death (CX-024414)] (S - COVID-19 immunisation - Not
10008292103 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal ; COVID-19 MRNA VACCINE MODERNA (CX-
$ (2021-04- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
w0 R - - . N
1971 pupc |3 |13 Professional | OM FEA |yearg  [Female | Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008292101/ & ; applicable - [n/a - 1{DF} - Unknown])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- Healthcare 18-64 . . . .. . 024414) [COVID-19 MRNA VACCINE MODERNA
11980 BU-EC- 13 Professional Non EEA Years Male  |Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - ) (CX-024414)] (S - COVID-19 immunisation - Not
10008292100/ s applicable - [n/a - 1{DF} - Intramuscular])
; :' i COVID-19 MRNA VACCINE MODERNA (CX-
11981 ; 2l (2021-04- Healthcare Non EEA 65-85 Male Dyspnoea (2d - Fatal - Results in Death), Epistaxis (2d - Fatal - Results in Death), Haematemesis (2d - Fatal - Results in|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3113 Professional Years Death), Pyrexia (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008292087/ =¥, applicable - [n/a - 1{DF} - Intramuscular])
o scad | B 1 More COVID-19 MRNA VACCINE MODERNA (CX-
11982 1 2021-04- Healthcare Non EEA  |than 85 |Male Completed suicide (n/a - Fatal - Results in Death), Gun shot wound (n/a - Fatal - Results in Death), Lung neoplasm 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : i |13 Professional Vears malignant (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008292064 T applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
0 |00 1.04. | Healtheare 1864 024414) [COVID-19 MRNA VACCINE MODERNA
11983 : . Non EEA Male  [Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 113 Professional Years . :
[ : applicable - [n/a - 1{DF} - Intramuscular - More in
10008292063 ICSR])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008292103&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
= 4 COVID-19 MRNA VACCINE MODERNA (CX-
d % 2021-04-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
1984 by pc 13 Professional |NOR EEA vy  [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008292055 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
1985 pupe | 13 [Professional [NOMEEA |yeqrs  [Male  |Death(1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008292054 in Unknown - [n/a - 1{DF} - Intramuscular])
ik orscad | =% : COVID-19 MRNA VACCINE MODERNA (CX-
3 =l (2021-04- [Healthcare 65-85 . .. . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
11986, EU-EC- Lc B3 Professional Non EEA Vears Male  |Heart rate decreased (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008292053 i applicable - [n/a - 1{DF} - Intramuscular])
or scaj i COVID-19 MRNA VACCINE MODERNA (CX-
a1 2021-04- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
11987 EU-EC- ] 313 Professional Non EEA Vears Male  [Death (1d- Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008292050 7 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | Rl COVID-19 MRNA VACCINE MODERNA (CX-
11988 } 1 2021-04- Healthcare Non EEA 65-85 Male Chills (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Discomfort (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 (13 Professional Years Vital functions abnormal (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008292049 applicable - [n/a - 1{DF} - Intramuscular])
: Absence of immediate treatment response (n/a - Unknown - Caused/Prolonged Hospitalisation), Biliary colic (n/a - Unknown -|COVID-19 MRNA VACCINE MODERNA (CX-
11989 a1 202 1-04- Healthcare Non EEA 65-85 Female Caused/Prolonged Hospitalisation), Cholelithiasis (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG | 5m 3113 Professional Years Results in Death), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Lung disorder (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008292008| 1= Caused/Prolonged Hospitalisation), Renal disorder (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
ek or scall | : COVID-19 MRNA VACCINE MODERNA (CX-
1 al (2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
I . - - . .
1990 pupe |4 13 [Professional [NO"EEA |yeqrs  [Male  |Death(1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008292005 applicable - [n/a - 1{DF} - Intramuscular])
Blood pressure fluctuation (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal -
Results in Death), Drug ineffective (n/a - Not Recovered/Not Resolved - ), Dysphonia (n/a - Recovered/Resolved - MP ) .
Caused/Prolonged Hospitalisation), Fatigue (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Headache glgggii ][S?)I\S/g Eo " chggzldl\iE[]ng- i\gyaﬁ?gﬁ }
; (n/a - Recovered/Resolved - Caused/Prolonged Hospitalisation), Iliness (n/a - Unknown - Caused/Prolonged Hospitalisation),  [>c. o ms
? . ) More in ICSR]), FIRDAPSE [AMIFAMPRIDINE] (S-
2021-04- |Healthcare 65-85 Intentional product use issue (n/a - Not Recovered/Not Resolved - ), Muscular weakness (n/a - Not Recovered/Not Resolved - -
11991 X : Non EEA Male Lo o Lo Myasthenic syndrome - Unknown - [n/a - 30mg - Oral
EU-EC- o (13 Professional Years Caused/Prolonged Hospitalisation), Pneumonitis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), - More in ICSR]), TOZINAMERAN
10008291946 ; Pulmonary embolism (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary oedema (n/a - Not [TOZIN. AMERA,N] (S- COVID-19 immunisation -
Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulse abnormal (n/a - Not Recovered/Not Resolved - Not applicable - [n/a - n/a - Unknown])
Caused/Prolonged Hospitalisation), Therapeutic product effect incomplete (n/a - Not Recovered/Not Resolved - ), Vaccination PP
complication (n/a - Unknown - Caused/Prolonged Hospitalisation)
oLl ; Non
11992 g [2021-04- e ltheare  |EEA 0585 g male deep vein thrombosis (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S-n/a - n/a - [1d -
EU-EC- 3 113 Professional Years n/a - Intramuscular])
10008291622 i
11993 2021-04- Healthcare EEA Not Female Confusional state (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - Results in Death), Pain (n/a - Fatal -  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 13 Professional Specified Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008291516
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Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1259 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04-|Healthcare 65-85 ; . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - -), - - . S .
11994 EU-EC- 13 Professional Non EEA Vears Male  |Diarrhoea (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008291386
click or scarl Non
11995 2021-04- Healthcare EEA 65-85 Male Aortic dissection (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Peripheral circulatory ~ |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 3 113 . Years failure (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
Professional
10008291118/ g
Rlick or cal | 3 Non COMIRNATY [TOZINAMERAN] (S - Immunisation -
11996 2021-04- Healthcare EEA 65-85 Male Back pain (n/a - Not Recovered/Not Resolved - ), Chest pain (n/a - Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not n/a - [1va - na - Tntravenous (not othervise
EU-EC- ok 3113 . Years Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death) .
Professional specified)])
10008291116
Elick or sca 5 2021-04- Non More Abdominal pain (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
11997 Healthcare EEA than 85 [Male  |Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ),
EU-EC- (13 Professional v Peripheral circul failure (n/a - N N Ived n/a - [n/a - n/a - Intramuscular])
10008291113 rofession: ears eripheral circulatory failure (n/a - Not Recovered/Not Resolved - )
& 3 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i . . .
11998 EU-EC- 13 Professional EEA t\?an 85 |[Male  |Death (n/a - Fatal - Results in Death) mmumisation - /3 - [/ - 1/a - 1/a])
10008290730 cars
: Non
11999 :112021-04- Healthcare EEA 65-85 Male COVID-19 (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - ), Injection site haematoma (2d- |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- (13 : Years Recovered/Resolved - ), Myalgia (2d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10008290677
m Y, More
2021-04- | Healthcare 1 . _ B . : R B COMIRNATY [TOZINAMERAN] (S- COVID-19
12000 pU.EC 21 Professional |FEA 21(1:;585 Female Myocardial infarction (n/a - Fatal - Results in Death), Pyrexia (2d - Unknown - ) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008290329
; ¥, 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
12001 EU-EC- * |13 Professional EEA gl(lan 85 |Female |COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [nVa - 1{DF} - n/a])
ears
10008290271
: Mor
12002 £ | 2021-04- |Healthcare EEA thgneS 5 [Vale Chest pain (n/a - Fatal - Results in Death), Dyspnoea exertional (n/a - Fatal - Results in Death), Restlessness (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 1 113 Professional v, Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
ears
10008290215 :
ik orscad | COVID-19 VACCINE ASTRAZENECA (CHADOX]1
12003 2021-04- |Healthcare Non EEA 65-85 Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebrovascular accident (n/a |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 13 Professional Years - Unknown - Other Medically Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008289949 - Not applicable - [1d - n/a - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008290730&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008290677&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008290329&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008290271&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008290215&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289949&_xpt=1&_xf=pdf
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
Non
12004 2021-04 | lthcare [Non EEA  [ROL . IMale  |Sudden death (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 5 13 Professional Specified immunisation - Not applicable - [n/a - n/a - n/a])
10008289934 rofession
click or scarl
12005 & [2021-04-|Healthcare Non EEA 18-64 Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 13 Professional Years Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008289918 i
Rlick or scal E More COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal -
2021-04- | Healthcare . . : > AN > COMIRNATY [TOZINAMERAN] (S- COVID-19
12006 : EEA than 85 |Female |Results in Death), Drug ineffective (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important . o .
EU-EC- : 13 Professional ™ immunisation - Not applicable - [1d - n/a - n/a])
Years Condition)
10008289912
> : Death (0d - Fatal - Results in Death), Decreased appetite (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not
— i 2021-04- | Healthcare More Recovered/Not Resolved - ), Headache (n/a - Not Recovered/Not Resolved - ), Ischaemic stroke (5d - Fatal - Results in VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
12007 EU-EC- 13 Professional EEA than 85 [Female |Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not Resolved - ), Musculoskeletal pain (n/a- Not  |(CHADOX1 NCOV-19)] (S - Immunisation - Not
Years Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ), Syncope (5d - Fatal - Results in Death applicable - [n/a - .5mL - Intramuscular])
10008289790( =i, Ao
: Caused/Prolonged Hospitalisation)
Elick orscal | i :
i (2021-04- |Healthcare 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Hypotonic-hyporesponsive episode (n/a - Fatal - Results in Death), Loss of]| SPIKEVAX [COVID-19 MRNA VACCINE
12008 . EEA Female . N MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC- 313 Professional Years consciousness (n/a - Fatal - Results in Death) Int Jar])
10008289629 ; nlramuseLar
Arthralgia (n/a - Unknown - ), Asthenia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically o
12009 2021-04- Healtheare —fpp o 6585 | pemale Important Condition), Diarrhoea (n/a - Unknown - ), General physical health deterioration (n/a - Unknown - ), Nausea (n/a - COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- 13 Professional Years Unkn n/a- [n/a-n/a-n/a])
10008289528 ; own -)
Elickor scall | COVID-19 MRNA VACCINE MODERNA (CX-
! 2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
120100 pupe |4 13 |Professional |NOMEEA lyeyg [Male  [Death (1d-Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008289338 applicable - [n/a - 1{DF} - Intramuscular])
E— More Death (1d - Fatal - Results in Death), Feeling abnormal (1d - Unknown - Other Medically Important Condition), Nausea (1d| o101 MRNA VACUINE MODERNA (CX-
2021-04- | Healthcare - o - : e 024414) [COVID-19 MRNA VACCINE MODERNA
12011 0 : Non EEA  |than 85 [Male |- Unknown - Other Medically Important Condition), Pyrexia (1d - Unknown - Other Medically Important Condition), . L
EU-EC- | «d 13 Professional Vears Vomiting (1d - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008289336 & ¥ fmp applicable - [n/a - 1 {DF} - n/a])
: Abdominal pain (n/a - Fatal - Results in Death), Arthralgia (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in MRN, CCINE
or scaij ; Death), Epistaxis (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Fatal - COVID-19 A VA MODERNA (CX-
=i |2021-04- | Healthcare Not . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12012 . Non EEA .. |Male |Results in Death), Mouth haemorrhage (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Pain . L
EU-EC- . 13 Professional Specified a - Fatal . Pain ity (n/a - Fatal : Pyrexia (w/a - Fatal . (CX-024414)] (S- COVID-19 immunisation - Not
10008289287 (n/a - Fatal - l_lgsults in Death), Pain in extremity (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in applicable - [n/a - 1{DF} - Intramuscular])
Death), Vomiting (n/a - Fatal - Results in Death)
Elick or scal st More COVID-19 MRNA VACCINE MODERNA (CX-
71 12021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12013 BU-EC- 13 Professional Non EEA 21{1:; S85 Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008289276 applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289934&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289918&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289912&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289790&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289629&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289528&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289336&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289276&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
=i |2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
12014 pype |4 13 Professional |NOMEEA  |yors [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008289274 applicable - [n/a - n/a - Intramuscular])
& |5021-04- | Healthcare More Acut; I_nyocardlal 1r}farct10n (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
12015 ; EEA than 85 |Female |Condition), Asthenia (n/a - Unknown - ), Disease recurrence (n/a - Fatal - Results in Death, Caused/Prolonged immunisation - Not applicable - [1d - 1{DF} -
BUEC | o 13 [Professional % Hospitalisation, Other Medically Important Condition) Intramuscular])
10008289033 ears ospitalisation, Other cally Important Condition; ntramuscular
klick or scal | *agt Non
12016 2021-04- Healthcare Non EEA 65-85 Male Cardiac failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- . 13 . Years Recovered/Not Resolved - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
: Professional
10008288563
Elickor scal | 2021-04-|Healtheare More Cough (n/a - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12017 . Non EEA  [than 85 |Male  |Respiratory failure (n/a - Fatal - Results in Death), Somnolence (n/a - Unknown - ), Unresponsive to stimuli (n/a - Fatal - |. L .
EU-EC- 13 Professional Y. . immunisation - Not applicable - [1d - n/a - n/a])
- F cars Results in Death)
10008288554 =i
p: 8% 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
12018 » . EEA than 85 [Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) . S .
EU-EC- BV 13 Professional Y immunisation - Not applicable - [1d - n/a - n/a])
10008288055 =% cars
2021-04-| Healthcare More Abdominal discomfort (n/a - Unknown - ), Apnoea (n/a - Fatal - Results in Death), C-reactive protein increased (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
12019 EU-EC- : 13 Professional Non EEA |than 85 [Male  |Unknown - ), Feeding disorder (n/a - Unknown - ), General physical health deterioration (n/a - Unknown - ), Loss of immunisation - Not applicable - [1d - n/a -
10008288047/ 4 Years consciousness (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - ) Intramuscular])
Elickor scal | :
i (2021-04- Healthcare 65-85 . o COMIRNATY [TOZINAMERAN] (S- COVID-19
12020 EU-EC- 1 13 Professional EEA Vears Female [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008288023 ;i
Elickcor scad | : % [2021-04- | Healtheare More Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
12021 ] . Non EEA |than 85 [Male  |Fatal - Results in Death, Caused/Prolonged Hospitalisation), Urinary incontinence (n/a - Unknown - Caused/Prolonged ) S .
EU-EC- E 13 Professional N immunisation - Not applicable - [1d - n/a - n/a])
iz Years Hospitalisation)
10008288018
Elickcor scal by i : VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12022 x| 2021-04- Healthcare EEA 18-64 Female Brain oedema (12d - Fatal - Results in Death), Cerebral haemorrhage (12d - Fatal - Results in Death), Cerebral thrombosis (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- : 13 Professional Years (12d - Fatal - Results in Death), Thrombocytopenia (12d - Fatal - Results in Death)
y -n/a-[n/a-.5mL - Intramuscular])
10008287464
% ¥ 12021-04- [Healtheare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12023 . . EEA Male  [Sudden death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 1y (13 Professional Years wa- [n/a- n/a - n/a))
10008287263 ] B e
klick or scar A More Cyanosis (1d - Fatal - Resullts in Death), Deep vein thrombosis (1d - Fatal - Results in Death), Ocdema (1d- Fatal - | % IREVAX [COVID-19 MRNA VACCINE
= (2021-04- Healthcare . o - . - X o MODERNA (CX-024414)] (S- COVID-19
12024 . EEA than 85 |Female |Results in Death), Pain in extremity (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death), Vomiting |. L .
EU-EG | 13 Professional . immunisation - Not applicable - [n/a - .5mL -
Years (1d - Fatal - Results in Death)
10008287235 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289274&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008288563&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008288554&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008288055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008288047&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008288023&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008288018&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008287464&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008287263&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008287235&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
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Date Regulatory
Purposes
: 2021-04- |Healthcare 65-85 Pulmonary haemorrhage (1d - Fatal - Results in Death), Pulmonary thrombosis (1d - Fatal - Results in Death), Sudden G)MIRNATY [TOZINA.‘MERAN] (S- QOVID-19
12025 . EEA Female . immunisation - Not applicable - [1d - 1{DF} -
EU-ECG-  |% 12 Professional Years death (1d - Fatal - Results in Death) Unknown])
10008286168 a
; More
12026 11 (2021-04-|Healthcare EEA than 85 |Female Herpes zoster (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Meningitis herpes (n/a - Fatal - Results in | COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 0 12 Professional v, Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008286045 cars
Rlick or scal F i 2021-04- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
12027 : : EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EUEC 1% 12 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008285217 - pp - -n/a-
£ 2021-04- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12028 EU-EC- ] 12 Healthcare EEA Vears Female |Vaccination failure (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [22d - 2{DF} -
10008284729/ ’ Professional Intramuscular])
Blick or scal bt %> W% 2021-04-| Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12029 o : . EEA than 85 |Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 12 Professional v, Int ul
10008284695 cars ntramuscular])
Elick or scal | 4 |5001-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12030 EU-EC- 12 Professional EEA than 85 (Male  |[COVID-19 (7d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
10008284688 Years Intramuscular])
: SPIKEVAX [COVID-19 MRNA VACCINE
A |2021-04- |Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
: - - ) . o :
12031 pupc |4 12 Professional EEA Years Female | Sudden death (1d - Fatal - Results in Death immunisation - Not applicable - [1d- 1{DF} -
10008284656, : Intramuscular])
Rlick or scad | 3 i 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12032 . EEA Female |Condition aggravated (n/a - Fatal - Results in Death), Hypertensive crisis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- L 12 Professional Years Intramuscular])
10008284589/ s
COVID-19 VACCINE ASTRAZENECA (CHADOX1
il |2021-04- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
12033 pupc |3 12 |Professional P4 |years [Male |Sudden death (1d- Fatal - Results in Death (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008284586 o - Not applicable - [1d - 1{DF} - Intramuscular])
Elick or scal | ,:55 i 5021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12034 0 .o : EEA than 85 |[Male  |Cardiac failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- A |12 Professional V. Int Jlar])
10008284564 : cars ramuserar
£ 2021-04-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12035 EU-EC- 4 12 Professional EA Vears Female |Cardio-respiratory arrest (1d - Fatal - Results in Death) imtmmisatlij)n]—) Not applicable - [1d - 1{DF} -
10008284536, '!;. o 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
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
; W COVID-19 VACCINE ASTRAZENECA (CHADOX1
12036 ! il 12021-04- | Healthcare EEA 18-64 Female Cerebral venous thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 12 Professional Years Disseminated intravascular coagulation (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008284510 - Not applicable - [n/a - 1 {DF} - Intramuscular])
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
12037 d |2021-04- Healthcare EEA 65-85 Female Cerebral venous thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |y 12 Professional Years Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008284455 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Elickor scal ; SPIKEVAX [COVID-19 MRNA VACCINE
 (2021-04-|Healthcare 65-85 - . MODERNA (CX-024414)] (S- COVID-19
: - - ) . o ;
12038 EU-EC- 12 Professional EEA Years Female | Thrombocytopenia (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - 1{DF} -
10008284387 Intramuscular])
oLl i 5021-04-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12039 . EEA than 85 (Female |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - 1{DF} -
EU-EC- : 12 Professional v Int lar])
10008284343 cans nlramuseuiar
Acute myocardial infarction (n/a - Fatal - Results in Death), Asthenia (n/a - Unknown - Other Medically Important
o=l R Condition), Cardio-respiratory arrest (n/a - Fatal - Results in Death), Chills (n/a - Unknown - Other Medically Important
- A Condition), Erythema (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Unknown - Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12040 g [2021-04- Healthqare Non EEA 65-85 Male  |Important Condition), Headache (n/a - Unknown - Other Medically Important Condition), Irritability (n/a - Unknown - Other |immunisation - Not applicable - [1d - n/a -
EU-EC : " 12 Professional Years Medically Important Condition), Nausea (n/a - Unknown - Other Medically Important Condition), Pain (n/a - Unknown - Intramuscular])
10008284062 Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition), Sensitive skin (n/a -
Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
Elickor scal | COMIRNATY COVID-19 MRNA VACCINE
2021-04-|Healthcare 65-85  [Not . . (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
: . - - ) . L
12041 EU-EC- g 12 Professional EEA Years  |Specified Vomiting (n/a - Fatal - Results in Death COVID-19 immunisation - n/a - [n/a - n/a -
10008283994 Intramuscular])
2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12042 . EEA than 85 |Female |Epilepsy (n/a - Fatal - Results in Death) immunisation - Not applicable - [35d - 2{DF} -
EU-EC- 5 12 Professional v Int dar])
100082839 14| 24 cans nlramuseuiar
Elickcor scal | ¢ B | 10 eattheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12043 o; : EEA than 85 (Male  |[COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- . 12 Professional V. Int Jlar])
10008283893/ Fii cars ntramuscular]
: 2021-04- | Healthcare 65-85 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12044 . : EEA Male  [Acute pulmonary oedema (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | % 12 Professional Years - Not applicable - [1d - 1{DF} - Intramuscular])
10008283884 PP
o |- COMIRNATY COVID-19 MRNA VACCINE
: Non . . . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
-04- _ R - , R - , A
12045 2021-04 Healthcare EEA 65-85 Female Asth@ma (n/a - Fatal Results.m Death), Body temperature increased (n/a - Fatal - Results in Death), SARS-CoV-2 test DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- : 12 . Years positive (n/a - Fatal - Results in Death) . .
Professional - COVID-19 immunisation - n/a - [n/a - n/a -
10008283797
Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008283884&_xpt=1&_xf=pdf
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! Non More
12046 d2021-04- | Healthcare EEA than 85 |Female Cerel?ral venous thrombosis (n/a - Fatal - Results in Death), Dehr.lum (n/a - Not Recovered/Not Resolved - Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- <12 Professional Years Hospitalisation), Subarachnoid haemorrhage (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008283422,
Elickcor sead | More COMIRNATY [TOZINAMERAN] (S- COVID-19
12047 2021-04- Healthcare EEA than 85 |Female Asthenia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results ; isation - Not applicable - [n/a - 3mL -
EU-EC- 12 Professional in Death), Fatigue (n/a - Fatal - Results in Death), Gait inability (n/a - Fatal - Results in Death) i PP :
Years Intramuscular])
10008283101
CE s on
12048 ] 202108 lthcare [NonEEA  [%% | Female Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- | ® x (12 . Years immunisation - Not applicable - [n/a - n/a - n/a])
' Professional
10008283007
Elickcor scad | : 5021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
12049 : . EEA than 85 (Male  |Death (n/a - Fatal - Results in Death), Incorrect route of product administration (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a -
EU-EC- ; 12 Professional v, Subeut
10008282838 cars ancous])
idkorsad | %, 12021-04- D More ot COMIRNATY [TOZINAMERAN] (S- COVID-19
12050 "7 |Healthcare  |EEA than 85 [qo ... |COVID-19 (n/a - Fatal - Results in Death) . ol h )
EU-EC- 12 Professional Vears Specified immunisation - Not applicable - [1d - n/a - n/a])
10008282794
i More
=1 (2021-04- |Healthcare . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
12051 EU-EC- £ B (] Professional EEA glan 85 |[Male  |Pneumonitis (32d - Fatal - Results in Death) a - [n/a - /a - Intramuscular])
10008282204 A3LEE cars
Eiccorscal | Sy Non More COMIRNATY COVID-19 MRNA VACCINE
12052 :é:‘a a1 (2021-04- Healthcare EEA than 85 [Male Depressed level of consciousness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pneumonia  |[(NUCLEOSIDE MODIFIED) CONCENTRATE FOR
EU-EC- . 12 Professional Vears (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008282030 -n/a-n/a- [n/a-n/a-n/al)
: Non
12053 21 2021-04- Healthcare EEA 65-85 Female Cardiac failure (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : 12 : Years in Death), Swelling face (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10008281804
Elick or sca | 3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
12054 2021-04- Healthcare EEA Not Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Tachycardia (n/a - Fatal - Results in Death, NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 12 Professional Specified Other Medically Important Condition), Tachypnoea (n/a - Fatal - Results in Death, Other Medically Important Condition) [(CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008281593 - n/a - n/al)
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: Abdo - - X - - . L
12055 BU-EC- ] 12 Professional Non EEA Years Male minal pain upper (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008281392 applicable - [n/a - 1{DF} - Unknown])
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COVID-19 MRNA VACCINE MODERNA (CX-
: 04 g 024414) [COVID-19 MRNA VACCINE MODERNA
12056/ EU-EC | . %(2)21 04 Eﬁ;ﬁfﬁm Non EEA 31{863?: Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008280860 i applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | More COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 2021-04-|Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12057 pugpe |45 12 Professional | o7 FEA 21{1:;55 Mele  (Viral infection (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008280789 = applicable - [n/a - n/a - Intramuscular])
Cerebrovascular accident (n/a - Recovered/Resolved - Other Medically Important Condition), Death (1d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
12058 2021-04- |Healthcare Non EEA 65-85 Female [Death), Myocardial infarction (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Vomiting 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . 12 Professional Years (1d-R ? \?;re dResolved - ) ? (CX-024414)] (S- COVID-19 immunisation - Not
10008280786 applicable - [n/a - 1{DF} - Intramuscular])
o |! COMIRNATY COVID-19 MRNA VACCINE
4 : 5021-04- | Healthcare 65-85 (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
12059 : : EEA Female |Vomiting (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
EU-EC- 12 Professional Years . L
- COVID-19 immunisation - n/a - [n/a - .3mL -
10008280690 :
e Intramuscular])
ik or scal | iRt COVID-19 MRNA VACCINE MODERNA (CX-
il | 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
12060 gy pc 12 Professional |NCREEA |yeors  [Male  [Death (n/a- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008280421 applicable - [n/a - 1{DF} - Intramuscular])
2021-04- | Healthcare 18-64 . . . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - - X - -
12061 EUEC |3 12 Professional EEA Vears Female |Deep vein thrombosis (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) - n/a - n/al)
10008280371
Hikorsal | 5 ¥ 2021.04- N0 More COMIRNATY [TOZINAMERAN] (S - COVID-19
12062 ; | Healthcare EEA than 85 |Female |Death (n/a - Fatal - Results in Death) . P . -
EU-EC- g 12 Professional Vear immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008280293 olession cars
2021-04- Non 65-85 (I)le—l9 (n/a - Fatal - Results in Dea?h L'1fe Threatening, Caused/Prolonged Hogpltahsatlon, 'Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
12063 Healthcare EEA Female |Condition), General physical health deterioration (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 5 12 : Years PR . e
Professional Hospitalisation, Other Medically Important Condition) Intramuscular])
10008280275
Rlick or sca) o Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
12064 i 12021-04- Healthcare Non EEA Not Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC 12 Professioral Specified Medically Important Condition) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008279923 applicable - [n/a - n/a - Intramuscular])
Elickcor scal : 2021-04- Non 65-85 Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Loss of TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12065 EU-EC- ] » 12 Healthcare Non EEA Vears Male  [consciousness (n/a - Unknown - Other Medically Important Condition), Seizure (n/a - Unknown - Other Medically Important immunisation - Not applicable - [n/a - n/a - n/al)
10008279828 1 Professional Condition), Shock (n/a - Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - ) PP
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: More
12066 g [2021-04- Healthcare —fpp o than 85 [Male  |Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- : 12 Professional Vear - n/a-n/a])
10008279734 s
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - Reco - A
12067 EU-EC- 2 Professional EEA Vears Male  |Death (n/a - Fatal - Results in Death), Malaise (n/a - Not vered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008279541 - n/a - n/a))
Rlick or scall |4 More
; 2021-04- Healthcare Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - ), Vomiting (n/a - Not Recovered/Not| COMIRNATY [TOZINAMERAN] (S - Immunisation -
12068 . EEA than 85 |Female
EU-EC- L 12 Professional v, Resolved - ) n/a- [n/a-n/a-n/al])
10008279527 24 ; cans
or scai Abdominal pain (n/a - Fatal - Results in Death), Anuria (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-04-|Healthcare 65-85 oo X . - h NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12069 . Non EEA Male  [Death), Influenza like illness (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Pyuria (n/a - Fatal CHADO .
EU-EC- 12 Professional Years - Results in Death), Urinary tract infection (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) ( X1 NCOV-19)] (S - COVID-19 prophylaxis -
10008279321 7 ? ? Not applicable - [n/a - 1mL - Intramuscular])
Elick or scal | = : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
: i 2021-04- 18-64  Not . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12070 EU-EC- i ER 12 ?eal‘thc'are | Non EEA Years | Specified Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008279225 ; rofessiona 1/a - Intramuscular])
i 2021-04- Non Not VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA|
12071 BU-EC- 12 Healthcare EEA Specified Female |Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) [(CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a)
10008278775 Professional - n/a - Intramuscular])
ek or scall | : More COMIRNATY [TOZINAMERAN] (S- COVID-19
i i {2021-04-|Healthcare . immunisation - Not applicable - [n/a - 1{DF} - n/a)),
; - - R
12072) pupc | 2 Professional EEA $$55 Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) RIVAROXABAN 15MG TABLET (S- Cardiac failure -
10008278657 Dose not changed - [n/a - 1{DF} - n/a])
= ! COVID-19 VACCINE ASTRAZENECA (CHADOX1
) 5 2021-04-[NOn 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12073 EU-EC- g 2. I Hea]thc_are EEA Vears Female [Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008278648 Professional - Not applicable - [n/a - 1{DF} - n/a])
i 1 2021-04- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
2014 pupc i 12 Professional |4t Years |Male  |Death (n/a- Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10008278011/ &
klick or scal | 7% Non
12075 2021-04- Healthcare Non EEA 18-64 Male Dyspnoea (n/a - Unknown - ), Heart rate increased (n/a - Unknown - ), Myocarditis (n/a - Fatal - Results in Death, Life TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i 12 . Years Threatening, Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
B Professional
10008277559| =i
076 2021-04-[Healthcare |\ oo [18:64 | [Fatigue (n/a - RecoveredResolved - ), Myocardial infarction (n/a - Fatl - Results in Death, Other Medically Important |1 2 - AMERAT [TOZINAME ’[3'“ o (s:-n/c;c?\/ﬂ}w
EU-EC- 0z L 12 Professional Years Condition), Pain in extremity (n/a - Recovered/Resolved - ) PP
10008277166/ 2 ; Intramuscular])
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Number Receipt . . |for Sex
Qualification Group Route])
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Purposes
i More
12077 i 2021-04-|Healthcare Non EEA  |than 85 Male Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Urinary ~ [TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 12 Professional v tract infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
: ears
10008277161
COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-04- |Healthcare Not . . immunisation - Not applicable - [n/a - n/a - n/a]),
; . - - . 0
12078 pupe |4 12 Professional | FEA SpecifiedMaIe  {Haemorrhagic stroke (n/a - Fatal - Results in Death) XARELTO [RIVAROXABAN] (S- Atrial fibrillation -
10008277157 : Not applicable - [n/a - n/a - n/a])
Rlick or scal | 8 : Non More Acute myocardial infarction (n/a - Fatal - Results in Death), Asthenia (n/a - Not Recovered/Not Resolved - ), Eastern L
1209 b |3 ¥ ?221-04- Healthcare ~ [EEA than 85 |Male  |Cooperative Oncology Group performance status worsened (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not ﬁﬁﬁéﬁ:ggﬁﬁw (8- Immunisation -
Professional Years Recovered/Not Resolved - ), Vomiting (n/a - Not Recovered/Not Resolved - )
10008277057
Elickcor scal 3 5021-04- Non More Cardiac failure (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Not Recovered/Not Resolved - ), [COMIRNATY [TOZINAMERAN] (S - Immunisation -
12080 EU-EC- 12 Healthcare EEA than 85 [Male  |Hepatic cirrhosis (7d - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Multiple organ dysfunction n/a - [n/a - n/a - Intravenous (not otherwise
10008277055 Professional Years syndrome (n/a - Fatal - Results in Death), Respiratory distress (7d - Not Recovered/Not Resolved - ) specified)])
Elickor sca | 3 e iy Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
12081 1 (2021-04- Healthcare EEA than 85 |Female COVID-19 (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 12 Professional v, Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008277051 olessiond cans - n/a - Intramuscular])
;
1 (2021-04-|Healthcare 65-85 . . . .. COMIRNATY [TOZINAMERAN] (S - Immunisation -
12082 BU-EC- £ 12 Professional EEA Years Female |Cardiac death (n/a - Fatal - Results in Death, Other Medically Important Condition) na - [/a - n/a - n/a])
10008277013
More
12083 2021-04- | Healthcare Non EEA  |than 85 |Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i 12 Professional Vears Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008276919
Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea|
, (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results in Death
Elick or scal | Caused/Prolonged Hospitalisation), General symptom (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
12084 3 2021-04- | Healthcare Non EEA 18-64 Male Headache (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypertension (n/a - Fatal - Results in Death, m%wogoﬁgﬁgﬁﬁﬂg: COVID-19
EU-EC-  |% 12 Professional Years Caused/Prolonged Hospitalisation), Irritability (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Malaise Intramuscular]) PP
10008276902 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Oropharyngeal pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Rhinorrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
) e ~ Apnoea (n/a - Unknown - Life Threatening), Blood glucose increased (n/a - Unknown - Other Medically Important }
12085 y [2021-04 Healthqare Non EEA 65-85 Male  |Condition), Death (n/a - Fatal - Results in Death), Hypotension (n/a - Unknown - Life Threatening), Unresponsive to .TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
EU-EC- : 12 Professional Years imuli (/2 - Unkn Life Thr ino Other Medically I Conditi immunisation - Not applicable - [n/a - n/a - n/a])
10008276864 A o2 stimuli (n/a - own - Life Threatening, Other cally Important Condition)
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; More COVID-19 VACCINE ASTRAZENECA (CHADOX1
12086 31 (2021-04-|Healthcare Non EEA  |than 85 |Female Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- g 12 Professional Vears Caused/Prolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008276814 applicable - [n/a - n/a - Intramuscular])
1 (2021-04-|Healthcare 18-64 . L . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; R -
12087 EU-EC- 2 Professional EEA Vears Female |Epigastric discomfort (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10008276811
T3 2021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
/ - R
12088 EU-EC- : 12 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008276584 =%
Qr _scail "
i1/2021-04- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
/ R -
12089 EU-EC- ] I Professional EEA Vears Male  |General symptom (6d - Fatal - Results in Death) na - [n/a- /a - n/a])
10008276456
% ¥ [2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
3 : : . ) ) .
12090 EU-EC- ] 12 Professional EEA §I{1an 85 |Male  [Pneumonia (15d - Fatal - Results in Death) a - [n/a - n/a - Intramuscular])
10008276454 cars
:
i1 (2021-04-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
12091 pype || 3 12 Professional | PEA Years |Femele |Ceretrovascular accident (1 - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008276452| 443
o 8 [2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
" A 1 - - i
120920 popc | 2 Professional EEA $$55 Male  |Pneumonia (n/a - Fatal - Results in Death) a - [n/a - /a - Intramuscular])
10008276442 | =3g.
; More Apathy (1d - Fatal - Results in Death), Confusional state (1d - Fatal - Results in Death), Coordination abnormal (1d - ME .
12093 poipe |8 2 %221_04_ Ere(?lfgsfi?)rs A |[EEA than 85 |Female |Fatal - Results in Death), Decreased appetite (2d - Fatal - Results in Death), Injection site inflammation (1d - Fatal - S/;ﬁﬁ-AE/Z-[E/g]Z)IN 1 (8- Immunisation -
. Years Results in Death), Injection site swelling (2d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death)
10008276437
il - More Bedridden (17d - Fatal - Results in Death), Fatigue (17d - Fatal - Results in Death), General physical health deterioration
12004 21 (2021-04- |Healthcare EEA than 85 |Female (7d - Fatal - Results in Death), Pneumonia aspiration (10d - Fatal - Results in Death), Productive cough (7d - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- L3 |12 Professional Vears Results in Death), Pyrexia (1d - Recovered/Resolved With Sequelae - Other Medically Important Condition), Vomiting (1d -|n/a - [n/a - n/a - Intramuscular])
10008276428 i Recovered/Resolved With Sequelae - Other Medically Important Condition), Vomiting (7d - Fatal - Results in Death)
m g 4 More Lo
: :1 202 1-04- Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
12095 cupc |7 12 Professional EEA ;}}al’l 85 [Male  |Death (n/a - Fatal - Results in Death) a - [/a - /a - Intramuscular])
10008276417 cans
. .
- - Results in Death), - - Results in Death), cat
2021-04- | Healthcare 65-85 Cerel{xal thrombosls (1d - Fatal I.{esults in Death) Depressed level ofconsm'ousn%s (1d- Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- Immunisation -
12096, EU-EC- ] 12 Professional EEA Vears Male  [Hemiplegia (1d - Fatal - Results in Death), Pneumonia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), na - [n/a - n/a - Intramuscular])
10008275990 - Respiratory failure (1d - Fatal - Results in Death), Thrombocytopenia (3d - Fatal - Results in Death)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008275990&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1269 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# Ej [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ecelp! Qualification or Group ex Route])
Date Regulatory
Purposes
12097 ! 2021-04-|Healthcare Non EEA ?ﬁglrleg s [Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug Erclr)r?mlzilsation . NOEEOZlIigble 1 d—]ng: COVID-19
EU-EC- T 12 Professional v, ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) Int iar]) PP
10008275505 s nramsear
lick or scal i 5021-04- Non More Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death, Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
12098 EU-EC- ] : 12 Healthcare EEA than 85 [Male  |Condition), Decreased appetite (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Not Recovered/Not Resolved - ), immunisation - Not applicable - [1d - n/a -
10008274859 " g Professional Years Gastrointestinal disorder (1d - Recovered/Resolved - ), Malaise (n/a - Not Recovered/Not Resolved - ) Intramuscular])
Rlickcor scal | % i Non Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Mesenteric artery thrombosis (n/a - Fatal - COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Not R - . ! . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12099 Healthcare EEA .. |Male |Results in Death, Other Medically Important Condition), Thrombocytopenia (n/a - Fatal - Results in Death, Other
EU-EC- . 12 Professional Specified Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008274702/ =34 Y mp 1/a - Intramuscular])
or scaij i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= 12021-04- Not Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - - —)
121000 gy e 1 |Peathare HEEA - qpecified specified oM (1~ Fatal - Results In Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008274226/ i ] n/a - n/aJ)
ik %, 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - Not
. i i - - i .
12101 EU-EC- 1 Professional EEA %](mn 85 |Female |Respiratory distress (n/a - Fatal - Results in Death) applicable - [1d- n/a - Stbeutancous)])
10008274142 cars
: ’ Non COVID-19 VACCINE ASTRAZENECA (CHADOX]
il 12021-04- 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R , R -
12102 EUEC |{A 1 Ereallcthciarsa] EEA Vears Male  [Death (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008274141 & ofessio n/a - n/a))
i 2021-04- Non Not COMIRNATY [TOZINAMERAN] (S - COVID-19
. i - - i y i - - i y i - - i . . . .
12103 EU-EC- 1 Healthc'are EEA Specified Female |Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10008273941
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R R , R -
12104 BU-EC- ] 1 Ereai‘thciar; | EEA Vears Female |Cerebral haemorrhage (n/a - Unknown - Results in Death), Haemorrhagic stroke (21d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008273928 ; olessiona n/a - n/a))
S B |00 1.04. | Healtheare More SPIKEVAX [COVID-19 MRNA VACCINE
12105 EU-EC- . 11 Professional EEA than 85 |Female |Pyrexia (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008273838
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
e 2021-04- | Healtheare Not Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12106 pupc 10 |Professional | "M EEA |specified Specified De@h (4 - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008272109 1/ - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# llgj hi‘;cal ICSR Form l(iate.vw:y Source ?ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
; : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 (2021-04- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R -
12107, EU-EC- ] 10 Eﬁg;;:iirgal Non EEA Vears Male  [Haemorrhagic transformation stroke (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008272022, o] n/a - n/aJ)
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
a1 (2021-04- Healthcare 65-85 .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; R -
12108 EU-EC- Lo 10 Professional Non EEA Vears Male  |Vasculitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008271815| ik n/a - n/aJ)
ik orscal | e Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Not . . . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12109 BU-EC- ] 10 Hea]thgare Non EEA Specified Female |Urinary bladder haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
1 Professional
10008271128 n/a - n/aJ)
i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 (2021-04- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
210 pype |3 10 ;l:jgsl:ifgal Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Unknown - [/a -
10008270810 n/a - n/aJ)
Abdominal pain (n/a - Not Recovered/Not Resolved - Results in Death), Arthralgia (n/a - Not Recovered/Not Resolved -
Results in Death), Bone pain (n/a - Not Recovered/Not Resolved - Results in Death), Chest pain (n/a - Not
Recovered/Not Resolved - Results in Death), Confusional state (n/a - Not Recovered/Not Resolved - Results in Death),
Decreased appetite (n/a - Not Recovered/Not Resolved - Results in Death), Depression (n/a - Not Recovered/Not Resolved -
Results in Death), Diarrhoea (n/a - Not Recovered/Not Resolved - Results in Death), Dysarthria (n/a - Not
Recovered/Not Resolved - Results in Death), Dysphagia (n/a - Not Recovered/Not Resolved - Results in Death),
Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Epistaxis (n/a - Not Recovered/Not Resolved - Results
in Death), Erythema (n/a - Not Recovered/Not Resolved - Results in Death), Eyelid oedema (n/a - Not Recovered/Not
Resolved - Results in Death), Facial paralysis (n/a - Not Recovered/Not Resolved - Results in Death), Fall (n/a - Not
Non More Recovered/Not Resolved - Results in Death), Feeling hot (n/a - Not Recovered/Not Resolved - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1
12111 2021-04- Healthcare Non EEA  |than 85 [Male Hallucination (n/a - Not Recovered/Not Resolved - Results in Death), Hypersensitivity (n/a - Not Recovered/Not Resolved - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Vears Results in Death), Hypoaesthesia (n/a - Not Recovered/Not Resolved - Results in Death), Insomnia (n/a - Not (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008270806 Recovered/Not Resolved - Results in Death), Lip swelling (n/a - Not Recovered/Not Resolved - Results in Death), n/a - n/al)
Muscular weakness (n/a - Not Recovered/Not Resolved - Results in Death), Musculoskeletal stiffness (n/a - Not
Recovered/Not Resolved - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Oral candidiasis (1d -
Not Recovered/Not Resolved - Results in Death), Paraesthesia (n/a - Not Recovered/Not Resolved - Results in Death),
Rectal haemorrhage (n/a - Recovering/Resolving - Results in Death), Restlessness (n/a - Not Recovered/Not Resolved -
Results in Death), Skin lesion (n/a - Not Recovered/Not Resolved - Results in Death), Somnolence (n/a - Not
Recovered/Not Resolved - Results in Death), Thirst (n/a - Not Recovered/Not Resolved - Results in Death), Tremor (n/a
- Not Recovered/Not Resolved - Results in Death), Urinary tract infection (n/a - Not Recovered/Not Resolved - Results in
Death), Vision blurred (n/a - Not Recovered/Not Resolved - Results in Death), Visual impairment (n/a - Not Recovered/Not
Resolved - Results in Death)
Bk or scad |38 Non COVID-19 VACCINE ASTRAZENECA (CHADOX 1
2112 2021-04- | Healthcare Non EEA 18-64 Female |Peath (1d- Fatal - Results in Death), Injection site reaction (n/a - Recovered/Resolved - Results in Death), Pain in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Years extremity (n/a - Recovered/Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008270712 n/a - n/aJ)
ok or scal | ekt Non COVID-19 VACCINE ASTRAZENECA (CHADOX
2021-04- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
12113 EU-EC- 10 Eﬁ;};;:iirgal Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008270596 n/a - n/aJ)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008272022&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008271815&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008271128&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270810&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270712&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270596&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
12114 EU-EC- 10 ;Irea%thciarsa] Non EEA Vears Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008270589 OressIo n/a - n/al)
Acute motor axonal neuropathy (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
[ Disabling, Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Results in Death, Life Threatening,
Elick or scal | 7 A Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cardiomyopathy (n/a - Unknown - (COVID- 19 VACUINE ASTRAZENECA. (CHADOX1
=i (2021-04- Healthcare 65-85 . h . R o . i NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12115 : Non EEA Female [Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
EU-EC- 10 Professional Years h in (n/a - Unkn . Life Thr ine. Cansed/Prol Hospitalisation. Disabline. Oth (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008269218 es} pain (n/a - own - Result.s in Death, Life eatening, rolonged OSpth isation, sabling, er na - n/a))
Medically Important Condition), Guillain-Barre syndrome (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
Non Back pain (n/a - Recovering/Resolving - Results in Death, Life Threatening), Fatigue (n/a - Recovering/Resolving - Results | COVID-19 VACCINE ASTRAZENECA (CHADOX1
12116 2021-04- Healthcare Non EEA Not Female in Death, Life Threatening), Oral candidiasis (n/a - Recovering/Resolving - Results in Death, Life Threatening), Pyometra [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- o 10 Professional Specified (n/a - Fatal - Results in Death, Life Threatening), Septic shock (n/a - Recovering/Resolving - Results in Death, Life (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008268586 Threatening), Skin depigmentation (n/a - Recovering/Resolving - Results in Death, Life Threatening) n/a - n/aj)
Elickorscall | : Nor COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 12021-04- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
217 pupce | 10 gocagsl;:iirgal Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008268433 n/a - n/aJ)
i : Non Death (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results in Death, COVID- 19 VACCINE ASTRAZENECA (CHADOX1
42021-04- Not Not RTINS . . RTINS NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12118 Healthcare Non EEA . .. |Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Tremor
EU-EC- |t 10 . Specified Specified . et (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)
10008267682 n/a - n/al)
m COVID-19 VACCINE ASTRAZENECA (CHADOXI
] 2021-04- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - -
12119 BU-EC- ] 10 Professional Non EEA Vears Male  [Sudden death (n/a - Fatal - Results in Death), Suicide attempt (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008267109 & n/a - n/aJ)
3 :- Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
12120 EU-EC- ] 10 E:jgslsciirgal Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008266120 ] n/a - n/aJ)
[elick or scall | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12121 EU-EC- 10 Erea:‘thciars | Non EEA Vears Female [Pulmonary embolism (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008265530 oressiond n/a - /al)
Elick or scal | Non More COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-04- . o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R , - R
121220 puec |3 10 Healthcare ~ [Non EEA  |than 85 |Female |Death (n/a - Fatal - Results in Death), Influenza like illness (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional Years
10008265143 n/a - n/aJ)
Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
112021-04- . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
12123 EU-EC- 10 E:jg;sciir:a] Non EEA 2}(1:;585 Female |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008264741 n/a - n/al)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270589&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008269218&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008268586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008268433&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008267682&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008267109&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008266120&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008265530&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008265143&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008264741&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12124 BU-EC- o 10 Ereafl‘thciar;a] Non EEA Vears Male  |Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008263923 : olessio n/a - n/a)
Elick or scal Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 2021-04- | Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12125 gy pe 10 Professional Non EEA |, o [Male |Sudden death (n/a - Fatal - Results in Death (CHADOX] NCOV-19)] (S- n/a - Unknown - [/a -
10008263487 n/a - n/a))
Elickor scad | ™ Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 |2021-04- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
12126) upe & 10 E:jg;;ifal Non EEA |y, © Female |Pulmonary embolism (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008263284 n/a - n/a))
ik or scal | Rt Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 |2021-04- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
12127 EU-EC- 10 E:s]ft!;:;rgal Non EEA Years Female |Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008263201 n/a - n/a])
Elick or scall | 5 : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i1 2021-04- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- -
12128 pypc 1 10 Ereji‘ggsciirgal Non EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008262714 n/a - n/aJ)
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-04- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - -
12129 BU-EC- 10 Ereafl‘thciar;a] Non EEA Specified Female |[Embolism (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008262626 ; ofessio n/a - n/a))
Acute kidney injury (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Asthenia (n/a -
Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Blood glucose abnormal (n/a - Unknown -
Results in Death, Caused/Prolonged Hospitalisation, Disabling), Cognitive disorder (n/a - Unknown - Results in Death
Elick or scall | 5 Caused/Prolonged Hospitalisation, Disabling), Confisional state (n/a - Unknown - Results in Death, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
12130 2021-04- |Healthcare Non EEA 65-85 Male Hospitalisation, Disabling), Delirium (n/a - Unknowin - Results in Death, Caused/Prolonged Hospitalisation, Disabling), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG  |x 10 Professional Years Dysphagia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Fatigue (n/a - Unknown - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008262309 2 Results in Death, Caused/Prolonged Hospitalisation, Disabling), Hypophagia (n/a - Unknown - Results in Death - n/a - n/a])
Caused/Prolonged Hospitalisation, Disabling), Orthostatic hypotension (n/a - Unknown - Results in Death,
Caused/Prolonged Hospitalisation, Disabling), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Disabling), Pneumonia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling)
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
12131 =1 2021-04- Healthcare Non EEA 65-85 Female Cardiac arrest (n/a - Unknown - Results in Death), Dyspnoea (n/a - Unknown - Results in Death), Fatigue (n/a - Unknown|NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- . 10 Professional Years - Results in Death), Lethargy (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) ((CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008262249 - Not applicable - [1d - n/a - n/a])
Abdominal pain (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest
= (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
12132 2021-04- |Healthcare Non EEA Not Female Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 10 Professional Specified Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008262076 Results in Death, Caused/Prolonged Hospitalisation), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged - Not applicable - [n/a - 1 {DF} - n/a])
Hospitalisation), Vomiting (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008263923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008263487&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008263284&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008263201&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008262714&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008262626&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008262309&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008262249&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008262076&_xpt=1&_xf=pdf
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- i - - i , i - -
[ 1 Balance disorder (n/a - Unknown - Results in Death) Oereh‘ovascm:e\r disorder (n/a Not Recovered/Not Resolved - Results (COVID-19 VACCINE ASTRAZENECA (CHADOXI
in Death), Cold sweat (n/a - Not Recovered/Not Resolved - Results in Death), Condition aggravated (n/a - Not
41 2021-04- | Healthcare 18-64 . S - : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12133 ) . Non EEA Male  [Recovered/Not Resolved - Results in Death), Hyperhidrosis (n/a - Unknown - Results in Death), Malaise (n/a - Unknown . .
EU-EC- o 10 Professional Years . - - . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Results in Death), Myocardial infarction (1d - Fatal - Results in Death), Pallor (n/a - Not Recovered/Not Resolved - .
10008261488 N - Not applicable - [n/a - n/a - n/a])
Results in Death)
Embolic stroke (1d - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important CCINE RAZE CHADO
klick or scar i Condition), Pulmonary embolism (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 VA AST NECA ( Xl
il (2021-04-|Healthcare 18-64 .- . N e . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12134 . Non EEA Female |Important Condition), Renal infarct (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically . o
EU-EC- : 10 Professional Years . . - ST - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
" Important Condition), Thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically .
10008261412 . - Not applicable - [1d - n/a - Intramuscular])
Important Condition)
Elickorscall | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-04- [Healthcare Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12135 pupe |4 10 Professional [OM EEA g cifieqFemale [Death (1d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008261408 n/a - n/aJ)
or scai Cerebral haemorrhage (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
12136 2021-04-|Healthcare Non EEA 18-64 Female |VEnous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (4d [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- T 10 Professional Years - Recovered/Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a-  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008261382 Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) - Not applicable - [1d - n/a - n/a])
m . Abdominal pain (n/a - Not RGCOVCI‘C.CVNOt Resolved - Results in Death, Life Threatening), Budd-Chiari sypdrome (Sd— Fatal COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 - Results in Death, Life Threatening), Nausea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening), |NcOV- 19) [COVID-19 VACCINE ASTRAZENECA
12137 I3 A Non EEA Female |Ovarian vein thrombosis (n/a - Unknown - Results in Death, Life Threatening), Renal vein thrombosis (n/a - Unknown - [((HADOX] NCOV-19)] (S- COVID-19 ; isati
EU-EC- 10 Professional Years . . . - \ A ( )] ( immunisation
Results in Death, Life Threatening), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Life _ Not licable - [n/a - 1 {DF! - n/
10008261373 - . ) ? K ot applicable - [n/a - 1 {DF} - n/a])
Threatening), Vomiting (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening)
More
12138 2021-04- |Healthcare —pp o than 85 |Female |Peripheral embolism (n/a - Fatal - Results in Death, Life Threatening) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 10 Professional Vears - n/a - Intramuscular])
10008260375
Elick or sca | : COVID-19 MRNA VACCINE MODERNA (CX-
] =1 2021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
12139 EU-EC- 10 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008260287 applicable - [n/a - 1{DF} - Intramuscular])
: More COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- Healthcare . 024414) [COMID-19 MRNA VACCINE MODERNA
A - - . L
121400 gy pc 10 |Professional | N EEA - than 85 |Male Death (v - Fatal - Results In Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008260257 applicable - [n/a - 1{DF} - Intramuscular])
ElickCor scal | : Non More
2 2021-04- Dysarthria (36d - Fatal - Results in Death), Hemiparesis (36d - Fatal - Results in Death), Ischaemia (36d - Fatal - COMIRNATY [TOZINAMERAN] (S - COVID-19
12141 o Healthcare EEA than 85 |Female . . P
EU-EC- : 10 Professional v, Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008259858 olessiona cars
Eick or scall | & More COVID-19 MRNA VACCINE MODERNA (CX-
gl 2021-04-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12142 pupc 2100 [Profesional |\ FEA |than 85 [Viale - Death (v - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008258544 % applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008260287&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008260257&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008259858&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008258544&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; More Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Pneumonia aspiration (n/a - Fatal - Results in Death COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare e . . . 024414) [COMID-19 MRNA VACCINE MODERNA
12143 . Non EEA |than 85 [Male  |Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - . .
EU-EC- i L, (09 Professional Vears Ca rolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008258525 } i used/Prolonged Hosp applicable - [n/a - n/a - Intramuscular])
More SPIKEVAX [COVID-19 MRNA VACCINE
2021-04- |Healthcare . MODERNA (CX-024414)] (S- COVID-19
: - - . o :
12144 EU-EC- 09 Professional Non EEA 2}(1:;55 Female |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008258351 Intramuscular])
Acute kidney injury (1d - Fatal - Results in Death), Acute myocardial infarction (1d - Fatal - Results in Death), Acute
respiratory distress syndrome (1d - Fatal - Results in Death), Acute respiratory failure (1d - Fatal - Results in Death),
Bradycardia (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Cyanosis (1d - Fatal - Results
Bk orscad | ) in Death), Dyspnoea (1d - Fatal - Results in Death), General physical health deterioration (1d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
| 2021-04- | Healtheare Nom EEA l\liloregs ™ Death), HacmoPty51s (1d - Fatal - Results in Death), Leukocyt081§ (1d - Fatal - Results in Death), ng infiltration (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
12145 ppc 09 Professional on ;::rs € |Fatal - Results in Death), Metabolls: a91d051s Qd— Fatal - Results in Peath), Multiple organ dysfunction syndrome. (1d- (CX-024414)] (S - COVID-19 immunisation - Not
10008258083 Fatal - Results in Death), Myocardlal ischaemia (1d - Fatal - Results in Death), Pneumonia (1d - Fatal - Results in _ |applicable - [n/a - 1{DF} - Intramuscular])
Death), Respiratory alkalosis (1d - Fatal - Results in Death), Respiratory symptom (1d - Fatal - Results in Death), Sepsis
(1d - Fatal - Results in Death), Septic shock (1d - Fatal - Results in Death), Suspected COVID-19 (1d - Fatal - Results in
Death), Tachypnoea (1d - Fatal - Results in Death)
e SV More COVID-19 MRNA VACCINE MODERNA (CX-
2i | 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . P
12146 pupe |4 = 0o Professional | o™ FEA g‘;‘rfs Male | Death (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008258018 i applicable - [n/a - 1{DF} - Intramuscular])
- 2021-04- |Healthcare 65-85 COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, TOZINAMERAN [TOZWAMERAM (3- COVID-19
12147 . Non EEA Male ) = immunisation - Not applicable - [n/a - n/a -
EU-EC- g L3 09 Professional Years Other Medically Important Condition) Intramuscular])
10008257993 :
- 5 More COVID-19 MRNA VACCINE MODERNA (CX-
fe od (2021-04- |Healthcare oo . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - : P
12148 EU-EC- . 09 Professional Non EEA %I{l::ISS Male [COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008257899 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scall | =5 e COVID-19 MRNA VACCINE MODERNA (CX-
" (2021-04-|Healthcare 65-85 - . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
X : - - Results in Death), - - Results in Death) . A
12149 EU-EC- 09 Professional Non EEA Years Male  |Pain in extremity (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008257764 applicable - [n/a - 1{DF} - Intramuscular])
m m COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COMID-19 MRNA VACCINE MODERNA
2021-04- | Healthcare 65-85 . . p—
121500 pugpe |4 09 Professional |NonEEA |, |Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008257763 Er applicable - [n/a - 1{DF} - Unknown])
gk or scall | &2 More COVID-19 MRNA VACCINE MODERNA (CX-
k¥ (2021-04- |Healthcare . 024414) [COMID-19 MRNA VACCINE MODERNA
: - - . p—
12151 gy pc £ (09  |Professional |N"FEA than 85 [Female Death (v - Fatal - Results In Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008257488 ] applicable - [n/a - 1{DF} - Intramuscular])
! More COVID-19 MRNA VACCINE MODERNA (CX-
il | 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . P
12182 pype |3 09 Professional | Ton EEA 21{1;11_ S85 Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008257474 22 applicable - [n/a - 1 {DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257899&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257764&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257763&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257488&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257474&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiogenic shock (1440min - Fatal - Results in Death
m 3 L More Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional state (n/a - Unknown - SPIKEVAX [COVID-19 MRNA VACCINE
12153 i (2021-04- |Healthcare Non EEA  |than 85 |Female Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypotension (n/a - MODERNA (CX-024414)] (S- COVID-19
EU-EC- ; L, (09 Professional Years Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sinus tachycardia (n/a - Unknown - immunisation - Not applicable - [n/a - 1{DF} -
10008257253 i Caused/Prolonged Hospitalisation), Syncope (1/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important  |Intramuscular])
Condition)
COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown - Caused/Prolonged
Hospitalisation), Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in  |{COVID-19 MRNA VACCINE MODERNA (CX-
12154 2021-04- Healthcare Non EEA 65-85 Male Death, Caused/Prolonged Hospitalisation), Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation), Exposure to 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- 09 Professional Years SARS-CoV-2 (n/a - Unknown - Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008257196 Caused/Prolonged Hospitalisation), Renal failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Tremor (n/a - Unknown|applicable - [n/a - 1{DF} - Intramuscular])
- Caused/Prolonged Hospitalisation)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
12155 =45 | 2021-04- |Healthcare EEA 65-85 Male Cerebral venous thrombosis (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Headache (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 09 Professional Years Unknown - ), Pain in extremity (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Somnolence (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
10008257183 - n/a - n/a])
Elick or scal | ¥ E More ' ' '
12156 k¥ 2021-04- | Healthcare EEA than 85 |Female Malaise (n/a - Unknown - Results in Death), Pumonary embolism (n/a - Fatal - Results in Death), Swelling (n/a - Not COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- x |09 Professional v Recovered/Not Resolved - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
ears
10008257062
- :
12157 1 2021-04- Healthcare EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Results in  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 09 Professional Years Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008257061 T
Bl COVID-19 MRNA VACCINE MODERNA (CX-
b 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . i
12158 pupc 09 |Professional |NOMEEA lyeqrs Ml |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008256943 : applicable - [n/a - 1{DF} - Intramuscular])
- =5 COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Unknown - MRN, CCINE
: More Caused/Prolonged Hospitalisation), Gait disturbance (n/a - Unknown - Caused/Prolonged Hospitalisation), Hallucination, visual COVID-19 A VA MODERNA (CX-
2021-04- | Healthcare T . e 024414) [COVID-19 MRNA VACCINE MODERNA
12159 . Non EEA  |than 85 |Male  |(n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), Influenza . L
EU-EC- i 09 Professional L - . (CX-024414)] (S- COVID-19 immunisation - Not
. Years (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory tract congestion (n/a - Unknown - Caused/Prolonged .
10008256907 I applicable - [n/a - 1{DF} - n/a])
Hospitalisation)
: ¥ 12021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
% . iti - - i . . . .
12160 EUEC | vk 09 Professional Non EEA $aﬂ 85 |Female |Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008256861 ¢ cans
oLl : More
2 (2021-04- Healthcare . . . . COMIRNATY [TOZINAMERAN] (S - COVID-19
- : - - > - - : feats :
12161y pC 2 09 Professional Non EEA glan 85 |Male  [Dyspnoea (n/a - Fatal - Results in Death), Respiratory rate increased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
o 2 ears
10008256844 ;
2021-04- Non More COMIRNATY [TOZINAMERAN] (S - COVID-19
12162 BU-EC- ] 09 Healthcare EEA than 85 (Female |COVID-19 (8d- Fatal - Results in Death) immunisation, Vaccination failure - Not applicable -
10008256700 : E Professional Years [n/a - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008256907&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008256861&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008256844&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008256700&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; ; : COVID-19 MRNA VACCINE MODERNA (CX-
12163 A4 2021-04- Healthcare Non EEA 65-85 Female Cardiac arrest (1d - Fatal - Results in Death), Chest pain (2d - Not Recovered/Not Resolved - ), Nausea (2d - Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 09 Professional Years Recovered/Not Resolved - ), Syncope (1d - Not Recovered/Not Resolved - ), Vomiting (2d - Not Recovered/Not Resolved-) |(CX-024414)] (S- COVID-19 immunisation - Not
10008255630 applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
502104 Healtheare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
12164 : Non EEA Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- o 09 Professional Years . .
3 applicable - [n/a - 1{DF} - Intramuscular - More in
10008255617
= ICSR])
Bk or scad | B3 COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . A
12165 pupc |4 09 |Professional |NOMEEA |yeqrs [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008255586 applicable - [n/a - 1{DF} - Intramuscular])
or scaj More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . T 024414) [COVID-19 MRNA VACCINE MODERNA
12166 EU-EC- 09 Professional Non EEA gléa;lrSSS Female |Death (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008255529 : applicable - [n/a - 1{DF} - Intramuscular])
' 3 12021-04- Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
12167 . Non EEA Male  |Death (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 09 Professional Years ; isation - Not applicable - [n/a - 1 {DF} - n/a])
1000825543 7| A mmunisatiol ot applicable - [n/a - 1{ a
ol More Cardiac arrest (1d - Fatal - Results in Death), Choking (n/a - Unknown - ), Cough (n/a - Unknown - ), Dysphagia (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
12168 2021-04-|Healthcare Non EEA  |than 85 [Male Unknown - ), Dyspnoea (n/a - Unknown - ), Gait disturbance (n/a - Unknown - ), General physical health deterioration (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o 09 Professional Vears Unknown - ), Loss of consciousness (1d - Fatal - Results in Death), Posture abnormal (n/a - Unknown - ), Pulse absent (1d - |(CX-024414)] (S- COVID-19 immunisation - Not
10008255252/ =k Fatal - Results in Death) applicable - [n/a - 1{DF} - Unknown])
Elick or scad | = L COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-04-|Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
12169 EU-EC- ] 09 Professional Non EEA Vears Female [COVID-19 (2d - Fatal - Results in Death), Respiratory distress (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008255247 : applicable - [n/a - 1{DF} - Intramuscular])
i Non SPIKEVAX [COVID-19 MRNA VACCINE
; 2021-04- 65-85 . MODERNA (CX-024414)] (S- COVID-19
- - . o ;
12170 BU-EC- 1] 09 Ereai‘thciar; | EEA Years Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- 1 {DF} -
10008255174/ =3 olessiona Intramuscular])
b 9021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12171 . EEA than 85 |Female |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [22d - 2{DF} -
EU-EC- 09 Professional Vears Intramuscular])
10008255160| 2
Elick or scad | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
. 2021-04- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - - ) . S
12172 EU-EC- : 09 Professional EEA Years Female |Cardio-respiratory arrest (2d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008255154 2t - Not applicable - [1d - .5mL - Intramuscular])
S 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
12173 . EEA Female [Sudden death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [1d- .3mL -
EU-EC- T 09 Professional Years
10008255138 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255630&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255529&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255437&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255252&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255247&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255174&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255160&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255138&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12174 EU-EC- 09 Professional EEA Vears Female |Progressive supranuclear palsy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) 1Imtmm1sat115)n]—) Not applicable - [n/a - 1{DF} -
10008255116 nramsear
lick or scal 5021-04- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12175 EU-EC- ] 09 Healthcare EEA Vears Female |Cerebral infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - 1 {DF} -
10008255114 : R Professional Intramuscular])
i ¥ 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - Not
% . i - - i .
12176 EU-EC- ] 09 Professional EEA gl(lan 85 |Female |Ischaemic stroke (n/a - Fatal - Results in Death) applicable - [1d - 3mL - Intramuscular])
10008255087 cans
— e VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
& |2021-04- |Healthcare 65-85 . . N
12177 X : EEA Female |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC %09 |Professional Years - Not applicable - [1/a - 1 {DF} - Intramuscular])
10008255056 PP
Elickor sal | 5 & 5021-04- Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12178 EU-EC- : 09 Healthcare EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008255004 ) Professional Unknown])
: al h h al i 1 italisati all | i
. 19021-04- | Healthcare More Cerebral haemorrhage (n/a - Fat‘ - Results in Death, CauseQ/Pro onged Hospitalisation), Fall (n/a - Fa?a - Results in COMIRNATY [TOZWMRAM (S- COVID-19
12179 . EEA than 85 [Male  |Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Life Threatening, immunisation - Not applicable - [n/a - 30ug -
EU-EC- 09 Professional v, Cawsed Prolonged Hospitalisation) Int lar])
10008254831 ears rolonged Hospitalisation ntramuscular
More COVID-19 MRNA VACCINE MODERNA (CX-
sk 2021-04- | Healthcare 024414) [COVID-19 MRNA VACCINE MODERNA
12180 i Non EEA  |than 85 |Female :
EU-EC- A Professional Years Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008254821 applicable - [n/a - 1{DF} - Unknown])
: COVID-19 MRNA VACCINE MODERNA (CX-
il |2021-04- Healthcare 18-64 o . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
12181 EU-EC- ] ™ 09 Professional Non EEA Vears Female |Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008254582 : ; applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | = 1 More COVID-19 MRNA VACCINE MODERNA (CX-
i |2021-04- |Healthcare . . I 024414) [COVID-19 MRNA VACCINE MODERNA
12182 EU-EC- ] 09 Professional Non EEA %l{l:aanSS Female |Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008254534/ & applicable - [n/a - 1{DF} - Intramuscular])
: Cardiac arrest (2d - Fatal - Results in Death), Condition aggravated (1d - Fatal - Results in Death), Feeling cold (1d - Fatal|COVID-19 MRNA VACCINE MODERNA (CX-
12183 4 12021-04- | Healthcare Non EEA 65-85 Female |- Results in Death), Hypercholesterolaemia (1d - Fatal - Results in Death), Hypertension (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 09 Professional Years Death), Nausea (1d - Fatal - Results in Death), Pain in extremity (1d - Fatal - Results in Death), Vomiting (1d - Fatal - |(CX-024414)] (S- COVID-19 immunisation - Not
10008254329 i Results in Death) applicable - [n/a - 1{DF} - Intramuscular])

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255116&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255087&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255056&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255004&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254821&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254582&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254534&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254329&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
2184 pupc | 2109 [Professional [NOn FEA - |than 85 Female Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008254253 1 applicable - [n/a - 1{DF} - Intramuscular])
L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-04- Healthcare . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - A
12185 EUEC | va 09 Professional Non EEA gljar;:%S Male  |Urinary tract infection (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008254236/ =3 : applicable - [n/a - n/a - Intramuscular])
ik orscal ; i %4 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- : i i . - i
12186 BU-EC- ] 09 Professional EEA 21(12111 85 |Female |Death (n/a - Fatal - Results in Death) n/a - [/a - n/a - n/a])
10008254138 cans
o : Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a -
=== i Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Chills (n/a - Not Recovered/Not Resolved - ), Cough (n/a - ME Lo
12187 poee | E 3221_04_ Eﬁ;}slsciirrfal EEA :;‘i _a.6rj Male  |Not Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Sa)lf/]gﬁ[};:_[zg]z)m RAN] (8- Immunisation -
10008254137 Peripheral circulatory failure (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ),
Somnolence (n/a - Not Recovered/Not Resolved - )
Elick or scall | % : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
43 i |2021-04- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - A
12188] EU-EC- 09 Professional EEA %](mn 85 |Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008254119 cars - n/a-n/a])
: : COVID-19 MRNA VACCINE MODERNA (CX-
3l 2021-04- | Healthcare 65-85 . . - 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . D
12189 EU-EC. ¥ 09 Professional Non EEA Vears Male  |COVID-19 pneumonia (17d - Fatal - Results in Death), Malaise (n/a - Unknown - ) (CX-024414)] (S - COVID-19 immunisation - Not
10008254083 : applicable - [n/a - 1{DF} - Intramuscular])
Elick or cal | ¢ i Cardiac arrest (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in COVID-19 VA AST CCINE CAR( ZENE Xl
12190 g [2021-04- Healtheare | 6585 pemale Death), Loss of consciousness (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - INCOV-19) [COVID- 19 VA AST CA
EU-EC- 09 Professional Years Fatal - Rooalts in Death » Myaigl ' (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008254062 7 - Not applicable - [n/a - n/a - n/a))
g i More COVID-19 MRNA VACCINE MODERNA (CX-
12191 a1 2021-04- Healthcare Non EEA  |than 85 |Female Asthenia (n/a - Unknown - ), Crying (1wk - Unknown - ), Death (n/a - Fatal - Results in Death), Gait disturbance (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- el 09 Professional Vears Unknown - ), General physical health deterioration (n/a - Unknown - ), Walking aid user (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008254026 ; applicable - [n/a - 1{DF} - Unknown])
; i COVID-19 MRNA VACCINE MODERNA (CX-
12192 al (2021-04- Healthcare Non EEA 18-64 Male Asthenia (n/a - Unknown - ), Death (4d - Fatal - Results in Death), Decreased appetite (n/a - Unknown - ), Productive 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- q 09 Professional Years cough (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008254024 applicable - [n/a - 1{DF} - Intramuscular])
i %, 12021-04- [Healtheare 65-85 . SPIKEVAX [COVID-19 MRNA VACCINE
12193 : EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC- L+, |09 Professional Years al)
10008253661 ¢ a
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 18-64 - . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
294 pupc g 09 |Professional | VO EEA yeqrs  [Female |Pulmonary embolism (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008253513 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254253&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254236&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254138&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254137&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254119&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254083&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254026&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254024&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253661&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253513&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12195 pupe |4 09 Professional | \o" FEA 3‘:;55 Female Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008253395 applicable - [n/a - 1{DF} - Intramuscular])
Elick or soar 502104 Health More COMIRNATY [TOZINAMERAN] (S - COVID-19
12196 k2 -04-|Healthcare —|ppA than 85 (Male ial i ; i immunisation - Not applicable - [27d - .3mL -
EU-EC- E 109 Professional Vears Acute myocardial infarction (3d - Fatal - Results in Death) pp .
10008253336 Intramuscular])
. 2 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
12197, EUEC. | ¥ AP Professional Non EEA gl(lan 85 |Female |Pneumonia (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008253332/ & cars
oLl More
12198 2021-04-|Healtheare o, kpa |than 85 [Female |Cardiac arrest (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) COMIRNATY [ TOZINAMERAN] (S- COVID-19
EU-EC- T 09 Professional Vear immunisation - Not applicable - [n/a - n/a - n/a])
10008253330 cars
- 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
R i i i - - i . . . .
12199 EU-EC- ] S o Professional Non EEA 21{1:; S85 Female [Unresponsive to stimuli (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - /al)
10008253323 ‘A
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Unknown -
Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation), Chronic obstructive
pulmonary disease (n/a - Unknown - Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Unknown -
12200 "1 2021-04-|Healthcare EEA 65-85 Female Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - mﬁﬁgﬁ ggilNﬁgﬁgéﬁ] d(_SI;/SPVID-w
EU-EC- : L3 09 Professional Years Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Intramuscular]) PP
10008253320 Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Multiple organ
dysfunction syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Unknown -
Caused/Prolonged Hospitalisation), Tachypnoea (n/a - Unknown - Caused/Prolonged Hospitalisation)
More
2021-04- |Healthcare . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - . ol .
12201 EU-EC- £ 09 Professional Non EEA ?::I;ES Male  |Pneumonia (n/a - Fatal - Results in Death) ; isation - Not applicable - [n/a - n/a - n/a])
10008253313 :
COVID-19 VACCINE ASTRAZENECA (CHADOXI
i 00104 |Healtheare More . ' N _ NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12202 pype S (00 Professional  |Ton EEA gl(lan 85 [Male  |Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- Immunisation - Not
10008253055 Lh cars applicable - [n/a - n/a - Intramuscular])
Al 2021-04- | Healthcare 18-64 . . . . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12203 EU-EC- ] R 109 Professional Non EEA Vears Female [Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008253040 :

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008253395&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253336&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253332&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253323&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253320&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253313&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253040&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
12204 11 (2021-04- Healthcare Non EEA 65-85 Female Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Chest pain (n/a - Not Recovered/Not Resolved - Life TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i 09 Professional Years Threatening) immunisation - Not applicable - [1d - n/a - n/a])
10008253035
click or scarl : More
12205 g [2021-04- Healtheare {0 ppr  fihan 85 [Male | Malaise (n/a - Fatal - Results in Death) TOZINAMERAN [ TOZINAMERAN] (S - COVID-19
EU-EC- L iy |09 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008253033 & a
Blickcor scal | %= : COVID-19 VACCINE ASTRAZENECA (CHADOX1
7 221 (2021-04- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) A
12208 pupc |4 09 [Professional |°A Years |Female. [Death (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (- Immunisation - n/a - [/a
10008252645 - n/a - n/al)
[lick or scal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
12207 2021-04-|Healthcare EEA 18-64 Female Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 09 Professional Years Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008251996/ Z - Not applicable - [n/a - 1{DF} - n/a])
ik or scad | More COVID-19 VACCINE ASTRAZENECA (CHADOX1
12208 3 2021-04- |Healthcare Non EEA  |than 85 |Female Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important  [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 09 Professional Years Condition) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008251680 applicable - [n/a - n/a - Intramuscular])
: More COVID-19 VACCINE ASTRAZENECA (CHADOX1
12209 A (2021-04-|Healthcare Non EEA  |than 85 Male Arthralgia (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 09 Professional Vears Death), Decreased appetite (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008251677 applicable - [n/a - n/a - Intramuscular])
Elickor scal i 2021-04- | Healthcare 18-64 COVID-19 (n/a - Unknown - Life Threatening, Other Medically Important Condition), Death (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12210 . Non EEA Female (Death, Life Threatening), Drug ineffective (n/a - Unknown - Life Threatening, Other Medically Important Condition), . el .
EU-EC- : 09 Professional Years - ; ) immunisation - Not applicable - [1d - n/a - n/a])
2, Malaise (n/a - Recovered/Resolved - Life Threatening)
10008250956
Non
i |2021-04-| Healthcare 65-85  [Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
122111 pugc- 09 Professional EEA Years  |Specified COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008250942
lick or scal Non More MERAN ME
12212 2021-04- | ealthcare [Non EEA  |than 85 [Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) TOZINAV [TOZINAMERAN] (S- COVID-19
EU-EC- 5 09 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10008250936
Elickor scad | % COVID-19 VACCINE ASTRAZENECA (CHADOX1
12213 2021-04- Healthcare EEA 18-64 Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Varicose vein ruptured (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 09 Professional Years Recovering/Resolving - Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008250350 n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253035&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008252645&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008251996&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008251680&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008251677&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250956&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250942&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250936&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250350&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1281 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
s on
12214 al (2021-04- Healthcare EEA 65-85 Female COVID-19 (n/a - Not Recovered/Not Resolved - ), Respiratory tract infection viral (n/a - Not Recovered/Not Resolved-),  |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- : L3 09 Professional Years Sudden cardiac death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008250043 | & ‘o]
’ Non
2l 2021-04- 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
- -
12215 pupe | 09 Efallvthciar: | EEA Vears |[Male  |Death (n/a - Fatal - Results in Death) na - [n/a - /a - Intramuscular])
10008250033 olessiond
klick or scal | %5 : Non
12216 al 12021-04- Healthcare EEA 65-85 Female Cardiac arrest (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- | 09 Professional Years Recovered/Not Resolved - ) n/a - [n/a - n/a - Intramuscular])
1000825003 1| &
£ Non More ME
12217 g [2021-08-| o lihcare  |EEA than 85 |Female |COVID-19 (n/a - Not Recovered/Not Resolved - ), Pneumonia viral (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- . 09 Professional Vears n/a - [n/a - n/a - Intramuscular])
10008250022 ;i
Elick or scal |3
- 2021-04-Healtheare | 6585 |\, COVID-19 (n/a - Fatal - Results in Death), Celluitis (/a - Fata - Results in Death), Erysipelas (n/a - Fatal - Results in Fow}a;g: [ggim‘li“c‘amblmf '3(rjnoLVfD19
EU-EC- 09 Professional Years Death), Thrombophlebitis (n/a - Fatal - Results in Death) PP :
Intramuscular])
10008249373
: Non COMIRNATY COVID-19 MRNA VACCINE
2021-04- 65-85 . . (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
- -

12219 EUEC |5 09 gejgsl:iirgal EEA Vears Male |Ischaemic stroke (n/a - Fatal - Results in Death) DISPERSION FOR INJECTION [TOZINAMERAN] (S
10008249347 - Immunisation - n/a - [n/a - n/a - Intramuscular])
Elickcor scal | ¢ More Bedridden (n/a - Fatal - Results in Death), Dyspnoea (1a - Fatal - Results in Death), General physical health deterioration

2021-04- Healthcare . . " > - COMIRNATY [TOZINAMERAN] (S - Immunisation -

12220 . EEA than 85 |Female |(n/a- Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Oxygen saturation decreased (1a - Fatal -

EU-EC- . 09 Professional v, . n/a - [n/a - n/a - Intramuscular])
ears Results in Death)
10008248980
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-| Healtheare 65-85 ) 024414) [COVID-19 MRNA VACCINE MODERNA

12221 EU-EC- Fr | 0o Professional Non EEA Vears Male  [Death (1d - Fatal - Results in Death) (CX—-024414)] (S- COVID-19 immunisation - Not
10008248520 ; applicable - [n/a - 1{DF} - Intramuscular])

BlickCor sca | Sy Non More
i (2021-04- Fatigue (n/a - Unknown - Other Medically Important Condition), Limb discomfort (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19

12222 Healthcare Non EEA  [than 85 |Male .. . & . . .
EU-EC- - 09 . Important Condition), Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])

) Professional Years

10008248400

Non Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral thrombosis (n/a - Fatal - Results in Death), Dehydration COVID-19 VACCINE ASTRAZENECA (CHADOX1

2021-04- 18-64 . X - NCOV-19) [COVID-19 VACCINE ASTRAZENECA

12223 Healthcare EEA Male  |(n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown -

EU-EC 0 Professional Years Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - ), Vomiting (n/a - Unknown - ) (CHADOXI] NCOV-19)] (S - n/a - Unknown - [n/a -
10008248378 > > n/a - Intramuscular])

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250033&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250031&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250022&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008249373&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008249347&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248520&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248400&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248378&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; 2021-04- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12224 EU-EC 09 Healthcare EEA v, Female |Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
o 5 Professional cars - n/a - Intramuscular])
10008248317 ;
Blood fibrinogen decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life Threatening, Disabling, Other
Medically Important Condition), Craniotomy (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Death (n/a - Fatal - Results in Death), Haematocrit decreased (n/a -
] Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
| Haemoglobin decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important RAZE] CHADO!
Blick or scal ; Non Condition), Heart rate increased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other COVID-19 VACCINE AST NECA ( X1
2021-04- 18-64 - " A ] ¢ = NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12225 Healthcare EEA Female |Medically Important Condition), Hypovitaminosis (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, .
EU-EC- a2l 109 . Years S . " . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008248204 Fas Professional Disabling, Other Medically Important Condition), Platelet count decreased (n/a - Unknown - Life Threatening, - n/a - Intramuscular])
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Platelet count increased (n/a - Unknown
- Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Respiratory tract
infection (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Thrombocytopenic purpura (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Thrombosis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition)
klick or scal | *=
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12226 EU-EC- 5 09 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008248151| 2%
ElickCor scal |
3 2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . v .
12227 EU-EC- : 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008248145/ ¢
o | &
3 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) . s .
12228 EU-EC- : 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008248132| §
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12229 EU-EC- 09 Professional EEA Specified Specified COVID-19 {n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008248121 : ;
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) ) v .
2230 pupc | 09 Professional |-/t Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008248118
Qr _scail
2021-04- |Healthcare Not Not COMIRNATY [TOZINAMERAN] (S- COVID-19
-EC- . R . . - - i . o s .
12231 10(;5(')%2]:?4)(8:1 " 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death) 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=10008248317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248204&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248151&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248145&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248132&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248121&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248113&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12232 EU-EC- 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008248111
click or scarl
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) . . .
12233 EU-EC- i 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247959
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12234 EU-EC- . 09 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247958
Qr _scail
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) ) N .
12235 pupc . 09 Professional |-t Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247957 Bk i
Klick or scal | %
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) . s .
12236 EU-EC- : 09 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247956/ &
2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12237 EU-EC- o 09 Professional EEA Specified Specified COVID-19 {n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247955
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) . . .
12238 EU-EC- i (09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247954
;
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12239 EU-EC- . =2 109 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247953 b
; 2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) N .
122000 pupc |y 09 Professional |4t Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247952 i
klick or scall | S5
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) . . .
12241 EU-EC- 09 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247951
2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12242 EU-EC- . 09 Professional EEA Specified Specified COVID-19 nva - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247950

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008248111&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247959&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247958&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247957&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247956&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247955&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247954&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247953&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247952&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247951&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247950&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Elick or scal | i
12243 S 2021-04- [Healtheare  |[ppa  Not  |Not _ COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- %509 |Professional Specified|Specified “OVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008247949
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) S .
12244 EU-EC | ¥z 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247948
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) ) v .
12245 EU-EC- ) 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247947 2
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12246 EU-EC- : 09 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247946
sl | 3
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . v .
12247 EU-EC- 0 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247945
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . s .
12248 EU-EC- : 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247944 ¥io
klick or scal | %5
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12249 EU-EC- |« 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247943
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) ) v .
12250 EU-EC- : 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247942 :
Elick or sca |
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12251 EU-EC- 09 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Resullts in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247941
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) ) P .
12252 EU-EC- - 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247940

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008247949&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247948&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247947&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247946&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247945&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247944&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247943&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247942&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247941&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247940&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12253 EU-EC- 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247939
Qr Sca
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) ) s .
12254 EU-EC- 5 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247938
B (2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
-EC- : . . - - ) . o .
12255 BU-EC 09 Professional EEA Specified Specified COMID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247937
Elick or sca | .
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
. . . - - ) ) s .
12256 EU-EC- i 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247936/ =
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12257 EU-EC- : 09 Professional EEA Specified Specified COMID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247935 :
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) . s .
12258 EU-EC- 09 Professional EEA Specified Specified COVID-13 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247934
klick or scal | 75
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) . P .
12259 EU-EC- 09 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247933
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . v .
12260 EU-EC- 7. 09 Professional EEA Specified Specified COMID-19 (/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247932
o 2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
. . . - - ) ) s .
12261 EU-EG- | % 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247931
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12262 EU-EC- : 09 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008247930 &=

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008247939&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247937&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247936&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247935&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247934&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247933&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247931&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247930&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . .. . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - :
12263 EU-EC- ] 09 ;Irea%thciargal EEA Vears Male  |Craniocerebral injury (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a
10008247918 ofessio - n/a - Intramuscular])
lick or scal Non More ME
12264 2021-04- | ealthcare |EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 0 09 Professional Vears immunisation - n/a - [n/a - .3mL - Intramuscular])
10008247114 %
Elick or scad | B4 ; COVID-19 MRNA VACCINE MODERNA (CX-
} 23 (2021-04- [Healthcare 65-85 . } . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - -), - - . L
12265 EU-EC- ] 08 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death), Diet refusal (n/a - Unknown - ), Hyponatraemia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10008246817 Unknown - [n/a - 1{DF} - Intramuscular])
Qr _scail
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) . S .
12266 EU-EC- 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246807
klick or scal
i |2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12267 pyEpC- 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246806,
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
; . . - - ) . Nl .
12268 EU-EC- : 08 Professional EEA Specified Specified COVID-19 (/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246804 :
ElickCor scal |
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12269 EU-EC- : 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246792
Elick or scal |;
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12270 EU-EC- : 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246764 Z
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . . - - ) . S .
12271 EU-EC- i 08 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246729 | =ik
klick or scall | g
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12272 EU-EC- 08 Professional EEA Specified Specified COMID-19 (/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246724

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008247918&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008247114&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246817&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246807&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246804&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246792&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246764&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246729&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246724&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12273 EU-EC- 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246709 -
click or scarl
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
. . . - - ) ) s .
12274 EU-EC- : 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246707 ¥o :
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12275 EU-EC- 08 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246701 : :
1 2021-04- Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
] R . . - - ) . . . .
12276 EU-EC- : 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246698
*12021-04- Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
. . . - - ) . s .
12277 EU-EC- e 08 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246689 |
; COVID-19 MRNA VACCINE MODERNA (CX-
th (2021-04-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . i
12278 BU-EC- 2 os Professional Non EEA Vears Female [Haemorrhagic stroke (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008246683 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal
i (2021-04- Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
LEC- A . . - - ) ) N .
12279 BU-EC 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246674
klick or scal :
24 (2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . v .
12280 EU-EC- |y 08 Professional EEA Specified Specified COMID-19 (/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246671
3 2021-04- Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
. . . - - ) ) s .
12281 EU-EC- L B 08 Professional EEA Specified Specified COVID-13 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246655 :
s A1 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12282 EU-EC- 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246654

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008246709&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246707&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246701&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246698&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246689&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246683&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246674&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246671&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246655&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246654&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- A1 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12283 EU-EC- : 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246650
3 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . . - - ) . Nl .
12284 EU-EC- : 08 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246617
23 (2021-04- [Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12285 EU-EC- 5 08 Professional EEA Specified Specified COMD-19 (na - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246602 :
Qr _scail
2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12286 pupc | 08 Professional |-t Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246597 ;
ko | &
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . . - - ) . ol .
12287 EU-EC- 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246576
4 2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12288 EU-EC- : 08 Professional EEA Specified Specified COVID-19 {n/a - Falal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246573
Elick or scal = 1 More COVID-19 MRNA VACCINE MODERNA (CX-
12289 X, 1 | 2021-04- | Healthcare Non EEA  |than 85 |Male Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal - Results in (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 08 Professional Vears Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008246417 i applicable - [n/a - 1{DF} - Intramuscular])
;
41 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12290 EU-EC- 08 Professional EEA Specified Specified COVD-19 (nva - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246411
lick or scal COMIRNATY [TOZINAMERAN] (S- COVID-19
% 2021-04- Healthcare Not Not . -
Bt T Elos  [Professional | Specified Specified COVID-19 (Va - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/al)
10008246406,
Aphonia (n/a - Unknown - Caused/Prolonged Hospitalisation), Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in
- Death), Dry throat (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Eye movement
: disorder (n/a - Unknown - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - ), Immobile (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-04- [Healthcare 65-85 Lo " R L . 024414) [COVID-19 MRNA VACCINE MODERNA
12292 .o : Non EEA Male  |Caused/Prolonged Hospitalisation), Nasopharyngitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Pain in extremity . L
EU-EC- o 08 Professional Years /- Unkn. Pallor (n/a - Unkn sed/Prol Hospitalisation). P ia (n/a - Unkn (CX-024414)] (S- COVID-19 immunisation - Not
10008246404 : (n/a - Unknown - ), Pallor (n/a - Unknown - CausedProlonged Hospitalisation), Pncumonia (n/a - Unknown - applicable - [/a - 1 {DF} - n/a])
Caused/Prolonged Hospitalisation), Respiratory tract congestion (n/a - Unknown - Caused/Prolonged Hospitalisation),
Rhinorrhoea (n/a - Unknown - ), Tremor (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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246650&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246602&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246597&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246576&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246573&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246417&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246411&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246406&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246404&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
> 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . oo .
12293 EU-EC- : L3 |08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246364
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
B4 pupe |4 08 Professional EEA SpecifiedSpecified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246308 | =3 ;
=1 (2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . o .
12295 EU-EC- : 08 Professional EEA Specified Specified COVID-19 {n/a - Tatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246286
Qr scaij '-
21 |2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . oo .
12296 pupc g 08 Professional | L% Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246283 | i&;
= (2021-04- [Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . o .
12297 EU-EC- .3, |08 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008246263 ]
Elick or sca | tfv COVID-19 MRNA VACCINE MODERNA (CX-
5 A% |2021-04- |Healthcare 18-64 . " o 024414) [COVID-19 MRNA VACCINE MODERNA
12298 o Non EEA Male - -
EU-EC- ¥ (08 Professional Vears Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008246169 applicable - [n/a - 1{DF} - Intramuscular])
Aphasia (9d - Fatal - Results in Death, Other Medically Important Condition), Decreased appetite (9d - Fatal - Results in
Death, Other Medically Important Condition), Dizziness (9d - Fatal - Results in Death, Other Medically Important COVID-19 MRNA VACCINE MODERNA (CX-
12299 2021-04- | Healthcare Non EEA 65-85 Female Condition), Dyspnoea (9d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (9d - Fatal - Results (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . L+ |08 Professional Years in Death, Other Medically Important Condition), Immediate post-injection reaction (9d - Fatal - Results in Death, Other |(CX-024414)] (S- COVID-19 immunisation - Not
10008246156 h Medically Important Condition), Nausea (9d - Fatal - Results in Death, Other Medically Important Condition), Respiratory |applicable - [n/a - 1{DF} - Intramuscular])
failure (9d - Fatal - Results in Death)
Abdominal distension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute kidney injury (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged MRN, CCINE
or scaij Hospitalisation), Death (1d - Fatal - Results in Death), Dehydration (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 A VA MODERNA (CX-
2021-04- | Healthcare 65-85 IO - PURTIVE, - 024414) [COVID-19 MRNA VACCINE MODERNA
12300 . Non EEA Female |Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - Fatal - Results . L
EU-EC- i 08 Professional Years . e A o (CX-024414)] (S- COVID-19 immunisation - Not
10008246152 . in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Fz?tal.- Results in Death, Caused/Prolonged Hospitalisation), applicable - [1va - 1{DF} - Intramuscular])
Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Renal failure (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Qr _scail
123011 EUEC M (2021-04- | Healthcare EEA Not  [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
1000 8_2 4 66 02 2 Professional Specified|Specified Death, Other Medically Important Condition) 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=10008246364&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246308&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246286&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246283&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246263&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246169&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246152&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246092&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
12302 1 (2021-04- |Healthcare EEA Not 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- 0 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008246062 ]
12303 21 |2021-04- | Healthcare EEA Not 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- 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008246058
e | T
12304 1 21 2021-04- Healthcare EEA Not 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  |x 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008246055
or scaij i Brain herniation (1d - Fatal - Results in Death), Cerebral haemorrhage (1d - Fatal - Results in Death), Cerebral mass COVID-19 MRNA VACCINE MODERNA (CX-
11 2021-04- | Healthcare 65-85 . - - 024414) [COVID-19 MRNA VACCINE MODERNA
12305 o . Non EEA Male |effect (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Neurological symptom (1d - Fatal - Results . g
EU-EC- 08 Professional Years in Death) (CX-024414)] (S- COVID-19 immunisation -
10008246042 Unknown - [n/a - 1{DF} - Intramuscular])
12306 a1 (2021-04- |Healthcare EEA Not 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- .3, |08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008246029 "
: COVID-19 MRNA VACCINE MODERNA (CX-
12307 a1 202 1-04- Healthcare Non EEA 65-85 Male Chronic obstructive pulmonary disease (2d - Unknown - ), Condition aggravated (2d - Unknown - ), Death (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008246021/ 7 ; applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 4% : COVID-19 MRNA VACCINE MODERNA (CX-
1 21 (2021-04- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
1B% pupc g 08 [Professional |NOMEEA vy  [Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008246019 applicable - [n/a - 1{DF} - Intramuscular])
12300 2021-04- Healthcare EEA Not 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- . 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008245944 :
gk or scall | == COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
12310\ EU-EC- 3 08 Professional |V EEA |, |Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008245921 ; applicable - [n/a - 1{DF} - Unknown])
12311 2021-04-|Healthcare EEA Not 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-ECG-  |x L3 |08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008245913 :

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008246062&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246058&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246055&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246042&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246029&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246021&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245944&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245921&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245913&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
12312 31 (2021-04-|Healthcare EEA Not 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- 7 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008245894
12313 1 (2021-04- Healthcare EEA Not 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- | gE 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008245874/ s
12314 1 2021-04- Healthcare EEA Not 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- 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008245872,
[lick or scal | i COVID-19 MRNA VACCINE MODERNA (CX-
21 2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12315 pupe |4 08 Professional | "M EEA  [yrears  [Male  |OOVID-19 (5d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008245838/ 2 applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal bt ) 5021-04- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12316 L . EEA Male  [Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
EU-EC- . 08 Professional Years Int dar])
10008245670 nlramuseuiar
- COMIRNATY [TOZINAMERAN] (S - COVID-19
: 5021-04- | Healthcare More immunisation - Drug withdrawn - [1d - .3mL -
12317, EU-EC- ] . 08 Professional EEA than 85 |Female |Cerebral haemorrhage (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Intramuscular - More in ICSR]),
10008245617| S Years [ACENOCOUMAROL] (S- Deep vein thrombosis -
- Drug withdrawn - [n/a - 4mg - Oral])
Elickor scal b 2021-04-| Healthcare 18-64 VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12318 : EEA Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- L3y |08 Professional Years A withdrawn - [1d- .SmL - Intramuscular])
10008245521 ; Drug .
COVID-19 MRNA VACCINE MODERNA (CX-
12319 2021-04- Healthcare Non EEA 18-64 Female Chest pain (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), Headache (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- T 08 Professional Years Unknown - ), Nausea (n/a - Unknown - ), Pain (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008245516/ & applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal b " 2021-04- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12320 EU-EC- ¥ 08 Healthcare EEA Vears Female |Anaphylactic shock (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008245273 - Professional n/a - Intramuscular])
Elickor scall | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
123211 pupc 08 [Professional |NOMEEA |y Male  Death(1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008245131 applicable - [n/a - 1{DF} - Unknown])
; Confusional state (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Other Medically Important COVID-19 A VA MODERNA (CX-
? - . - . 024414) [COVID-19 MRNA VACCINE MODERNA
2021-04- Healthcare 65-85 Condition), Fatigue (n/a - Fatal - Results in Death), Heart rate decreased (n/a - Fatal - Results in Death), Lethargy (n/a - . L
12322 ) . Non EEA Male N P . . g (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- x (08 Professional Years Fatal - Results in Death), Memory impairment (n/a - Fatal - Results in Death), Nightmare (n/a - Fatal - Results in applicable - [n/a - 1{DF} - Intramuscular - More in
10008244750 Death), Sleep disorder (n/a - Fatal - Results in Death) IEIS)R])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245894&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245874&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245872&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245670&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245521&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245516&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245131&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244750&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
% More Cardiovascular disorder (1d - Unknown - Caused/Prolonged Hospitalisation), Cholecystitis (1d - Unknown - CausedProlonged [CoNiD- 19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare S ) I . o 024414) [COVID-19 MRNA VACCINE MODERNA
12323 . Non EEA  |than 85 [Female |Hospitalisation, Other Medically Important Condition), Hypertension (1d - Unknown - Caused/Prolonged Hospitalisation), . .
EUEC % 08 Professional Years Respiratory failure (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (- COVID-19 immunisation - Not
10008244747 ? applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
42021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . s
12324 pupc |58 08 [Professional |NOMEEA lyeqs [Male  |Death(ld-Fatal- Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008244746 applicable - [n/a - 1{DF} - Intramuscular])
ik orscag | = : COVID-19 MRNA VACCINE MODERNA (CX-
12325 4 2021-04- |Healthcare Non EEA 65-85 Male Chest pain (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death),|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 08 Professional Years Gastrooesophageal reflux disease (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008244735 applicable - [n/a - 1{DF} - Intramuscular])
oLl i More Aphasia (n/a - Unknown - Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal - Results in Death), COVID-19 A VAT RN MO:D:nERNIE A (CX-
12326 2021-04- | Healthcare Non EEA  [than 85 |Female |Incoherent (n/a - Unknown - Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Unknown - Caused/Prolonged 024414) [COVID-19 A VA MODERNA
EU-EC- 08 Professional Vears Hospitalisation) P > (CX-024414)] (S- COVID-19 immunisation - Not
10008244731 P applicable - [n/a - 1{DF} - Intramuscular])
Bk or scad | =4 : More COVID-19 MRNA VACCINE MODERNA (CX-
A4 2021-04- | Healthcare . . I 024414) [COVID-19 MRNA VACCINE MODERNA
12327 EU-EC- 08 Professional Non EEA 21{1:; S85 Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008244691 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-04- | Healthcare 65-85 . Y . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . i
12328 BU-EC- £ 08 Professional Non EEA Vears Male  |General physical health deterioration (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008244619 ; applicable - [n/a - 1{DF} - Intramuscular])
zd (2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
. . . - - ) . . .
12329 EU-EC- 5 L3y |08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008244427 &3 ;
4 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) S .
12330 EU-EC- 08 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008244419 3
Pi: o il | 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) N .
B pupc |48 08 Professional |4t Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008244415
o |
4 (2021-04- [Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . s .
12332 EU-EC- 08 Professional EEA Specified Specified COVID-19 (/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008244414
:
4 2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S - COVID-19
: . . - - ) ) P .
12333 EU-EC- . 08 Professional EEA Specified Specified COVID-19 {n/a - Falal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008244363 7
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244747&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244746&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244735&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244691&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244427&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244419&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244414&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244363&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
4 2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12334 EU-EC- L3 |08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008244362 ]
L COVID-19 MRNA VACCINE MODERNA (CX-
12335 = (2021-04- Healthcare Non EEA 65-85 Male Asthenia (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Eye movement disorder (n/a - Unknown - ), Feeling 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o 08 Professional Years abnormal (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation -
10008244273 Unknown - [n/a - 1 {DF} - Intramuscular])
Elickorscall | 5% : COVID-19 MRNA VACCINE MODERNA (CX-
i |2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . A
12336 pupe | 08 Professional |O" EEA  lyors  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008244187 applicable - [n/a - 1{DF} - Unknown])
klick or scal 2
21 |2021-04-|Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
A . . - - ) . S .
12337 puRc. 08 Professional EEA Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008244156
Elickorscal | %% ! : More COVID-19 MRNA VACCINE MODERNA (CX-
12338 il 12021-04- | Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death), Feeding tube user (1d - Fatal - Results in Death), General physical health 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . 08 Professional Vears deterioration (1d - Fatal - Results in Death), Hypophagia (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008244118 =4 applicable - [n/a - 1{DF} - Intramuscular])
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . . - - ) . ol .
12339 EU-EC- 08 Professional EEA Specified Specified COVID-19 (w/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008243991
ElickCor scal |
2021-04- | Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
: . . - - ) . S .
12340 EU-EC- . 08 Professional EEA Specified Specified COVID-19 {n/a - Tatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008243983
2021-04- |Healthcare Not Not . COMIRNATY [TOZINAMERAN] (S- COVID-19
; . . - - ) . S .
12341 pypc A 08 Professional |4t Specified Specified COVID-19 (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008243966/ Bk ]
ik or e | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-04- 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - A
12342 EU-EC- ] ER 08 Ef;]vg;;ffal Non EEA Vears Male  [Chest pain (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008243965 i T applicable - [n/a - n/a - Intramuscular])
12343 2 2021-04-|Healthcare EEA Not 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- i Ty |08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008243905 T
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244362&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244273&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244187&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244156&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244118&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243991&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243983&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243966&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243905&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
:
12344 21 (2021-04- Healthcare EEA Not 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- : 08 Professional Specified Specified Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008243892
2 (2021-04- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
12345 EU-EC % iy |08 Professional EEA Years Female \Myocardial infarction (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008243840 Fiodda:
Clckorscal | b2 8 | 5021-04 | Healthcare 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
12346, . EEA Male  [Sudden death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S-n/a-n/a- [n/a-n/a-
EU-EC- . 08 Professional Years N
10008243838 a)
or scai 2 Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening), Cachexia (n/a - Fatal - Results in Death, COVID-19 MRNA VACCINE MODERNA (CX-
T 12021-04- Healthcare 65-85 . . . s . . . " 024414) [COMID-19 MRNA VACCINE MODERNA
12347 . Non EEA Female |Life Threatening), Dementia (n/a - Fatal - Results in Death, Life Threatening), Dysphagia (n/a - Fatal - Results in Death, . .
EU-EC- 08 Professional Years Life Threatening), Odynophagia (n/a - Fatal - Results in Death, Life Threatening) (CX-024414)] (8 - COVID-19 immunisation - Not
10008243738 > applicable - [n/a - 1{DF} - Unknown])
Rlickor scal | w78 Cough (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (17d - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 L . o 024414) [COVID-19 MRNA VACCINE MODERNA
12348 . Non EEA Male  |Hospitalisation), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - . i
EU-EC- 3 |08 Professional Years Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation) (€X-024414)] (S- COVID-19 immunisation - Not
10008243708 ? applicable - [n/a - 1{DF} - Intramuscular])
- COVID-19 MRNA VACCINE MODERNA (CX-
wl (2021-04- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
1239 pupe |5 08 Professional |NOR EEA  lyors  [Male  [Death (1440min - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008243485 applicable - [n/a - 1{DF} - Intramuscular])
Rlickor scal |3 ¢ Death (4d - Fatal - Results in Death), Decreased appetite (4d - Fatal - Results in Death), Dyspepsia (4d - Fatal - Results COVID-19 MRNA VACCINE MODERNA (CX-
41 2021-04- | Healthcare 65-85 . - . o h ! 024414) [COVID-19 MRNA VACCINE MODERNA
12350 . Non EEA Male |in Death), Fatigue (4d - Fatal - Results in Death), Myocardial infarction (4d - Fatal - Results in Death), Nausea (4d - . .
EUEC |13 08 Professional Years Fatal - Results in Death), Pain (4d - Fatal - Results in Death), Pyrexia (4d - Fatal - Results in Death) (CX-024414)] (- COVID-19 immunisation - Not
10008243431/ 2 1 g eswlls In Death), Fyr 1 applicable - [n/a - 1{DF} - Intramuscular])
A Asthenia (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in COVID-19 A VAT RN MO:D:I]ERNIE A (CX-
12351 g |2021-04-| Healtheare g gy (6585 gy Death), Dizziness (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - 024414) [COVID-19 /A VACCINE MODERNA
EU-EC- i 14 (08 Professional Years Resul t; in Death ? ? (CX-024414)] (S- COVID-19 immunisation - Not
10008243412 ; Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Rlickcor scad | : Asthenia (n/a - Unknown - ), Cold sweat (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Diarrhoea (n/a - COVID-19 AVAI RN MO:D:HERN]E A (CX-
12352 b gl |2021-04- Healtheare o pp s [18:64y e Hinknown - ), Fatigue (n/a - Unknown - ), Pain (n/a - Unknown - ), Paraesthesia (n/a - Unknown - ), Unresponsive to stimuli 024414) [COVID-19 A VA MODERNA
EU-EC & 08 Professional Years (n/a- U nkno’wn i )gue ’ ? ’ P (CX-024414)] (S- COVID-19 immunisation - Not
10008243404 =ik a : applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243892&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243840&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243838&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243738&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243708&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243485&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243431&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243412&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243404&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12353 EU-EC- 08 Professional Non EEA Vears Female |Respiratory failure (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008243387 applicable - [n/a - 1{DF} - Intramuscular])
2021-04- |Healthcare 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12354 : EEA Male |Atrioventricular block complete (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC = 08 Professional Years Not applicable - [1d- 1{DF} - Int dar])
10008243330 - Not applicable - [1d- 1 {DF} - Intramuscular
Bk or scad | =4 SPIKEVAX [COVID-19 MRNA VACCINE
2021-04- | Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
: - - . o ;
12355 EU-EC- ] 08 Professional EEA Vears Female |Mesenteric artery thrombosis (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d- 1 {DF} -
10008243313 Intramuscular])
2 COVID-19 VACCINE ASTRAZENECA (CHADOX1
! 2021-04- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - - ) . S
12356 pupc |4 2 s Professional | CA Years |Vele  |Cardio-respiratory arrest (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008243303 : - Drug withdrawn - [1d - .5uL - Intramuscular])
ik or scad | i 4 COVID-19 VACCINE ASTRAZENECA (CHADOX1
} =1 |2021-04- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
12357 EU-EC- ] 08 Professional EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - n/a - [n/a - 1{DF} -
10008243250 Intramuscular])
: Non More
12358 f (202104 | erlthcare  [EEA than 85 |Male  |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- % 08 Professional Vears immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008243247| &
Iy 2021-04- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
12359 EU-EC- ] 08 Healthcare EEA than 85 |Female |Tachycardia (1d- Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
10008243138 Professional Years Intramuscular])
hg ¥, 12021-04- [Healtheare 65-85 . SPIKEVAX [COVID-19 MRNA VACCINE
12360 . EEA Female |Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - ) MODERNA (CX-024414)] (S- n/a- n/a- [1d- 1 {DF}
EU-EC- o 08 Professional Years - Intr ar])
10008243064 ; amuscriar
- COVID-19 MRNA VACCINE MODERNA (CX-
Non More . L . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12361 2021-04- Healthcare Non EEA  |than 85 |Female General physwal' health deterioration (3d - Unknown - ), Respiratory arrest (1d - Fatal - Results in Death, Other Medically (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- : 08 . Important Condition) . ;
i £ Professional Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008242980/ =% :
ICSR])
Elickor scal | 1 More COVID-19 MRNA VACCINE MODERNA (CX-
21 |2021-04- | Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - - . L
12362 EU-EC- ] 08 Professional Non EEA gl{ljaanSS Male  |Multi-organ disorder (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008242896 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243387&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243313&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243303&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243250&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243247&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243138&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242980&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242896&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- Atrial fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation), Cardiac failure congestive (n/a - Unknown -
; More Caused/Prolonged Hospitalisation), Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
Bk 12021-04- | Healthcare than 85 e 024414) [COVID-19 MRNA VACCINE MODERNA
12363 . Non EEA Female (Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged . .
EUEC 08 Professional Years Hospitalisation), Pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Polyuria (n/a - Unknown - Caused/Prolonged (CX024414)] (S- COVID-19 immunisation - Not
10008242869 Lol > applicable - [n/a - 1{DF} - Intramuscular])
Hospitalisation)
o or el : COVID-19 MRNA VACCINE MODERNA (CX-
- = : 2021-04- | Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
12364 o ; Non EEA Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 08 Professional Years . .
= applicable - [n/a - 1{DF} - Intramuscular - More in
10008242851 ol
oo ICSR])
Eickorscal | R0 COVID-19 MRNA VACCINE MODERNA (CX-
12365 31 (2021-04-|Healthcare Non EEA 65-85 Female Bowel movement irregularity (4d - Unknown - ), Death (1d - Fatal - Results in Death), Decreased appetite (4d - Unknown - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC | ¢5 .3 |08 Professional Years ), Defaecation disorder (4d - Unknown - ), Dyspnoea (4d - Unknown - ), Nausea (4d - Unknown - ), Pain (4d - Unknown - )  |(CX-024414)] (S- COVID-19 immunisation - Not
10008242760 y applicable - [n/a - 1{DF} - Intramuscular])
[lick or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
i1 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12366 pupe |4 08 Professional |OM EEA  |yors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008242759 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | 55 : More COVID-19 MRNA VACCINE MODERNA (CX-
31 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12367, cupc |2 08 Professional Non EEA ?:;ISS Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008242712 applicable - [n/a - 1{DF} - Intramuscular])
Elick or sca : More Chest discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in COVID-19 A VAI OCI[R ) NE] MODERNA (CX-
12368 g [2021-04- Healtheare Non EEA |than 85 [Male  |Death, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 /A VACCINE MODERNA
EU-EC- : 08 Professional Vears m;lisation) > EE——— (CX-024414)] (S- COVID-19 immunisation - Not
10008242654/ s P applicable - [n/a - 1{DF} - Unknown])
Kickor scal | 2o ki 2021-04-Healthcare 65-85 Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - [cé)o\f/[Dls.llg 9\<[2XCCINEJJAAI\II\I$EN(?A[§266CC%€QS%)] (s-
12369 . Non EEA Male  [Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Recovered/Resolved - Results in o . : ’
EU-EC * 08 Professional Years Death, Caused/Prolonged Hospitalisation), Pneumonitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - .Sml. -
10008242642 ’ ? E— Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
12370 2021-04-|Healtheare |\ oy (65-85 |\ | Abdominal discomfort (na - Unknown - ), Death (1d - Fatal - Results in Death), Pain in extremity (n/a - Unknown - ), 024414) [COVID-19 MRNA VACCINE MODERNA
EBU-EC- | 1fd 08 Professional Years Pyrexia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008242549 applicable - [n/a - 1{DF} - Intramuscular])
HE Bradycardia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (0d- [COVID-19 VACCINE ASTRAZENECA (CHADOX1
12371 2021-04- | Healthcare EEA 65-85 Female Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (0d - Fatal - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG | 08 Professional Years Hospitalisation), Resuscitation (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), |(CHADOXI1 NCOV-19)] (S- COVID-19 immunisation
10008242526 ;] Syncope (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation) - n/a- [n/a - n/a - Subcutaneous])
Bk orscad | = : COVID-19 MRNA VACCINE MODERNA (CX-
41 (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
18372 puEc 2108 |Professional  |NOMEEA |yeqrs  [Fomale |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008242407 : applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242869&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242851&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242760&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242759&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242712&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242654&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242642&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242526&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242407&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : More COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
1837 puEc 808 [Professional [NOn FEA - |than 85 Female Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008242238 ; applicable - [n/a - 1{DF} - Intramuscular])
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 (2021-04- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) :
12374 EU-EC- : 08 Professional EEA Years Female |Death (0d - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008242208 - - .5mL - Intramuscular])
gk or scall | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . o 024414) [COVID-19 MRNA VACCINE MODERNA
12375 BU-EC- I 08 Professional Non EEA 2]{}:;55 Female |Cerebral haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008242140 applicable - [n/a - 1{DF} - Unknown])
or scaj B COVID-19 MRNA VACCINE MODERNA (CX-
20 (2021-04-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
) : - - ) . L
12376 pupc %08 [Professional |NOMEEA [y  [Female [Myocardial rupture (na - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008242063 applicable - [n/a - 1{DF} - Intramuscular])
: 8 12021-04-|NOn More ot COMIRNATY [TOZINAMERAN] (S - COVID-19
12377 ; Healthcare EEA than 85 .. _{COVID-19 (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition) . S .
EU-EC- 08 . Specified immunisation - Not applicable - [1d - n/a - n/a])
Professional Years
10008241894
Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous (COVID-19 VACCINE ASTRAZENECA (CHADOX1
12378 2021-04-|Healthcare EEA 18-64 Female |Sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 08 Professional Years (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008241756 h - n/a - [n/a - n/a - Subcutaneous))
Elickor scal | 33 More COVID-19 MRNA VACCINE MODERNA (CX-
12379 2021-04- | Healthcare Non EEA  |than 85 |Male Chronic obstructive pulmonary disease (1d - Fatal - Results in Death), General physical health deterioration (1d- Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG-  |x 08 Professional Vears Results in Death), Hypotension (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008241737 ; applicable - [n/a - 1{DF} - Intramuscular])
S Vore
] A (2021-04-|Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -
' R -
12380 BU-EC- ] 08 Professional EEA glan 85 |Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008241692 cans
Ik i COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-04- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) o
12381 pupc 08 |Professional |[TA  |Years Male |Death(n/a-Fatal- Results in Death (CHADOXI NCOV-19)] (S- Immunisation - n/a - [n/a
10008241667 ] - n/a - n/aJ)
i or scad | COVID-19 MRNA VACCINE MODERNA (CX-
12382 2021-04- |Healthcare Non EEA 65-85 Male Confisional state (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Fatigue (n/a-  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- o 08 Professional Years Unknown - ), Lethargy (n/a - Unknown - ), Memory impairment (n/a - Unknown - ), Nightmare (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008241543 applicable - [n/a - 1{DF} - Intramuscular])
- Confusional state (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in
Death), Dysphagia (20d - Fatal - Results in Death. Caused/Prolonged Hospitalisation), Mental impairment (20d - Fatal - |0 VAP 19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . PRTY " . 024414) [COVID-19 MRNA VACCINE MODERNA
12383 . Non EEA Female |Results in Death, Caused/Prolonged Hospitalisation), Pancreatitis (20d - Fatal - Results in Death, Caused/Prolonged . i
EU-EC- L 08 Professional Years PRI . 4 T . (CX-024414)] (S- COVID-19 immunisation - Not
10008241511 = Hospitalisation), Renal failure (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (20d - Fatal - applicable - [n/a - 1{DF} - Intramuscular])
Results in Death, Caused/Prolonged Hospitalisation) PP

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008242238&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242208&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242140&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242063&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241894&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241756&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241737&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241692&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241667&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241543&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241511&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
blick o szl More COMIRNATY [TOZINAMERAN] (S - COVID-19
12384 "‘J 2021-04-|Healthcare  |gpa than 85 |Female |Abdominal pain (n/a - Fatal - Results in Death), Epistaxis (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results |} RNATY [TOZIN h RAN] (S- D-
EU-EC- B (08 Professional Years in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008241358
o Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypertension (n/a - Fatal -
= : Non Results in Death, Caused/Prolonged Hospitalisation), Lower respiratory tract infection (n/a - Fatal - Results in Death, MERAN ME
12385 EU-EC- i . 3321_04_ Healthcare Non EEA I;o;d fied Female |Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - ;l;r?fi\gsation . Noggozllil\;ble - Fl?i]t]]ng: %\)/[D_lg
10008241248 : Professional Fatal - Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged PP
Hospitalisation)
Elick or scall | 5 COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12386 EU-EC- : .3, |08 Professional Non EEA Years Female |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008241167 T applicable - [n/a - 1{DF} - Intramuscular])
= SPIKEVAX [COVID-19 MRNA VACCINE
2021-04-|Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
: - - . o ;
12387 EU-EC- ] 08 Professional Non EEA Vears Female [Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008241149 Intramuscular])
Elickor scall | 55 i More COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12388 pugc 08 [Professional | FFA - |than 85 [Male Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008241033 applicable - [n/a - 1{DF} - Intramuscular])
Ty ore 024413) [COVID-19 VRNA VACCINE MODERNA
T 21 2021-04- Healthcare Death (9d - Fatal - Results in Death), Diarrhoea (9d - Unknown - Other Medically Important Condition), Hypersomnia (9d . L
12389 . Non EEA  |than 85 [Male " . . . - (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- . 08 Professional - Unknown - Other Medically Important Condition), Hypophagia (9d - Unknown - Other Medically Important Condition) . .
: Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008240886
i ICR)
i : 2021-04-Health 65-85 COVID-19 VACCINE ASTRAZENECA (CHADOX1
12390 ; care - |EEA Male  |Death (n/a - Fatal - Results in Death) NCOV-19) - SUSPENSION FOR INJECTION (S-
EU-EC- : L3 |08 Professional Years COVID-19 - n/a - [/a - n/a - n/a])
10008240884/ =i :
i or scad | =t 1 COVID-19 MRNA VACCINE MODERNA (CX-
i 4l 2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12391 EU-EC- : 08 Professional Non EEA Years Male  |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008240439 applicable - [n/a - 1{DF} - Intramuscular])
. COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
b . - - Results in Death) . N
12392 EUEC 208 [Professional |NonEEA |yeas |Male |Death (1440min - Fatal - Results in Death (CX-024414)] (S - COVID-19 immumisation - Not
10008240432 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12393 pupe |4 08 Professional |07 FEA 2}(1:;585 Female | Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008240304 : applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Death (n/a - Fatal - Results in Death), Dyspnoea (25d - Unknown - Caused/Prolonged Hospitalisation), Hip fracture (n/a - COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . . . : . . 024414) [COVID-19 MRNA VACCINE MODERNA
12394 : Non EEA Female |Fatal - Results in Death), Pneumonia bacterial (n/a - Fatal - Results in Death), Poor peripheral circulation (25d - . L
EU-EC- 08 Professional Years Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008240191 P applicable - [n/a - 1{DF} - Unknown])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . L
12395 pUuEC | CREEREER 08 [Profesional | NN EFA yeys Male  |COVID-I9(17d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008239986 Fiodada: applicable - [n/a - 1{DF} - Intramuscular])
Eliccor sca | COVID-19 MRNA VACCINE MODERNA (CX-
12396 2021-04- Healthcare Non EEA 65-85 Male Arrhythmia (1d - Fatal - Results in Death), Cardiac failure congestive (1d - Fatal - Results in Death), Death (1d - Fatal - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . 08 Professional Years Results in Death), Fall (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008239949 applicable - [n/a - 1{DF} - Intramuscular])
ElickCor scal |5 More , , o o
12397 2021-04-|Healthcare EEA than 85 |Female Altered state of consciousness (2d - Fatal - Results in Death), General physical health deterioration (2d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- : 08 Professional v, Death), Restlessness (2d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
[ ears
10008239924
Elick or scad | =2 : COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
12398 EU-EC- ] 08 Professional Non EEA Vears Male  [Agonal death struggle (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008239830 applicable - [n/a - 1{DF} - Intramuscular])
: More
4 (2021-04-|Healthcare . . .. COMIRNATY [TOZINAMERAN] (S - Immunisation -
12399 EU-EC- ] 08 Professional EEA gl(lan 85 |Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) na - [n/a- n/a - n/al)
10008239693 cans
g : 2021-04- |Healthcare 65-85 SPIKEVAX [COVID-19 A VA
12400 : : EEA Female |Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- ol 08 Professional Years [/ - n/a - Intramuscular])
10008239448 s
m ! . . P COVID-19 VACCINE ASTRAZENECA (CHADOX1
s xadk (2021-04- |Healthcare 65-85 Aphasia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not
. . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12401| EU-ECG- 08 Professional |Non EEA [Years |Male |Resolved- Other Medically Important Condition), Malaise (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - . o
. (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008239334 Results in Death) N .
- Not applicable - [1d - 1{DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
- NCOV-19) [COVID-19 VACCINE ASTRAZENECA
5021-04- |Healthcare 18-64 (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
12402 BU-EC- 08 Professional EEA Years Female |Pulmonary embolism (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) - Not applicable - [n/a - 1{DF} - n/a)),
10008239171 [ETHINYLESTRADIOL, LEVONORGESTREL] (S-
Contraception - Dose not changed - [n/a - 1{DF} -
n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (n/a - Fatal - Results in Death
m T Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Metabolic COMIRNATY [TOZINAMERAN] (S- COVID-19
12403 5 (2021-04- Healthcare EEA 18-64 Female acidosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EG- | x3 08 Professional Years Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), More in ICSR]) PP .
10008238654 Pulmonary sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Troponin increased (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation)
i More . . . o . . COMIRNATY [TOZINAMERAN] (S- COVID-19
12404 2021-04- Healthgare EEA than 85 |Female Acute rmp]rator.y failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - immunisation - Not applicable - [n/a - 1 {DF} -
EU-EC- 0 08 Professional Y Fatal - Results in Death) Int Jar])
10008238594 cans nlramuseuiar
More
2021-04-|Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
12405 EU-EC- 08 Professional EEA gl{lan 85 |Female |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008238554 s
click or scarl More
2021-04- |Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
12406 EU-EC- 08 Professional EEA ?:;ISS Female |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008238551
23 12021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- : i i . - -
12407 puEC 08 Professional EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/al)
10008238550 cans
g
12408 3= |2021-04- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- | g% x (08 Professional Years Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) n/a- [n/a - n/a - n/aj)
10008238549
2021-04-|Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -
A - -
12409 BU-EC- 08 Professional EEA 21(1:;:;5 Female |Death (n/a - Fatal - Results in Death) n/a - [n/a - n/a - n/a])
10008238545
More
2021-04- | Healthcare . COMIRNATY [TOZINAMERAN] (S - Immunisation -
% - -
12410 EU-EC- 08 Professional EEA ?:;I:ES Female |Death (n/a - Fatal - Results in Death) na - [n/a- v/a - n/a])
10008238541
i 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- : i i . - -
12411 EU-EC- 47 08 Professional EEA gl(wn 85 |Female |Death (n/a - Fatal - Results in Death) na - [n/a- n/a - n/al)
10008238540 cas
More
12412 F 2021-04- | Healthcare — 1pp o than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- q 08 Professional Vears n/a - [n/a - n/a - n/a])
10008238539 a
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
b 2021-04- Non 18-64 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12413 EU-EC- L 08 Healthcare Non EEA Vears Male  |Internal haemorrhage (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008238514 : B Professional n/a - Intramuscular])
click or scarl Non
oa . . ) ) . \ . ) Y L . ) ) . _
12414 2021-04 Healthcare Non EEA 65-85 Male Blood thrombin (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- i |08 Professional Years Death) immunisation - Not applicable - [1d - n/a - n/a])
10008238141 %
Elickorscal |55 : More SPIKEVAX [COVID-19 MRNA VACCINE
4 (2021-04- [Healthcare o . . MODERNA (CX-024414)] (S- COVID-19
: - - . o ;
12415 BU-EC- 3 08 Professional Non EEA 2]{}:;55 Male  |Myocardial infarction (1d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008237212 Intramuscular])
oLl Non Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Peripheral circulatory failure (n/a - Not COVID-19 VA AST INECA ( XI
2021-04- 18-64 oo . 3 NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12416 Healthcare EEA Male  [Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Respiratory distress (n/a - Not Recovered/Not Resolved - o
EUEC |}3 08 Professional Years Caused/Prolonged Hospitalisation) (€ OX1 NCOV-19)] (S - Immmisation - n/a - [n/a
10008236730 - n/a - Intravenous (not otherwise specified)])
Elick or scall | %5 More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - A
12417 EU-EC- 08 Professional Non EEA %](1:; S85 Male  |Atrioventricular block complete (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008236180 applicable - [n/a - n/a - Intramuscular])
2001-04-|Health 18-64 Cerebral venous thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12418 e EEA - Female |[Unknown - Caused/Prolonged Hospitalisation), Vaccination complication (n/a - Unknown - Other Medically Important (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
EU-EC- : 08 Professional Years Condition) Wa - Intramuscular])
10008236106 ; : s
KlickCor scal | More
2021-04- | Healthcare Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -
12419 . EEA than 85 (Male .
EU-ECG-  |x i (08 Professional Vears Results in Death) n/a- [n/a - n/a - n/aj)
10008235981/ &
: :.. i More COVID-19 VACCINE ASTRAZENECA (CHADOX1
L = (2021-04- [Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) o
12420 EU-EC- i 08 Professional Non EEA 2](1:;55 Male COMID-19 {nfa - Futal - Results in Death (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008235822 3 applicable - [n/a - n/a - Intramuscular])
12421 21 2021-04- | Healthcare EEA than 85 |Male General physical health deterioration (4d - Fatal - Results in Death), Malnutrition (4d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 08 Professional Vears Terminal state (4d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008235811
liccor scal | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
ii: =l (2021-04- [Healthcare 65-85 . — . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
12422 EU-EC- ] 08 Professional Non EEA Vears Male  |General physical health deterioration (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008235049 n/a - Intramuscular])
: Acute coronary syndrome (6d - Fatal - Results in Death), Aphasia (6d - Fatal - Results in Death), Coma (6d - Fatal -
a3 3 2021-04- Healthcare | 1864 | |Results in Death), Disseminated intravascular coagiation (6d- Fatal - Results in Death), Hacmorrhagic stroke (6d.- Fatal (VCHADO‘“‘ZEV%AI\I[S&?&?(SV_ACOOGWI e RAZERECA
EU-EC- . 08 Professional Years - Results in Death), Hemiplegia (6d - Fatal - Results in Death), Pulmonary embolism (6d - Fatal - Results in Death), | Wa - [n/a- 1 {DF} - Intramuscular])
10008234317 i Thrombocytopenia (6d - 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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008238514&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008235811&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# 113} hi‘;cal ICSR Form l(iate.vw:y Source ?ountry Age gatlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber ccelp! Qualification or Group ex Route])
Date Regulatory
Purposes
- :
4 (2021-04- Healthcare 65-85 . . . SPIKEVAX [COVID-19 MRNA VACCINE
12424 . EEA Male  |Death (2d - Fatal - Results in Death), Hyperpyrexia (2d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- : 08 Professional Years Y
10008231692 immunisation - n/a - [n/a - 100ug - Intramuscular])
’
41| 2021-04- | Healthcare 65-85 " . . . SPIKEVAX [COMD-19 A VA
12425 EU-EC- ] 07 Professional EEA Vears Female |Bradycardia (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
10008233477] 5 immunisation - Not applicable - [n/a - 1{DF} - n/a])
Blicicor scal : More Arthralgia (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in
12426 2021-04-|Healthcare EEA than 85 |Female |/Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 07 Professional Vears in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008233471
oLl More
2021-04- | Healthcare . . - . . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - X - - . Nl .
12427 EU-EC- I: 07 Professional EEA gléa;lrSSS Female |Malaise (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008233338 :
i 8% 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
" = - 8 - - H ' - . . . B
12428 EU-EC- 07 Professional EEA gl(lan 85 [Male  |Dyspnoea (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008233296 cans
: : COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- Healthcare 18-64 . . . P 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . D
12429 EU-EC- ] 07 Professional Non EEA Vears Male  |Respiratory arrest (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008233234 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 5 1 More COVID-19 MRNA VACCINE MODERNA (CX-
12430 =1 (2021-04- Healthcare Non EEA  |than 85 |Female Areflexia (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dysphagia (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 5 07 Professional Years Death), Oxygen saturation decreased (1d - Fatal - Results in Death), Productive cough (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008233213 applicable - [n/a - 1{DF} - Unknown])
: i COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- [Healthcare 65-85 o . . 024414) [COVID-19 MRNA VACCINE MODERNA
2831 pupe |4 07 Professional |OM EEA  |yors  [Male  [Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008233037 | Fitis 3 applicable - [n/a - 1{DF} - Intramuscular])
i 5021-04-|Healthcare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
12432 BU-EC- L0 . 07 Professional EEA Vears Male  |Ventricular fibrillation (1d - Fatal - Results in Death) immunisation - Dose not changed - [n/a - n/a -
10008232828 ; Intramuscular])
Rlick or scal | 2 it 2021-04- |Healthcare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
12433 BU-EC- 07 Professional EEA Vears Male  |Acute myocardial infarction (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - .3mL -
10008232734 Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
41 (2021-04- Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - R
12434 pupe (5 07 Professional |0 Years [Mele  |Sudden death (0d - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - n/a - [n/a - .SmL -
10008232619| Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008233296&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008233234&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008233213&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008233037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008232828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008232734&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008232619&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
7 COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 L . . 024414) [COVID-19 MRNA VACCINE MODERNA
i - R
12435 EU-EC- 07 Professional Non EEA Vears Male  [Abdominal discomfort (76 1min - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008232347 applicable - [n/a - 1{DF} - Intramuscular])
% |021-04-|Healthcare More Altered state of consciousness (n/a - Unknown - Result.s in Death), Chest pain (n/a - Unknown - Results in Death), SPIKEVAX [COVID-19 MRNA VACCINE
12436, BU-EC- ] 07 Professional EEA than 85 [Male  |Haemorrhage (n/a - Fatal - Results in Death), Infarction (n/a - Unknown - Results in Death), Pulmonary oedema (n/a- |MODERNA (CX-024414)] (S- COVID-19
10008232203 i Years Unknown - Results in Death), Thrombosis (n/a - Unknown - Results in Death) immunisation - Unknown - [n/a - 1{DF} - n/a])
Bk or scad | B2 More COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12437 EU-EC- Lo 07 Professional Non EEA glea; s85 Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008232124 applicable - [n/a - 1{DF} - Intramuscular])
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . . o 024414) [COVID-19 MRNA VACCINE MODERNA
12438 EU-EC- L 07 Professional Non EEA Vears Female |Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008232110 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | &5 COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-04- |Healthcare 18-64 . . e 024414) [COVID-19 MRNA VACCINE MODERNA
12439 EUEC | % 07 Professional Non EEA Vears Female |Pneumonia (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008232098 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
Al (2021-04- [Healthcare 65-85 . .. . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . D
12440 EU-EC- 2 |07 Professional Non EEA Vears Male  |Acute kidney injury (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008232065 y applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | - : COVID-19 MRNA VACCINE MODERNA (CX-
12441 2l (2021-04- (Healthcare Non EEA 18-64 Female Dyspnoea (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- S L+ |07 Professional Years Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008232057 i applicable - [n/a - 1{DF} - Intramuscular])
b Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
¥ 2021-04- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - . S
12442 EU-EC- : 07 gegg;sciifa] EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008231947 | = - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
2 i 20104 |Fealthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12443 { : EEA than 85 |Female |(COVID-19 (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- | e 07 Professional Vears Intramuscular])
10008231944 :
Rlickor scal |5 5021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12444 : EEA than 85 [Male |COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- . 07 Professional v, Intr: Jlar])
10008231942 cans amuscuiar
Elickor scal | 25 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12445 Y . EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- AL (07 Professional
10008231905 ] Years Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008231942&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12446 : EEA Male |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- o 07 Professional Years Int Jlar])
10008231736 nramsear
lick or scal 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12447 : EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - 1{DF} -
EU-EC- 3 07 Professional Vears Intramuscular])
10008230714 0 7
Eickorscad | = More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12448 EU-EC- I 07 Professional Non EEA 21{1;11-585 Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008230507 : applicable - [n/a - 1{DF} - Intramuscular])
Efick or sca | 3% COVID-19 VACCINE ASTRAZENECA (CHADOX1
12449 2021-04-|Healthcare EEA 18-64 Male Disseminated intravascular coagulation (n/a - Fatal - Results in Death), Haemophagocytic lymphohistiocytosis (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i 07 Professional Years Results in Death), Herpes simplex hepatitis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008230367 1 ] -n/a-[1d- 1{DF} - Intramuscular])
Hikarsal | 2021-04- N1 More COMIRNATY [TOZINAMERAN] (S - COVID-19
12450 Healthcare EEA than 85 |Female |Arrhythmia (n/a - Fatal - Results in Death) . s .
EU-EC- 07 Professional Years immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008230343
Arthralgia (n/a - Not Recovered/Not Resolved - ), Chills (n/a - Not Recovered/Not Resolved - Life Threatening,
0] Caused/Prolonged Hospitalisation, Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - ),
] Haemophagocytic lymphohistiocytosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Elick or scad Other Medically Important Condition), Hyperpyrexia (n/a - Not Recovered/Not Resolved - Life Threatening,
i Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypertriglyceridaemia (n/a - Not Recovered/Not
12451 EU-EC- 3221-04- I[;Ire(?tl':e}sl:i?)rr?al EEA IS\pI;)etciﬁ ed Male  |Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypotension (n/a - mﬁﬁ;ﬁ ggﬁlNﬁ}ﬁgﬁ/éﬁ _1 ?]?b};[ l-)-nia?])
10008229744 Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), PP
Malaise (n/a - Not Recovered/Not Resolved - ), Myalgia (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pancytopenia (n/a - Not Recovered/Not Resolved -
Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Serum ferritin abnormal (n/a -
Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
blick or scad | : Non
12452 i (2021-04- Healthcare EEA 65-85 Female Dysphagia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- o 07 . Years Death), Pain (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional
10008229733
: 2021-04-| Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
12453 EU-EC- ] : 07 Professional EEA Vears Male  |Cardio-respiratory arrest (1d - Fatal - Results in Death) }mtmunisatliﬂon - Drug withdrawn - [1d - 30ug -
10008229486 5% ntramuscular])
S| b Cardiac disorder (n/a - Unknown - ), Chills (n/a - Unknown - ), Decreased appetite (n/a - Unknown - ), Dyspnoea (n/a -
B : Non Unknown - ), Mass (n/a - Unknown - ), Muscle spasms (n/a - Unknown - ), Nasal mucosal disorder (n/a - Unknown - ), Pain
12454 Lopo |3 : (2)321-04- Healthcare ~ [Non EEA ?{zﬁs Male |(n/a - Unknown - ), Peripheral swelling (510min - Recovered/Resolved - ), Pneumonia (n/a - Fatal - Results in Death mﬁwoggoﬁiﬁﬁfﬁﬁ IE/Sﬁ-_?](/i};ID—D
10008228886 Professional Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - ), Renal failure (n/a - Unknown - Other Medically Important PP
Condition), Thrombosis (n/a - Unknown - Other Medically Important Condition)
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;

12455 BULEC o e A RO o Female |DYSpnoea (a - Fatal - Results in Death), Fatigue (1/a - Fatal - Results in Death), Malaise (va - Fatal - Results in ~ (COMIRNATY [TOZINAMERAN] (S- COVID-19
100 08-228-7 53 ‘a rolessiona Specifi Death), Nausea (n/a - Fatal - Results in Death), Respiratory tract infection (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
o | R Cardiac failure congestive (n/a - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Death (1dCOVID-19 MRNA VACCINE MODERNA (CX-

12456 i 2021-04- | Healthcare Non EEA 65-85 Male || Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Oedema (n/a - Fatal - Results in Death), Oxygen (024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- . 07 Professional Years saturation decreased (n/a - Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in Death), Unresponsive to stimuli |(CX-024414)] (S- COVID-19 immunisation - Not
10008228349 (n/a - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Qr _scail a
% (2021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) . S .

12457 EU-EC- | % 07 Professional EEA Years Mele  Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008228282

12458 2021-04- |Healthcare EEA 65-85 Female Dyspnoea (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - ), Nausea (1/a - Fatal - Results in Death), Pallor (n/a |COMIRNATY [TOZINAMERAN] (S- COVID-19

EU-EG | L3 |07 Professional Years - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008228125 ;
2021-04-|Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .

12459 EU-EC- : 07 Professional EEA %1:;:5 Mole \Malaise (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])

10008227774
X 8 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
. . - - i . . . .

12460 EU-EC- . 07 Professional EEA gljar;fs Male Sudden death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008227660
o Vore

: 2021-04- | Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .

12461 BU-EC- I 07 Professional EEA gl(lan 85 |Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])

10008227510 cans

4 (2021-04- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - R

12462 iy pc 2 B |7 Professional EEA Vears Female |Cardiac failure (n/a - Fatal - Results in Death) - n/a- n/a))

10008227294

o scad | More COVID-19 MRNA VACCINE MODERNA (CX-
12463 21 | 2021-04-|Healthcare Non EEA  |than 85 [Male Chest pain (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Fluid intake reduced (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- |3 o3 (07 Professional Vears Fatal - Results in Death), Lethargy (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not

10008227164 i applicable - [n/a - n/a - n/a])

3

12464 iy 2021-04- Healtheare | 6585 | ke ) , ) , ) COMIRNATY [TOZINAMERAN] (S - COVID-19
10(%%-2132-6 o4 - 07 Professional Years Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) |inunisation - Not applicable - [n/a - 1 {DF} - n/a))

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008228753&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008228282&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008227660&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008227510&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008227294&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008227164&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226694&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
12465 pupe |4 07 Professional | "M EEA  [yreor  [Female [Death (1d- Fatal - Results in Death), Malaise (1d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008226355 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : COVID-19 MRNA VACCINE MODERNA (CX-
12466 = (2021-04- |Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mental status changes (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- iy |07 Professional Years Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008226281 X applicable - [n/a - 1{DF} - Intramuscular])
Elickor scall | = 1 SPIKEVAX [COVID-19 MRNA VACCINE
: =1 (2021-04- [Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
; - - ) . o ;
12467 EU-EC- : 07 Professional Non EEA Years Male |Death (1d- Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10008226245 : Intramuscular])
ik or et | 54 i More COVID-19 MRNA VACCINE MODERNA (CX-
71 (2021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12468 pupc |48 07 |Professional "o EFA - [than 85 Female Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008226244 applicable - [n/a - 1{DF} - Intramuscular])
A1 (2021-04- [Healthcare 65-85 . o COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - X - - . Nl .
12469 EUEC |f 07 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death), Influenza like illness (1d - Recovered/Resolved - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008226054
: Non
12470 3 [2021-04 | althcare [Non EEA (92783 |Female |Cardiac arrest (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : 07 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008225433/ & OressIo
Eickorscall | More COVID-19 MRNA VACCINE MODERNA (CX-
13 2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
247 pupe |§ 07 [Professional |No"FFA - |than 85 Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008225355 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - , Sudden - - . S
12472 EU-EC- ] 07 Professional EEA Vears Female [Contusion (0d - Fatal - Results in Death), death (0d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008225340 o3 - Not applicable - [n/a - n/a - n/a])
ik orscal | et Abdominal pain (n/a - Fatal - Results in Death), Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal -
12473 ¥ 2021-04-|Healthcare EEA 65-85 Male Results in Death), Chills (n/a - Fatal - Results in Death), Constipation (n/a - Fatal - Results in Death), Faecal vomiting |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- g 07 Professional Years (n/a - Fatal - Results in Death), Gastric dilatation (n/a - Fatal - Results in Death), Intestinal obstruction (n/a - Fatal - immunisation - Not applicable - [n/a - n/a - n/a])
10008225339 | =t Results in Death), Nausea (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
Mol |
2021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
12474 EU-EC- 07 Professional EEA Years Male  |Sudden death (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008225338
More Cardiovascular disorder (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial COVID-19 VACCINE ASTRAZENECA (CHADOX1
12475 2021-04- Healthcare EEA than 85 [Male infarction (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia (0d - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | o 07 Professional Vears Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Troponin increased (0d - Fatal - Results in Death,|(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008225337 Life Threatening, Caused/Prolonged Hospitalisation) - 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=10008226355&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226281&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226245&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226244&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226054&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225433&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225355&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225340&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225339&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225338&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225337&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- More COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12476 pupc | §3 07 |Professional "o EFA - [than 85 Female Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008225283 applicable - [n/a - 1{DF} - n/a)])
click or scarl : M
12477 gl 2021-04- | Healthcare |- th(a)rrleS s |Female |Chills (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : i 07 Professional v Pain (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
T ears
10008225053 “#n :
ik orscag | = : COVID-19 MRNA VACCINE MODERNA (CX-
.4 (2021-04- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12478 EU-EC- i 07 Professional Non EEA Years Fernale |Cardiac arrest (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008224627| s ;] applicable - [n/a - 1{DF} - Intramuscular])
or scai ix Cerebral artery occlusion (n/a - Fatal - Results in Death), Haemorrhagic transformation stroke (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . . . . . A 024414) [COVID-19 MRNA VACCINE MODERNA
12479 . Non EEA Male  [Death), Neurological decompensation (n/a - Fatal - Results in Death), Respiratory distress (n/a - Fatal - Results in . g
EU-EC- 5 07 Professional Years Death), Syncope (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008224577 : > P applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | 3 : COVID-19 MRNA VACCINE MODERNA (CX-
i 4 (2021-04- [Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
12480 EU-EC- R 107 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008224469 ] applicable - [n/a - 1{DF} - Intramuscular])
: Non More
12481 31 (2021-04- Healthcare EEA than 85 |Female Heart ratfe increased (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 07 Professional Vear Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008224081 OressIo cars
Rlickcor scal 5 2021-04- |Healthcare 65-85 Brain herniation (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Embolic stroke (n/a - VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12482 . EEA Female |Fatal - Results in Death), Immune thrombocytopenia (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - |(CHADOX1 NCOV-19)] (S- Immunisation - Not
EU-EC- 43 07 Professional Years Results in Death) applicable - [n/a - .5SmL - Intramuscular])
10008223718 pp. .
: i More COVID-19 MRNA VACCINE MODERNA (CX-
1 |2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12483 EU-EC- ] 07 Professional Non EEA 21(1‘:;585 Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008223639 applicable - [n/a - 1{DF} - Intramuscular])
IR ore
2 2021-04- | Healthcare . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
A . - - y - - . . . .
12484 EUEC. | B i Professional EEA ?:;ISSS Female |Dyspnoea (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008223447 :
lickcor scal i & 5021-04- Non 65-85 Arthralgia (n/a - Fatal - Results in Death), COVID-19 (n/a - Unknown - ), Chills (n/a - Fatal - Results in Death), Fatigue COMIRNATY [TOZINAMERAN] (S- COVID-19
12485 : Healthcare EEA Male  |(n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), . s .
EU-EC- o 07 : Years . " immunisation - Not applicable - [n/a - 1{DF} - n/a])
- Professional Pyrexia (n/a - Fatal - Results in Death)
10008223403
Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chronic obstructive pulmonary disease
12486 2021-04- Healthcare —fpp o Not - Ivale (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG-  |x 07 Professional Specified used/Prolonged Hospitalisati P ia (n/a - Fatal K immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008223376/ 2 Can rolonged Hospitalisation), Pyrexia (n/a - Fatal - Results in Death)
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More Chills (n/a - Unknown - ), Confusional state (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Fatigue (n/a -
12487 2021-04- |Healthcare gy than 85 |Female [Unknown - ), Hyperhidrosis (n/a - Unknown - ), Respiratory rate increased (n/a - Unknown - ), Restlessness (n/a - Unknown - COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 07 Professional Vears ), Sispiciousness (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008223181 ? ) )
- COVID-19 (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Non Condition), Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,  |COMIRNATY [TOZINAMERAN] (S- COVID-19
12488 2021-04- Healthcare EEA 65-85 Female [Other Medically Important Condition), Communication disorder (n/a - Not Recovered/Not Resolved - Life Threatening, immunisation - Not applicable - [n/a - 1{DF} -
EU-EC = 07 Professional Years Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypersomnia (n/a - Not Recovered/Not Resolved - |Intramuscular])
10008223149 Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
: Non More
12489 %1 (2021-04- Healthcare EEA than 85 [Male Dyspnoea (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- | i 07 . Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10008222884
Or sca . COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . L
12490 pupe |3 07 Professional |NCR EEA |yeors  [Male  |Cardiac arrest (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008222869 =4 T applicable - [n/a - 1{DF} - Intramuscular])
ik orscal | 'R i COVID-19 MRNA VACCINE MODERNA (CX-
12491 21 2021-04- Healthcare Non EEA 65-85 Male Fall (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Femoral neck fracture (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 1o 07 Professional Years Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008222868/ =1 i applicable - [n/a - 1 {DF} - Intramuscular])
b ¥ 12021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S- COVID-19
._ -04- : ) i i . ( WA \ -
12492 EU-EC- T L33 107 Professional EEA gla; 85 [Female |Cardiac death (v - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008222865 : cars
o | S
1 (2021-04-|Healthcare Not . . ; ; COMIRNATY [TOZINAMERAN] (S - COVID-19
12493 EU-EC- 1 07 Professional EEA Specified Male  [Sudden cardiac death (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1va - 1 {DF} - n/a])
10008222835
: More
i1 2021-04- | Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
12494 EU-EC- 07 Professional EEA gl(lan 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [nVa - 1{DF} - n/a])
10008222799 cars
T2
12495 il |2021-04- Healthcare EEA 65-85 Female Confusional state (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pyrexia (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 07 Professional Years Unknown - ), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008222778
Bk orscal | oty Agranulocytosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Cough (n/a - Not
12496 =1 (2021-04- |Healthcare EEA 65-85 Male Recovered/Not Resolved - Life Threatening), Neutropenia (n/a - Not Recovered/Not Resolved - Life Threatening, COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- g 07 Professional Years Caused/Prolonged Hospitalisation), Pneumonia bacterial (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged [immunisation - n/a - [n/a - n/a - Intramuscular])
10008222279| 3% Hospitalisation), Sepsis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008222835&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008222799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008222778&_xpt=1&_xf=pdf
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More Arthralgia (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Erysipelas (n/a - Fatal -
12497 i [2021-04- Healtheare | than 85 |Female |Results in Death), Fluid retention (n/a - Fatal - Results in Death), Peripheral swelling (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- : 07 Professional - . - A immunisation - Not applicable - [n/a - 1{DF} - n/a])
L7 Years Pyrexia (n/a - Fatal - Results in Death), Renal failure (n/a - Fatal - Results in Death)
10008222013 =4
click or scarl More
2021-04- |Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl .
12498 EU-EC- : iy |07 Professional EEA ?:;rfs Male |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008221973 ol
i o scal | S COVID-19 VACCINE ASTRAZENECA (CHADOX1
} 2021-04- Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
12499 EU-EC- o 1 (07 Professional EEA Years Female | Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008221729 i - Not applicable - [n/a - 1{DF} - n/a])
oLl ¢ More
4 (2021-04- Healthcare . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S .
12500 EU-EC- L 07 Professional EEA ?:;ISSS Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008221674
Elick or scall | s COVID-19 VACCINE ASTRAZENECA (CHADOX1
12501 % 2021-04- | Healthcare EEA 65-85 Fermale Neonatal respiratory failure (30min - Fatal - Results in Death, Life Threatening), Seizure (30min - Fatal - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- w07 Professional Years Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008221404 ; -n/a- [n/a- 1{DF} - n/a])
BliciCor scal 7
12502 21 (2021-04- Healthcare EEA 65-85 Male Atrial flutter (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac asthma (n/a - Fatal - Results in ~ |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 07 Professional Years Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)  |immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008221135
: COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- [Healthcare 65-85 . . o 024414) [COVID-19 MRNA VACCINE MODERNA
12503 EU-EC- ] 07 Professional Non EEA Vears Female |Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10008220624 Unknown - [n/a - n/a - Intramuscular])
Rlick or sal |75 i 5021-04- Non 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-
12504 EU-EC- 4! : 07 Healthcare 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 na - n/a])
10008220090 £ Professional Years in Death)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
12505 2021-04- Healthcare Non EEA 65-85 Female COVID-19 (n/a - Not Recovered/Not Resolved - ), Cough (n/a - Unknown - ), Gastroenteritis viral (n/a - Not RecoveredNot |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EG | reay |07 Professional Years Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219968/ =1 i - Not applicable - [1d - 1{DF} - n/a])
2021-04-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - R
12506 EU-EC- 07 Professional EA Vears Male  [Death (n/a - Fatal - Results in Death - /a - Intramuscular])
10008219920
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008220624&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008220090&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219968&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219920&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; it ;. More COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-04- [Healthcare . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; ? . - -
12507 EU-EC- L 2107 Professional EEA ?:;SS Female |Cardio-respiratory arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - n/a - [n/a - n/a -
10008219878 Intramuscular])
% COVID-19 VACCINE ASTRAZENECA (CHADOX1
r2t (2021-04- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
T 7 - -
12508 b pc 07 Professional | FEA Years |Temale |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - n/a - [n/a - n/a -
10008219785 n/a])
ik orscag | = More COVID-19 VACCINE ASTRAZENECA (CHADOX1
12500 sici (2021-04-|Healthcare Non EEA  |than 85 |Female Chest discomfort (n/a - Unknown - Life Threatening), Death (0d - Fatal - Results in Death, Life Threatening), Dyspnoea |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 207 Professional v (n/a - Unknown - Life Threatening), Oxygen saturation decreased (n/a - Unknown - Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219598 cars - Not applicable - [n/a - .5mL - Intramuscular])
or scaij Non COVID-19 (n/a - Unknown - ), COVID-19 pneumonia (4d - Fatal - Results in Death), Chills (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
12510 ot 2021-04- Healthcare Non EEA 65-85 Male Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Influenza (n/a - Not Recovered/Not Resolved - ), Lower NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |% 3107 Professional Years respiratory tract infection (n/a - Not Recovered/Not Resolved - ), Oxygen saturation decreased (n/a - Not Recovered/Not (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219553 Resolved - ), Pain in extremity (n/a - Unknown - ) - Not applicable - [1d - 1{DF} - n/a])
Elick or scal | 3 ] Acute myocardial infarction (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Circulatory collapse (16d [COVID-19 VACCINE ASTRAZENECA (CHADOX1
12511 sicn (2021-04-|Healthcare Non EEA 18-64 Female |- Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Diabetic ketoacidosis (n/a - Unknown - Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 107 Professional Years Threatening, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Life Threatening, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008219538 Hospitalisation), Malaise (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation) - n/a-n/a])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
ciiti (2021-04- |Healthcare 65-85 o . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12512 EU-EC- 2107 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death, Disabling) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219534 - Not applicable - [n/a - n/a - n/a])
Chills (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically
[=13 Important Condition), Decreased appetite (n/a - Unknown - Other Medically Important Condition), Dizziness (n/a - Unknown| CCINE RAZENE CHADO
Rlickcor scal 3 - Other Medically Important Condition), Hyperhidrosis (n/a - Unknown - Other Medically Important Condition), Left COVID-19 VA AST CA( Xl
2021-04- | Healthcare 18-64 ) S " . ; NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12513 ; . Non EEA Male  |ventricular dilatation (n/a - Unknown - Other Medically Important Condition), Loss of consciousness (n/a - Unknown - Other . .
EU-EC- 107 Professional Years . - . . . A (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219511 Medically Important Opndltlon), Pain (n/a - Unknown - Other Medlcz?lly Important Condition), Resplrgtlon abnormal (n/a- | Not applicable - [1d- n/a - n/a])
Unknown - Other Medically Important Condition), Tissue discolouration (n/a - Unknown - Other Medically Important
Condition)
=5 COVID-19 VACCINE ASTRAZENECA (CHADOX1
=23 2021-04-|Non 18-64 : : i : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Bedridden (2wk - Not Recovered/Not Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not -
12514 EU-EC- 07 Heatl‘thc'are | Non EEA |Years  [Male |p . ilved - Other Medically Important Condition), Sudden death (n/a - Fatal - Results in Death) (CHADOXT NCOV-19)] (S-n/a - Not applicable - [1d
10008219483 Professional - n/a - n/a])
Rlick orscad | Cardiac failure (6d - Fatal - Results in Death, Disabling), Lower respiratory tract infection (n/a - Not Recovered/Not COVID-19 VA AST CA( X1
i (2021-04- [Healthcare 65-85 L Co . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12515 oo pe ] i | Professional Non EEA Vears Female |Resolved - Disabling), Muscular weakness (n/a - Not Recovered/Not Resolved - Disabling), Peripheral swelling (n/a - Not (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a]
£ Recovered/Not Resolved - Disabling), Pulmonary oedema (n/a - Not Recovered/Not Resolved - Disabling) PP
10008219468 - n/a - n/al)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
ciiti (2021-04- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12516 EUEC | gt 2107 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219410 - Not applicable - [1d - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219511&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219483&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219468&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219410&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: Non Asthenia (n/a - Unknown - ), Disorganised speech (n/a - Unknown - ), Headache (n/a - Unknown - ), Myocardial infarction CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
12517 g [2021-04-|ithcare [NonEEA  |180* |Female (n/a - Fatal - Results in Death), Nausea (n/a - Unknown - ), Pallor (n/a - Unknown - ), Syncope (n/a - Unknown - ), NCOV-19) [COVID- 19 VACCINE ASTRAZENECA
EU-EC- oy 3,107 Professional Years Vormiting (/a - Unknown - ) ? ? ’ ? (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219203 : OressIo omitng © - Not applicable - [n/a - n/a - n/a])
click or scarl Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
12518 2021-04- Healthcare Non EEA 65-85 Female Cognitive disorder (n/a - Fatal - Results in Death, Other Medically Important Condition), Heart rate decreased (n/a - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | B 3,107 Professional Years Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219145| & - Not applicable - [n/a - n/a - n/a])
ik orscal | 'R : Non More Decreased appetite (0/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Life ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
12519 i (2021-04- Healthcare Non EEA  |than 85 |Female Threatening, Caused/Prolonged Hospitalisation), Gastrointestinal haemorrhage (n/a - Fatal - Results in Death, Life NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3 207 Professional Vears Threatening, Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Life Threatening, Caused/Prolonged (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219061/ =2 i Hospitalisation), Renal failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) - Not applicable - [1d - n/a - n/a])
or scal P Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Hallucination (n/a - Unknown - Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOXI1
12520 4; [2021-04- Healthcare | ppy (1864 | 1 [Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Status epilepticus (n/a - Fatal - Results in ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- e 07 Professional Years Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008219045 - ; - Not applicable - [1d - n/a - n/a])
Elick or scad | = : COVID-19 VACCINE ASTRAZENECA (CHADOX1
ai (2021-04- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) :
12521 EU-EC- 07 Professional Non EEA Years Male [Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008219030 - n/a - n/al)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
ai (2021-04- Healthcare 18-64 o . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12522 EU-EC- 2|07 Professional Non EEA Vears Male  [Myocardial ischaemia (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008219007 : - Not applicable - [n/a - n/a - n/a])
Elickor scall | More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare . — . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -), - - . S
12523 EU-EC- L % Professional Non EEA $$55 Female |General physical health deterioration (n/a - Unknown - ), Pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008218973 - Not applicable - [1d - n/a - n/a])
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
5 2021-04- |Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12524 EU-EC- ﬁ 07 Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOXT NCOV-19)] (S - n/a - Not applicable - [1d
10008218939 - 1{DF} - n/a])
-t More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04-|Healthcare o . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
12525 EU-EC- L 07 Professional Non EEA ;?:;SSS Female |Myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008218900 : : - Not applicable - [1d - n/a - n/a])
=i (2021-04- [Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
12526 EU-EC- )7 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening) na - [n/a- n/a - n/al)
10008218858 q
: More
=i (2021-04- [Healthcare - . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
12527 EU-EC- . 3107 Professional EEA g.lan 85 |Male  [Pulmonary embolism (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008218836 cars
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
P iy
12528 i [2021-04- Healthcare Non EEA 65-85 Female Atrial fibrillation (n/a - Fatal - Results in Death), Cardiac failure congestive (n/a - Fatal - Results in Death), Panic attack |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- : L3 |07 Professional Years (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008218763 i
klick or scal | Non More
12529 2021-04- Healthcare Non EEA  |than 85 |Male COVID-19 pneumonia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 07 : Important Condition), Drug ineffective (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) [immunisation - Not applicable - [n/a - n/a - n/a])
Professional Years
10008218195
click or scarl More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12530 EU-EC- 07 Professional Non EEA ?:;ISS Male [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Immunisation - Not
10008217708 - applicable - [n/a - n/a - Intramuscular])
klick or scal | %% More
12531 2021-04- |Healthcare EEA than 85 [Male Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- . 3107 Professional v, Death, Caused/Prolonged Hospitalisation) immunisation - n/a - [n/a - n/a - Intramuscular])
ears
10008217585
> COVID-19 (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important |COMIRNATY COVID-19 MRNA VACCINE
— 2021-04- | Healthcare 65-85 Condition), Death (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically (NUCLEOSIDE MODIFIED) CONCENTRATE FOR
12532 EU-EC- L 07 Professional EEA Vears Male  |Important Condition), Respiratory failure (4d - Fatal - Results in Death, Life Threatening, Caused/Prolonged DISPERSION FOR INJECTION [TOZINAMERAN] (S|
10008216559! § 3 Hospitalisation, Other Medically Important Condition), Vaccination failure (4d - Fatal - Results in Death, Life Threatening,|- Immunisation - Not applicable - [n/a - .3mL -
o Caused/Prolonged Hospitalisation, Other Medically Important Condition) Intramuscular])
Elickcor scal | g 2021-04-|Healthcare Not Cerebral artery embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12533 EU-EC- ] 07 Professional Non EEA Specified Male  [Congenital Anomaly, Other Medically Important Condition), Coronary artery disease (n/a - Unknown - Life Threatening, immunisation - Not applicable - [1d - n/a - n/a])
10008216535/ ; Caused/Prolonged Hospitalisation, Disabling, Congenital Anomaly, Other Medically Important Condition) PP
g Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Other Medically
Elickor sca) i Non Important Condition), Dyspnoea (n/a - Unknown - ), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Internal
12534 2021-04- Healthcare Non EEA 65-85 Female |haemorrhage (n/a - Unknown - Other Medically Important Condition), Kidney infection (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EUEC | :8 3 (07 Professional Years Hospitalisation, Other Medically Important Condition), Skin laceration (n/a - Unknown - Caused/Prolonged Hospitalisation), |immunisation - Not applicable - [1d-n/a - n/a])
10008216533 ik ‘Wheezing (n/a - Unknown - )
Or scail a
12535 41 (2021-04- (Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Fatal - Results in|TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- . ey (07 Professional Years Death, Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008216492/ Z h
B ¥ 12021-04- [Healtheare 18-64 . . SPIKEVAX [COVID-19 MRNA VACCINE
12536 o : EEA Male  |Ischaemic stroke (n/a - Fatal - Results in Death), Pyrexia (n/a - Unknown - ) MODERNA (CX-024414)] (S- COVID-19
EUEC |28 3|07 Professional Years immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008216096,
e NMore
12537 2021-04- Healthc'a.re EEA than 85 [Male  |Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- x (07 Professional Vears - n/a - Intramuscular])
10008215969
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
iir! More Chronic kidney disease (n/a - Fatal - Results in Death), Dementia (n/a - Fatal - Results in Death), Myocardial infarction
12538 2021-04- |Healthcare o pra  |ihan 85 |Female (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- x (07 Professional v A immunisation - Not applicable - [1d - n/a - n/a])
ears in Death)
10008215732
ol (2021-04- |Healthcare More Cardiac arrest (3d - Fatal - Results in Death), Cardiac failure (3d - Fatal - Results in Death), Hypotension (3d - Fatal - COMIRNATY [TOZINMRAN] (S- COVID-19
12539 . EEA than 85 (Male . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- o iy |07 Professional v Results in Death) Int ar])
10008215069 Fikn cars ntramuscular
e ¥ 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
: -04- : . i i . ‘ - N
12540 EU-EC- ] 06 Professional EEA gl(um 85 |Male  |Influenza like illness (1d - Fatal - Results in Death) Not applicable - [/a - n/a - Intramuscular])
10008213846 cars
or scail ¥
2P (2021-04- |Healthcare More Bedridden (21d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Hypophagia (21d - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S - Immunisation -
12541 X . EEA than 85 |Female
EU-EC- x |06 Professional Vear Death) n/a - [n/a - n/a - Intramuscular])
10008213831 cars
Elickor scal SPIKEVAX [COVID-19 MRNA VACCINE
o MODERNA (CX-024414)] (S- COVID-19
- 12021-04- | Healthy 65-85 . . o ;
12542|  pupc 06 Professcizrr?al Non EEA |, = |Male  |Death (1d- Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008213693 Unknown])
Eickor scall | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
12543 puEc 206 Professional |O" EEA  |yrors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008213539 applicable - [n/a - 1{DF} - Intramuscular])
Acute myocardial infarction (n/a - Fatal - Results in Death), Arteriosclerosis (n/a - Fatal - Results in Death), Cardiac COVID-19 A VAT RN MO:D:I]ERNIE A (CX-
12544 2021-04-|Healthare |\ ppa 18641\ p o | Georder (n/a - Fatal - Results in Death), Death (1440min - Fatal - Results in Death), Vaccination complication (n/a - 024414) [COVID-19 A VA MODERNA
EU-EC- : L3 |06 Professional Years Fatal - Results in Death > i mp (CX-024414)] (S- COVID-19 immunisation - Not
10008213500 T Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | :' : COVID-19 MRNA VACCINE MODERNA (CX-
12545 e 2021-04- Healthcare Non EEA 65-85 Male Asthenia (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Malaise (n/a - Unknown -|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- . 3 |06 Professional Years ), Musculoskeletal stiffness (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008213396, applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12546 pupc | 206 [Professional [NONEEA lyeq  [Male |Death (wa- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008213319 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 73 COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
' A - - ) . L
1237 purc |8 %06 [Professional | NCMEEA yeys [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008213274 applicable - [n/a - 1{DF} - Unknown - More in ICSR])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12548 pupc |g 06 |Profesional |\ EFA - |than 85 Female {Death (1d-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008213266 ' applicable - [n/a - 1{DF} - Intramuscular])
i Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Asthenia (n/a - Fatal - COVID-19 A VA MODERNA (CX-
=1 (2021-04- Healthcare 65-85 4 PRTIE] X 024414) [COVID-19 MRNA VACCINE MODERNA
12549 : Non EEA Female |Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged . .
EU-EC 06 Professional Years Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation -
10008213254 P g Py Ssesulis In Deatd, P Unknown - [n/a - 1{DF} - Unknown])
Elickorscall |55 : More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- [Healthcare . . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
12550 BU-EC- ] 06 Professional Non EEA 2]{}:;55 Female |Failure to thrive (n/a - Fatal - Results in Death), Hypokalaemia (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008213228 i applicable - [n/a - 1{DF} - Unknown])
or scaij i More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- Healthcare . Lo . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12551 pupc | 3|06 Professional Non EEA ?:;ISSS Male  |General physical health deterioration (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008213204 : applicable - [n/a - 1{DF} - Intramuscular])
Elick or scall | &5 s More Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Foaming at mouth (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
12552 & |2021-04- |Healthcare Non EEA  |than 85 |Female Caused/Prolonged Hospitalisation, Other Medically Important Condition), Oxygen saturation decreased (n/a - Unknown - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- i 06 Professional Vears Caused/Prolonged Hospitalisation, Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - (CX-024414)] (S- COVID-19 immunisation - Not
10008213201 &= ; Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
12553 pupc |yd 206 [Professional [NONEEA Iyeqy [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008213035| = applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | 3 COVID-19 MRNA VACCINE MODERNA (CX-
12554 2021-04- | Healthcare Non EEA 18-64 Female Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Organ failure (n/a - Fatal - Results in Death, {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 5 106 Professional Years Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008212935 applicable - [n/a - 1{DF} - n/a])
: i COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12555 EU-EC- 0 n 106 Professional Non EEA Years Female | Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008212855 applicable - [n/a - 1{DF} - Intramuscular])
1B 2021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12556, EU-EC- ] : 06 Professional EEA than 85 [Male  |Cardiac failure (2d - Fatal - Results in Death), Chronic obstructive pulmonary disease (12d - Fatal - Results in Death) immunisation - Dose not changed - [22d - n/a -
10008212818 2 Years Intramuscular])
Elickor scall | 1 COVID-19 MRNA VACCINE MODERNA (CX-
i1 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12557 pupc 4% 3, |06 Professional Non EEA Years Male  Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008212732 applicable - [n/a - 1{DF} - Intramuscular])
i 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12558 . EA than 85 [Male  |Cerebral haemorrhage (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Drug withdrawn - [1d - .3mL -
EU-EC- : 106 Professional
10008212723 ; Years Unknovn])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212732&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212723&_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
m } 021-04 | Eeatth 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
g |2021-04- Healthcare - o . MODERNA (CX-024414)] (S- COVID-19
12559 EUEC E106 |Professional |EEA [Years |Female |Cardio-respiratory arrest (1d- Fatal - Results in Death) MODERTA (C e o L -
10008212677 Intramuscular])
EickCorscal | : Agitation (3d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dyspnoea (3d - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
12560 i1 (2021-04- |Healthcare Non EEA 65-85 Male Death), Dyspnoea exertional (3d - Fatal - Results in Death), Heart rate increased (3d - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3,106 Professional Years Hyperhidrosis (3d - Fatal - Results in Death), Pyrexia (3d - Fatal - Results in Death), Respiratory rate increased (3d - (CX-024414)] (S- COVID-19 immunisation - Not
10008212633| & Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12561 pupe |4 * 06 Professional |NOR EEA  lyroors  [Female [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008212550 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . D
12562 EU-EC- 106 Professional Non EEA 21(1:;585 Male  |Cardiac arrest (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008212528 i applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
1563 pupc | 2106 [Professional "o FEA - |than 85 JVale - Death (1~ Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008212500 : applicable - [n/a - n/a - Intramuscular])
Elick or scall | & COVID-19 MRNA VACCINE MODERNA (CX-
he 2021-04- Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
12564 EU-EC- ] 06 Professional Non EEA Vears Female |Death (1440min - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008212345 applicable - [n/a - 1{DF} - Intramuscular])
Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death
Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperkalaemia
[=15 (n/a - Fatal - Results in Death, Caused’Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death,
Elickcor scal i Caused/Prolonged Hospitalisation), Incoherent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lactic COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 o . RTIY : - 024414) [COVID-19 MRNA VACCINE MODERNA
12565 . Non EEA Male |acidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Fatal . i
EU-EC- . 106 Professional Years R d/Prolonged Hospitalisati Perinheral coldness (n/a - Fatal X (CX-024414)] (S- COVID-19 immunisation - Not
10008212333 - Results in Death, Cause rolonged Hospit isation), Peripheral coldness (n/a - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Skin
exfoliation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Tremor (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation)
More Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure congestive COVID-19 A VA MODERNA (CX-
2d (2021-04- |Healthcare R = . X 024414) [COVID-19 MRNA VACCINE MODERNA
12566 . Non EEA  [than 85 |Male  |(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death . L
EU-EC- Lo 1 (06 Professional Vears Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008211854 ged Hosp applicable - [n/a - 1 {DF} - Intramuscular])
e 2021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-04- : . i i . - N
12567 EU-EC- 06 Professional EEA than 85 |Female |Cerebrovascular accident (7d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008211787 Years

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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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
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Date Regulatory
Purposes
: More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12568 pupC 806 |Professional  [Non FEA - |than 85 [Female |Dxath (1 Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008211767 0] applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
12569 BU-EC- ) S ) Professional Non EEA Vears Female |Death (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008211549 ‘o applicable - [n/a - 1{DF} - Intramuscular])
ik orscad | = COVID-19 MRNA VACCINE MODERNA (CX-
] 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12570 EU-EC- : 2 106 Professional Non EEA Years Female (Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008211547 b applicable - [n/a - 1{DF} - Intramuscular])
Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a - MRN, CCINE
lick or sca ) Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Headache (n/a - Fatal - Results in Death COVID-19 A VA MODERNA (CX-
= 2021-04- Healthcare 65-85 . - Lo - : - 024414) [COVID-19 MRNA VACCINE MODERNA
12571 . Non EEA Female |Life Threatening, Caused/Prolonged Hospitalisation), Incoherent (n/a - Fatal - Results in Death, Life Threatening, . L
EU-EC- 06 Professional Years T b A - - (CX-024414)] (S- COVID-19 immunisation - Not
Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged .
10008211389 Hospitalisati applicable - [n/a - 1{DF} - Intramuscular])
ospitalisation)
liccor scal b Aphasia (n/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Lip swelling (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 - - X h 024414) [COVID-19 MRNA VACCINE MODERNA
12572 . Non EEA Male  |Death), Pulscless electrical activity (n/a - Fatal - Results in Death), Swollen tongue (n/a - Fatal - Results in Death), . L
EU-EC- 14, (06 Professional Years Unresponsive to stimuli (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008211353 ; esp Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12573 pupe |4 * 06 Professional |OREEA lyrs  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008211143 applicable - [n/a - 1{DF} - Intramuscular])
ik orscad | = More COVID-19 MRNA VACCINE MODERNA (CX-
A 2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
12574 puEc 206 Professional | O™ FEA 21{1:;:;5 Mele  Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008211121 ; applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
12575 al (2021-04- |Healthcare Non EEA 18-64 Female Abdominal pain upper (1d - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Diarrhoea (1d - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : L3 |06 Professional Years Results in Death), Vomiting (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008211014 5 Unknown - [n/a - 1{DF} - Unknown])
Elick or sca | ; Non
12576 2021-04- Healthcare Non EEA 65-85 Male Aortic aneurysm (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown - ), | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- |1 |06 . Years Fatigue (n/a - Unknown - ), Illness (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
) Professional
10008210917
: COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
1o R - - . N
577 pupc |5 2106 Professional |\OMEEA  |yors  [Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008210875 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211143&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211121&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211014&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210917&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210875&_xpt=1&_xf=pdf
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EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
_ Atrial fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a-  |COVID-19 MRNA VACCINE MODERNA (CX-
12578 ¥H 2021-04- Healthcare Non EEA Not Female Fatal - Results in Death), Malaise (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Pancytopenia (n/a - Unknown - Other  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Specified Medically Important Condition), Pyrexia (n/a - Unknown - ), Respiratory distress (n/a - Unknown - Caused/Prolonged (CX-024414)] (S- COVID-19 immunisation - Not
10008210827 Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
or scaj ;. COVID-19 MRNA VACCINE MODERNA (CX-
12579 =1 (2021-04- Healthcare Non EEA 18-64 Male Chest pain (1d - Fatal - Results in Death), Fatigue (1d - Unknown - ), Headache (1d - Unknown - ), Pain (1d - Unknown - ), (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 9 L3 |06 Professional Years Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008210809/ =4 - applicable - [n/a - 1{DF} - Intramuscular])
Bk or scad | = : COVID-19 MRNA VACCINE MODERNA (CX-
21 12021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . .
12580 EU-EC- 7,106 Professional Non EEA Years Female |Dyspnoea (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008210687 applicable - [n/a - 1{DF} - Unknown])
: : COVID-19 MRNA VACCINE MODERNA (CX-
12581 :112021-04- Healthcare Non EEA 65-85 Female Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 106 Professional Years Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008210665 T y applicable - [n/a - 1{DF} - Intramuscular])
ik or sca | More COVID-19 MRNA VACCINE MODERNA (CX-
Hi: 2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . .
12582 pupc 3006 [Professional "o FEA - |than 85 [Vale - [Dxath (1~ Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008210664 7 applicable - [n/a - 1{DF} - Intramuscular])
: More
21 12021-04- Healthcare . Lo . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
: - - X - -
12583 EU-EC- 06 Professional EEA gl(lan 85 |Male  |General physical health deterioration (5d - Fatal - Results in Death), Pyrexia (5d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008210660 ; cans
12584 &l (2021-04- Healthcare EEA than 85 |Female Altered state of consciousness (3d - Fatal - Results in Death), Bedridden (3d - Fatal - Results in Death), Decreased COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 3106 Professional v appetite (10d - Fatal - Results in Death), Fatigue (10d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
; ears 0
10008210651 :
Rlick or scol 3 ! & 5021-04- | Healthcare More Cardiac failure (n/a - Fatal - Results in Death), Confusional state (n/a - Not Recovered/Not Resolved - ), Dizziness (n/a - Not COMIRNATY [TOZINAMERAN] (S~ Immunisation -
12585 L : : EEA than 85 [Male  |Recovered/Not Resolved - ), Hallucination (n/a - Not Recovered/Not Resolved - ), Oedema peripheral (n/a - Not
EU-EC- : &, (06 Professional n/a - [n/a - n/a - Intramuscular])
Years Recovered/Not Resolved - )
10008210648
; More
:112021-04- Healthcare . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
12586 BU-EC- =2 06 Professional EEA g?a; 85 |[Male  [Abdominal pain lower (8d - Unknown - ), Pyrexia (5d - Fatal - Results in Death) n/a - [/a - n/a - Intramuscular])
10008210647 cars
12587 2021-04-|Healthcare EEA 65-85 Female Fatigue (n/a - Fatal - Results in Death), Productive cough (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - Immunisation -
10 (E)lé-ZEl%-646 & 06 Professional Years in Death) n/a - [n/a - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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: :
: 211202 1-04- Healthcare More Depressed level of consciousness (49d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intraventricular SPIKEVAX [COVID-19 MRNA VACEI.NE.
12588 : EEA than 85 |Female N T MODERNA (CX-024414)] (S - Immunisation - n/a -
EU-EC- : 3,106 Professional haemorrhage (18d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Years [n/a - n/a - n/a])
10008210643
:12021-04- Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; R -
12589 BU-EC- I S ) Professional EEA Vears Male  [Multiple organ dysfunction syndrome (4d - Fatal - Results in Death) a - [n/a - n/a - n/al)
10008210636 h
21 12021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
12590 pupe |3 % (06 Professional | CA Years |Female [Food refisal (10d - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
10008210620
Qr _scail it
41 (2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -
% - R )
12591 EU-EC- : 3106 Professional EEA Years Female |Death (n/a - Fatal - Results in Death n/a - [n/a - n/a - Intramuscular])
10008210614
s ¥, 12021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
" -04- : i i X - N
12592 EU-EC- E® 106 Professional EEA %](mn 85 |Female |Death (1d- Fatal - Results in Death) na - [n/a- /a - n/a])
10008210601 ; cars
12593 g [2021-04- Healtheare —pp than 85 |Female |General physical health deterioration (4d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - Immunisation -
EU-EC- " 106 Professional Vear n/a - [n/a - n/a - Intramuscular])
10008210600 ; cars
i 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
; . : } .
12594 EU-EC- . |06 Professional EEA gljar;SS Female |Pneumonia (2d - Fatal - Results in Death) - [n/a- a - n/a])
10008210590
] Non More
2021-04- . . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -
12595 FUEC |3 o " |06 Erea:‘thciars 1 EEA gl(lan 85 |Female |Staphylococcal sepsis (16d - Fatal - Results in Death, Life Threatening) na - [n/a - n/a - Intramuscular])
10008210586 oressiond cans
10 i Confusional state (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Decubitus ulcer (n/a - Unknown - ), COVID-19 MRNA VACCINE MODERNA (CX-
3 il (2021-04- [Healthcare 65-85 o - . T . 024414) [COVID-19 MRNA VACCINE MODERNA
12596 . Non EEA Female |Disorientation (n/a - Unknown - ), General physical health deterioration (n/a - Unknown - ), Hypophagia (n/a - Unknown - ), . L
EU-EC- 3 06 Professional Years Lethargy (n/a - Unknown - ), Mental status changes (n/a - Unknown - ), Wound dehiscence (n/a - Unknown - ) (CX-024414)] (8- COVID-19 immunisation - Not
10008210491 g > applicable - [n/a - 1{DF} - Intramuscular])
Elickorscall | 1 Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Dizziness (n/a - Fatal - Results in  |COVID-19 MRNA VACCINE MODERNA (CX-
12597 =1 (2021-04- |Healthcare Non EEA 18-64 Male Death), Pulseless electrical activity (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death), Ventricular {024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 06 Professional Years tachycardia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008210224 applicable - [n/a - 1{DF} - Intramuscular])
2021-04-|Non More Tnfluenza like illness (n/a - Unknown - ), Myocardial infarction (0d - Fatal - Results in Death, Life Threatening Other | COMIRNATY [TOZINAMERAN] (S - COVID-19
12598 Healthcare EEA than 85 (Male " . - immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- T 06 : Medically Important Condition), Nausea (n/a - Unknown - ), Oropharyngeal pain (n/a - Unknown - )
10008209919 Professional Years Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210643&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210636&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210614&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210601&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210600&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210590&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210586&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210491&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210224&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209919&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- COVID-19 MRNA VACCINE MODERNA (CX-
; 5021.04-|Healthcare 65.85 024414) [COVID-19 MRNA VACCINE MODERNA
12599 . Non EEA Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- : 06 Professional Years . .
2 applicable - [n/a - 1{DF} - Intramuscular - More in
10008209916 :
ICSR])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
! ; - - . L
12600 popo [ 06 Professional |on EEA 2}(1:;;%5 Female |COVID-19 (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008209902 : applicable - [n/a - 1{DF} - Intramuscular])
gk or scal : More COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . A
12600 pupc |4 06 |Professional [NO" EFA - [than 85 Vale - Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008209853 i applicable - [n/a - 1{DF} - Intramuscular])
oLl it 5021-04-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12602 . Non EEA  |than 85 |Female |Cardiac arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC-  |x 06 Professional Vears Intramuscular])
10008209799
Elick or scall | % : More COVID-19 MRNA VACCINE MODERNA (CX-
3 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12603 EU-EC- ] 06 Professional Non EEA 21(1:;585 Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008209788 applicable - [n/a - 1{DF} - Intramuscular])
: : More COVID-19 MRNA VACCINE MODERNA (CX-
4 (2021-04- Healthcare . 024414) [COMID-19 MRNA VACCINE MODERNA
: - - ) . D
12604 pupc |§ 06 |Profesional |NonEFA - |than 85 [Male Death (1d-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008209617 applicable - [n/a - 1{DF} - Intramuscular])
Ty Bacterial infection (n/a - Unknown - Caused/Prolonged Hospitalisation), Bloody discharge (n/a - Unknown - Caused/Prolonged COVID-19 A VA MODE (CX-
R 12021-04- Healthcare 18-64 T . . . o . . 024414) [COVID-19 MRNA VACCINE MODERNA
12605  gUpC . Non EEA Female |Hospitalisation), Cardiac failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Colostomy infection (n/a . L
U-EC 06 Professional Years - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008209612 ged Hosp applicable - [/a - 1{DF} - Intramuscular])
ElickCor scal | -- Non More
12606 2 2021-04- Healthcare EEA than 85 [Male Asthenia (n/a - Unknown - ), Nausea (n/a - Unknown - ), Oedema peripheral (n/a - Unknown - ), Pain (n/a - Unknown - ), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- i 06 . Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10008209610
; Non
12607 5 (2021-04- Healthcare Non EEA 65-85 Female Eye disorder (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Neoplasm malignant (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : 06 . Years Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
2 Professional
10008209604 :
[elick or scall | Non COVID-19 MRNA VACCINE MODERNA (CX-
it 2021-04- Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - . L
12608 EUEC |4 06 E:;]%};Sciirsal Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008209576| =3 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209916&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209902&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209853&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209799&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209788&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209617&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209612&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209610&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209604&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209576&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12609 pupe |4 06 Professional |NCREEA |yors [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008209574 applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12610 gy pc 06 [professional  |\O"FEA |yeqrs  |Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008209361 - Lh applicable - [n/a - 1{DF} - Unknown])
ik or sl | 8 SPIKEVAX [COVID-19 MRNA VACCINE
12611 2021-04- Healthcare Non EEA 65-85 Male Abdominal pain (n/a - Unknown - ), Cardiac failure (1d - Fatal - Results in Death), Nausea (n/a - Unknown - ), Poor quality [MODERNA (CX-024414)] (S- COMD-19
EU-EC- o 06 Professional Years sleep (n/a - Unknown - ) immunisation - Not applicable - [n/a - 1{DF} -
10008209317 Intramuscular])
or scaij More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04-|Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
/ - R
126121 gy pc 06 [Professional |"*  [(han83 Male - Death (na- Fatal - Results in Death) (CHADOX] NCOV-19)] (S- n/a - n/a - [n/a - n/a -
10008208971 Intramuscular])
B or s |! COVID-19 MRNA VACCINE MODERNA (CX-
e i 5021-04- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
12613 . Non EEA Female |Unresponsive to stimuli (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- : 06 Professional Years . .
applicable - [n/a - 1{DF} - Intramuscular - More in
10008208713
ICSR])
Elick or scal : More COVID-19 MRNA VACCINE MODERNA (CX-
12614] BU-EC LB, (2021-04-|Healthcare Non EEA  |than 85 [Female Acute respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 024414) [COMID-19 MRNA VACCINE MODERNA
100 08-2 08-51 3 06 Professional Vears Condition), COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | & COVID-19 MRNA VACCINE MODERNA (CX-
] 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
12615 pupc |§ 06 |Professional |NOMEEA vy  [Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008208512 applicable - [n/a - 1{DF} - n/a])
: COVID-19 MRNA VACCINE MODERNA (CX-
4i | 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12616 EU-EC- 06 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008208475 : applicable - [n/a - 1{DF} - Intramuscular])
] COVID-19 MRNA VACCINE MODERNA (CX-
{ i (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12617 pypc H2006  |Professional | NOMEEA vy Female |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008208435 s ; applicable - [n/a - 1{DF} - Unknown])
i or scal | St COVID-19 MRNA VACCINE MODERNA (CX-
. i (2021-04- [Healthcare 65-85 o . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12618 EU-EC- ] _: 06 Professional Non EEA Vears Male |Aortic dissection (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008208434 : applicable - [n/a - 1{DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209574&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209361&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209317&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208971&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208713&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208513&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208512&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208475&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208435&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208434&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1321 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
-: Cerebral venous thrombosis (n/a - Fatal - Results in Death, Life Threatening), Headache (n/a - Recovered/Resolved - ), COVID-19 VACCINE ASTRAZENECA (CHADOXI1
12619 2021-04- |Healthcare Non EEA 18-64 Female Migraine (n/a - Recovered/Resolved - ), Nausea (n/a - Recovered/Resolved - ), Subarachnoid haemorrhage (n/a - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |5 L3 106 Professional Years Recovered/Resolved - ), Superior sagittal sinus thrombosis (n/a - Recovered/Resolved - ), Vomiting (n/a - Recovered/Resolved - |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008208311/ & Th ) n/a - n/aJ)
: Acute respiratory failure (12d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (12d - Fatal - COVID-19 A VAI RN, MO:D:HE]E (CX-
12620  [2021-04- Healtheare | by 16585y pie | Results in Death Caused/Prolonged Hospitalisation), Cough (12d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 A VA MODERNA
BU-EC-  |j 06 Professional Years Hgs“i t;i‘sgtiofl;‘ P g esuils In Dea (CX-024414)] (S- COVID-19 immunisation - Not
10008208292 : £ applicable - [n/a - 1{DF} - Intramuscular])
Bk orscap | =4 COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . A
12621 pupc |& 06 |Professional |NOMEEA |yeyrs  [Female |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008208180 =k applicable - [n/a - 1{DF} - Intramuscular])
Click or sca _ COVID-19 VACCINE ASTRAZENECA (CHADOXI
12622 ' [2021-04-|Healthcare EEA 18-64 Male Embolism (n/a - Fatal - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Pulmonary embolism  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 06 Professional Years (/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008208103 -1/a- [n/a- n/a-n/a))
or scaij More SPIKEVAX [COVID-19 MRNA VACCINE
2021-04- |Healthcare . . . ) MODERNA (CX-024414)] (S- COVID-19
: - - X - - , - - . o :
12623 EU-EC- ] A 6 Professional Non EEA %?:;SSS Female |Death (1d- Fatal - Results in Death), Dyspnoea (3d - Fatal - Results in Death), Pyrexia (3d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
10008207592 h Intramuscular])
Eetick or scad | L More COVID-19 VACCINE ASTRAZENECA (CHADOX1
12624 = (2021-04- Healthcare EEA than 85 |Female Chest pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Sudden death (0d - Fatal - Results in [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 06 Professional Years Death, Life Threatening, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008207251/ & - Not applicable - [n/a - 1 {DF} - Intramuscular])
: Non
12625 g [2021-04- e ltheare  |[EEA 0585 hmle  [Acute myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EG- | g8 133 06 Professional Years n/a - [n/a - n/a - Intramuscular])
10008206829 24 ; rofession
Elick or scal 3 ) 1 Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
12626 3 2 (2021-04- Healthcare EEA 18-64 Female Asthenia (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), General physical health NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- : 06 . Years deterioration (n/a - Not Recovered/Not Resolved - ), Pyrexia (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
L] y Professional
10008206828 - n/a - Intramuscular])
; ME -
2 12021-04- Non More Asthenia (n/a - Not Recovered/Not Resolved - ), Blood pressure decreased (n/a - Not Recovered/Not Resolved - ), Dizziness COMIRNATY [TOZIN. RAN] (S- Immlsatlon .
12627 Healthcare EEA than 85 [Male R n/a - [n/a - n/a - Intravenous (not otherwise
EU-EC- : 06 . (n/a - Not Recovered/Not Resolved - ), Laryngeal oedema (n/a - Fatal - Results in Death) .
’ Professional Years specified)])
10008206823
or scaij : Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
i (2021-04- 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - o
12628 EUEC |} B |0 gﬁgﬁfﬂ EEA Vears Male  |Acute myocardial infarction (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008206819 - n/a - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008207251&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206829&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206828&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206823&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206819&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# %;l‘:;z;l ICSR Form g:::;aty Source gzuntw Age ]S):;lent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Date Qualification Regulatory Group Route])
Purposes
2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12629 EU-EC- ] 06 Professional EEA than 85 [Male |COVID-19 pneumonia (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - .3mL -
10008206516 Years Intramuscular])
click or scarl : N
12630 s (2021-04- stlthca.re EEA 65-85  [Not COVID-19 (n/a - Fatal - Results in Death), Necrosis (n/a - Unknown - Other Medically Important Condition), Pain in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- : iy |06 Professional Years  |Specifiedextremity (n/a - Unknown - ), Wound (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
10008206465 ‘o]
=13 Cerebral haemorrhage (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Cerebral
Elick or scal | i 2021-04- | Healtheare 18-64 venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Deep vein Ii]()(;)/l\lz-llg E&C\%y_l;: ﬁ%%%ﬁ
12631 h . EEA Female |thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Peripheral swelling (n/a . e
EU-EC- B 06 Professional Years . . R ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008206415 e - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not - 1/a- [n/a - n/a - Intramuscular])
Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation)
m i 2021-04- |Healthcare 18-64 Cerebral haemorrhage (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous I%O&)/l\l/?—]l;) E@OVID—] 9A\S]/];m A(S:?R(AZENECXAl
12632 . EEA Female |sinus thrombosis (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia CHADO . .
EUEC- |33 06 Professional Years (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) ( X1 NCOV-19)] (S - COVID-19 immunisation
10008206183 - n/a- [n/a-n/a-n/a])
More
12633 2021-04- |Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), General physical health deterioration (n/a- |COMIRNATY [TOZINAMERAN] (S - Prophylaxis -
EU-EC- | 06 Professional Years Fatal - Results in Death, Other Medically Important Condition) n/a - [n/a - n/a - Intramuscular])
10008205984
klick or scal | %% More , . i
12634 2021-04-|Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition), General physical health deterioration (n/a- |COMIRNATY [TOZINAMERAN] (S - Prophylaxis -
EU-EC- 06 Professional Vears Fatal - Results in Death, Other Medically Important Condition) n/a - [n/a - n/a - Intramuscular])
10008205901 :
. More SPIKEVAX [COVID-19 MRNA VACCINE
ol (2021-04- |Healthcare S . MODERNA (CX-024414)] (S- COVID-19
; - - . e :
12635 cupc |7 A g Professional EEA ?:;ISS Female |Cardiac failure (Od - Fatal - Results in Death) ; isation - Not applicable - [n/a - .SmL -
10008205023 ] Intramuscular])
4 2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . S
12636 pupc |y 06 Professional EEA Years Male  |COVID-19 (3d- Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008204978
73
28 (2021-04-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
] A - - ) . S )
12637 pupc  |# 06 Professional |-t Years |Male  Dyspnoca (wa- Fatal - Results in Death immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008203983
ko ||
2021-04- | Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
12638 pupc | 06 Professional |FCA Years |Male |Cardiac arrest (n/a - Fatal - Results in Death) - n/a - Subcutaneous])
10008203730|
m =l Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), ME
12639 ! 2021-04-|Healthcare EA ?ﬁg;eg 5 Female SARS-CoV-2 test positive (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important mﬂﬁiﬁ [I:IrcgzaINlicable 0 1] d(_Sr;/;ZF)VIDN
EU-EC- i 06 Professional v Condition), Upper respiratory tract infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) I ul PP
10008203303 : cars 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206516&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206465&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206415&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206183&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008205984&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008205901&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008205023&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008204978&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008203983&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008203730&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008203303&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
12640 g [2021-04- Healtheare |\ ppa - |than 85 [Male  |Pneumonia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- 06 Professional Vears immunisation - Not applicable - [n/a - n/a - n/a])
10008203289
- More COVID-19 MRNA VACCINE MODERNA (CX-
31 2021-04- | Healthcare Not . 024414) [COVID-19 MRNA VACCINE MODERNA
; . - - ) . L
126411 pupc | 13 |06 Professional  ["O" EEA 2}(1:;;%5 Specified Death (/2 - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008202776 ; applicable - [n/a - 1{DF} - Intramuscular])
Elickor scad | 54 ; More COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-04- [Healthcare . . oo 024414) [COVID-19 MRNA VACCINE MODERNA
12642 BU-EC- 06 Professional Non EEA 21(12111 85 |Male  |Cerebral thrombosis (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008202431 cars applicable - [n/a - 1{DF} - Intramuscular])
or scaij B More COVID-19 MRNA VACCINE MODERNA (CX-
21 |2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12683 pupc |§ 05  |Profesional |\ EFA - |than 85 [Male Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008202250/ =% applicable - [n/a - 1{DF} - Intramuscular])
Eick orscad | = COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12644 EU-EC- 05 Professional Non EEA Vears Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008202195 applicable - [n/a - 1{DF} - Intramuscular])
= COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . D
12645 pupC: 05 |Professional |NOMEEA |yers  [Fomale |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008202165 applicable - [n/a - 1{DF} - Intramuscular])
o || 2] COVID-19 MRNA VACCINE MODERNA (CX-
? More . . o . . 024414) [COVID-19 MRNA VACCINE MODERNA
12646 f: [2021-04-Healthcare {0 ppn lihan 85 [Male | Lcvkacmia (6d - Fatal - Results in Death, CausedProlonged Hospitalisation), Renal failure (6d - Fatal - Results in Death. |~y 154414)1 (S- COVID-19 immunisation - Not
EU-EC-  |&% x |05 Professional Caused/Prolonged Hospitalisation) . .
; Years applicable - [n/a - 1{DF} - Intramuscular - More in
10008202162
ICSR])
ik COVID-19 MRNA VACCINE MODERNA (CX-
] 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12647 EU-EC- . 05 Professional Non EEA Years Male  Death {nfa - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008202137 applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
h 2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . -
12648 EU-EC- ] 05 Professional Non EEA Vears Male  |Haemorrhagic stroke (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008202105 i applicable - [n/a - 1{DF} - Unknown])
Elick or scad | = More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
126490 pupc  |4% 05 Professional Non EEA 2}(1:;:;5 Male  Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008201965 applicable - [n/a - 1{DF} - Intramuscular])
More
12650 2021-04-|Healthcare Non EEA  |than 85 Male Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Left ventricular dysfunction (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- : 05 Professional Vears Important Condition), Myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008201917

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008203289&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202431&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202250&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202195&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202165&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202162&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202137&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202105&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201965&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201917&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
- COVID-19 MRNA VACCINE MODERNA (CX-
51 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12651 EU-EC- i 05 Professional Non EEA Years Female Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008201874 applicable - [n/a - 1{DF} - Unknown])
click or scarl . More COVID-19 MRNA VACCINE MODERNA (CX-
2d (2021-04- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
. - - , Oedel - - . s
12652 EUEC. |32 A 05 Professional Non EEA ?:;ISS Female |Dyspnoea (1d - Fatal - Results in Death) ma (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008201831 =3 o applicable - [n/a - 1{DF} - Intramuscular])
Elickorscal |5 COVID-19 MRNA VACCINE MODERNA (CX-
e 2021-04- | Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
! : - - N - - . L
12653 EU-EC- £ 05 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death), Obesity (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008201549 = applicable - [n/a - 1{DF} - Intramuscular])
or scaij i SPIKEVAX [COVID-19 MRNA VACCINE
il (2021-04- Healthcare 65-85 . MODERNA (CX-024414)] (S- COVID-19
: - - ) . L .
12654 EU-EC- 05 Professional Non EEA Years Female |Death (1d- Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} -
10008201499 Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
12655 2021-04- Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death), Mental status changes (2d - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- : 05 Professional Years Hospitalisation), Thrombocytopenia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008201172 applicable - [n/a - 1{DF} - Intramuscular])
.
a1 (2021-04- Healthcare 65-85 . Y . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . i .
12656 BU-EC- 05 Professional Non EEA Vears Male  |General physical health deterioration (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1/a - /)
10008201037
Elick or scad { COVID-19 MRNA VACCINE MODERNA (CX-
WHEE 5001 -04- |Healthcare More 024414) [COVID-19 MRNA VACCINE MODERNA
12657, EU-EC- : 05 Professional Non EEA  |than 85 |Female |Back pain (4d - Unknown - ), Condition aggravated (4d - Unknown - ), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008200940 Years applicable - [n/a - 1{DF} - Intramuscular - More in
ICSR])
Airway patency device insertion (n/a - Fatal - Results in Death), Blood glucose increased (n/a - Fatal - Results in Death),
Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac assistance device user (n/a -
w Fatal - Results in Death, Other Medically Important Condition), Cardiac disorder (n/a - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
12658 . Non EEA Male  |Condition aggravated (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Mechanical ventilation . I
EU-EC- : 05 Professional Years N - N " " (CX-024414)] (S- COVID-19 immunisation - Not
10008200932 (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), applicable - [n/a - 1{DF} - Unknown])
Resuscitation (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results in Death, Other Medically Important PP
Condition)
Elickcor scal i : 2021-04-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
12659 : . EEA Female |Discomfort (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EG- |1k 05 Professional Years Intramuscular])
10008200691 :
sl |
- 2021-04-|Healthcare 65-85 . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
126601 £y pc ; L3 |05 Professional | FEA Years |Female |Chest pain (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008199360 1
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201874&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201831&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201549&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201172&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201037&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008200940&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008200932&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008200691&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008199360&_xpt=1&_xf=pdf
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klick or scar ; Chills (n/a - Not Recovered/Not Resolved - Life Threatening), Communication disorder (n/a - Unknown - Life Threatening). ME ME
12661 pope (2)(5)21_04_ E:gl‘z};:i?)l:al Non EEA ?(Se ﬁ: Male  |Death (1d- Fatal - Results in Death), Fatigue (n/a - Unknown - Life Threatening), Inappropriate schedule of product mwwfﬁ&zozlrigble N Fn?i]rg/sa_—cnx/)a\]/)“}w
10008198997 E administration (n/a - Unknown - ), Malaise (n/a - Unknown - Life Threatening), Off label use (n/a - Unknown - ) PP
- Burning sensation (12d - Fatal - Results in Death), Cardio-respiratory arrest (12d - Fatal - Results in Death), Death (1d -
Rt Fatal - Results in Death), Fatigue (12d - Fatal - Results in Death), Herpes zoster (5d - Fatal - Results in Death), COVID-19 MRNA VACCINE MODERNA (CX-
HEE (2021-04- |Healthcare 65-85 - . N . - 024414) [COVID-19 MRNA VACCINE MODERNA
12662 : Non EEA Female [Hypoaesthesia (1d - Fatal - Results in Death), Loss of consciousness (12d - Fatal - Results in Death), Myalgia (12d - Fatal . .
EU-EC- 05 Professional Years . X pain (1d - Fatal . Paini ity (1d- Fatal . (CX-024414)] (S- COVID-19 immunisation - Not
10008198405 - Resqlts in Death), Neck pain (1d - Fatal - Result's.m Death), Pain in extremity (1d - Fatal - Results in Death), applicable - [n/a - 1{DF} - Intramuscular])
Pyrexia (12d - Fatal - Results in Death), Rash pruritic (12d - Fatal - Results in Death)
ik or oo | 05 More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12663 EU-EC- 3|05 Professional Non EEA gljar;SS Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008198368 T applicable - [n/a - 1{DF} - Unknown])
m e Death (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Feeling abnormal (n/a - Fatal - Results in (QOVID-19 MRNA VACCINE MODERNA (CX-
12664 2021-04- Healthcare o ppy 6585 g0 Death), Head injury (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - Results in Death), Respiratory 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3 |05 Professional Years Est(r;/a - Fatal - Results in Death ? ? (CX-024414)] (S- COVID-19 immunisation - Not
10008198336 Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
o : 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 ME ME
12665 pope o, 3(5)21_04_ E;ocallgslsciirrfa] Non EEA ?2: ﬁ: Male  |Condition), Hyperhidrosis (n/a - Unknown - Other Medically Tmportant Condition), Pyrexia (n/a - Unknown - Other msationm££ozlligble N méz__i%\]/)n}lg
10008198298 - Medically Important Condition), Sitting disability (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - PP
Unknown - Other Medically Important Condition), Vomiting (n/a - Unknown - Other Medically Important Condition)
Rlick or scad | 2 ¢ More Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA, (CX-
=i |2021-04- Healthcare . . L 024414) [COVID-19 MRNA VACCINE MODERNA
12666, : Non EEA  |than 85 |Female |Death), Dyspnoea (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Head injury (n/a - Fatal - Results . o
EUEC | 3|05 Professional Years in Death), Pulseless electrical activity (n/a - Fatal - Results in Death) (CX-024414)] (- COVID-19 immunisation - Not
10008198204/ = : ’ ¥ u applicable - [n/a - 1{DF} - Unknown])
Elickor scal | 3 COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 024414) [COVID-19 MRNA VACCINE MODERNA
12667 EU-EC- 2 |05 Professional Non EEA Years Male  [Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008198197 o applicable - [n/a - 1{DF} - Intramuscular])
ik orsca | B More COVID-19 MRNA VACCINE MODERNA (CX-
0 2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12668 gy g 005 [Professional [NO" FEA - |than 83 [Male - Death (1~ Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008198130 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12669 EU-EC- 105 Professional Non EEA Years Male Death {nfa - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008198107 : applicable - [n/a - 1{DF} - Unknown])
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: ! More Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death,  [COVID-19 MRNA VACCINE MODERNA (CX-
12670 . i (2021-04- |Healthcare Non EEA  |than 85 [Male Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fatigue (n/a - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 105 Professional Vears Fatal - Results in Death, Caused/Prolonged Hospitalisation), Lung opacity (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008198089 Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Unknown])
=5 1 More COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-04- [Healthcare . oo 024414) [COVID-19 MRNA VACCINE MODERNA
12671 EU-EC- * |05 Professional Non EEA 2}(1:;55 Male  [COVID-19 (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008198088 applicable - [n/a - 1{DF} - Unknown])
Atrial fibrillation (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
! ) Non More Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), COVID-19 VACCINE JANSSEN (AD26.COV2.S)
12672 X 24 (2021-04- Healthcare Non EEA  |than 85 |Female Dysphagia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),  |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 3105 Professional Vears Hypotension (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), |Immunisation - Not applicable - [n/a - n/a -
10008197653 : Peripheral embolism (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Unknown])
Condition)
b= Non Ageusia (3d - Recovered/Resolved - ), Chills (4d - Recovered/Resolved - ), Fall (n/a - Not Recovered/Not Resolved - ), COVID-19 MRNA VACCINE MODERNA (CX-
12673 2021-04- Healthcare Non EEA 65-85 Male Headache (n/a - Unknown - ), Hypertrophic cardiomyopathy (1d - Fatal - Results in Death), Myalgia (3d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 105 Professional Years Recovered/Resolved - ), Nausea (n/a - Unknown - ), Pain (3d - Recovered/Resolved - ), Pain (n/a - Unknown - ), Pyrexia (n/a - |(CX-024414)] (S- COVID-19 immunisation - Not
10008197577 Unknown - ) applicable - [n/a - 1{DF} - Unknown])
gk or scal | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
12674 pyEpc P05 Professional | o" EEA g}(‘;}fs Fermale | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008197568 T applicable - [n/a - 1{DF} - Intramuscular])
or scaij More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12675 pupc 3005 [Professional [NOn FEA - |than 85 female | Malaise (3d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008197309 & - applicable - [n/a - 1{DF} - Intramuscular])
Eickorad |
12676 2021-04- Healthcare Non EEA 65-85 Male Depressed level of consciousness (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Rash (n/a - Fatal COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 3, |05 Professional Years - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008197195
:
12677 21 2021-04- Healthcare Non EEA 65-85 Male Chills (n/a - Unknown - Other Medically Important Condition), Diarrhoea (n/a - Unknown - Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 105 Professional Years Condition), Dyspnoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition) |immunisation - Not applicable - [1d - n/a - n/a])
10008195844 a
Elick or scal | sl Non
12678 1 12021-04- Healthcare Non EEA 18-64 Male Cardiac arrest (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Poor quality | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 105 . Years product administered (n/a - Unknown - ), Wrong technique in product usage process (n/a - Unknown - ) immunisation - Not applicable - [1d - n/a - n/a])
Professional
10008195838
More COVID-19 VACCINE JANSSEN (AD26.COV2.S)
12679 2 2021-04-|Healthcare Non EEA  |than 85 |Female Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, |[COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- R (05 Professional v, Caused/Prolonged Hospitalisation) Immunisation - Not applicable - [n/a - n/a -
10008195117 cars Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Eikorsal ;
% |2021-04- Healthcare 65-85 . . " :
S A Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Pyrexia (n/a- | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12680 EU-EC- 05 Professional  [Non EEA  years  |Female Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008195091
Elickcor scal 1= & 2021-04- | Healthcare 18-64 Angina pectoris (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12681 : . Non EEA Female |[in Death, Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically ~ |. e .
EU-EC- 105 Professional Years Tmportant Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008195090 mp
- [ COVID-19 (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Dementia (n/a - Not Recovered/Not
i 5021-04- Non 65-85 Resolved - Other Medically Important Condition), General physical health deterioration (n/a - Not Recovered/Not Resolved - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12682 EU-EC- : 05 Healthcare Non EEA Vears Male  |Other Medically Important Condition), Infection (n/a - Not Recovered/Not Resolved - Other Medically Important immunisation - Not applicable - [1d - n/a - n/a])
10008195057 £ Professional Condition), Pneumonia (n/a - Fatal - Results in Death), Seizure (n/a - Not Recovered/Not Resolved - Other Medically PP
Important Condition), Tremor (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)
; More - ,
12683 2021-04- |Healthcare Non EEA  |than 85 [Male Dyspnoea (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death, Other Medically COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 05 Professional Vears Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008195044
m (1% T More Blood creatinine increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results
12684 x| 2021-04- Healthcare EEA than 85 |Female in Death, Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Fatal - Results in Death, COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- | i, |05 Professional Vears Caused/Prolonged Hospitalisation), Hepatic enzyme increased (n/a - Fatal - Results in Death, Caused/Prolonged - n/a - n/aJ)
10008194479 Hospitalisation), Infection (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
iR 2021-04- Non Not TOZINAMERAN [TOZINAMERAN] (S - COVID-19
12685 EU-EC- FalH 05 Healthc'are Non EEA | gpecified Female (Death (n/a - Fatal - Results in Death, Other Medically Important Condition) ; isation - Not applicable - [n/a - n/a - n/a])
10008193965 Professional
Non
12686 202104y ithcare [NonEEA |18 |Male  |Diabetic ketoacidosis (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- a3 |05 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008193962 ; OressIo
12687 221 2021-04-|Healthcare Non EEA 65-85 Male Aspiration (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Other Medically TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 105 Professional Years Important Condition), Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008193659
More
2021-04- Healthcare . T . . TOZINAMERAN [TOZINAMERAN] (S - COVID-19
12688 EU-EC- 3% 05 Professional EEA than 85 [Female |COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
10008193650 X} Years
'H
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Non
2021-04- 18-64 o . . ) . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12689 EU-EC |1 ¥ 05 Healthgare Non EEA Vears Male  [Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/al)
: Professional
10008193350
T o Cerebrovascular accident (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged Hospitalisation, Other Medically
- == Non Important Condition), Death (n/a - Fatal - Results in Death), Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation, MERAN MERAN]
12690 EU-EC- (2)(5)21_04_ Healthcare Non EEA ?(Se ﬁ: Female |Other Medically Important Condition), Thalamic infarction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other ;1;n(r)1?w11\gsation . Nogzozlrigble - /- rE/Sa—_Cj/)a\]/)[D—w
10008193332 : Professional Medically Important Condition), White matter lesion (n/a - Recovered/Resolved With Sequelae - Caused/Prolonged PP
Hospitalisation)
m v $ Non Cardiogenic shock (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Coronary
12691 2021-04- Healthcare Non EEA 65-85 Female artery occlusion (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Myocardial TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 3 |05 Professional Years infarction (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Thrombosis (n/a - Fatal |immunisation - Not applicable - [1d - n/a - n/a])
10008193321 ; - Results in Death, Life Threatening, Other Medically Important Condition)
= 2021-04- Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
-04- : o . i . . ( WA \ -
12692 EU-EC- 305 Professional EEA %?:;SSS Female |Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL - n/a])
10008193150
o | 2
2021-04- | Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
; - - ) . Nl
12693 EU-EC- 04 Professional EEA Years Male [Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008193052
= Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
+12021-04- Not .. . . . e A NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12694 EUEC |3 03 Ereallcthciar;a] Non EEA Specified Male  [Myelitis transverse (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008191150 ofessio n/a - n/a])
gk or scal |3 COVID-19 VACCINE ASTRAZENECA (CHADOXI1
2021-04- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - Unkn
12695 BUEC. |3 3 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10008191111/ & n/a - n/aJ)
ick or scai | ; i
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
12696 p a1 2021-04- Healthcare Non EEA 18-64 Male Cardiospasm (1d - Fatal - Results in Death, Disabling), Myocardial infarction (n/a - Unknown - Results in Death NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 103 Professional Years Disabling) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008191097| ZH: olessiona 1/a - n/a))
_— - Non Confusional state (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
12697 4 (2021-04- Healthcare Non EEA Not Female Condition), Metastases to central nervous system (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 103 Professional Specified Medically Important Condition), Thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008190619 Hospitalisation, Other Medically Important Condition) - n/a- n/a])
Elickorscal | COVID-19 VACCINE ASTRAZENECA (CHADOX1
12698 2021-04- |Healthcare Non EEA Not Male Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Myocardial infarction ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3103 Professional Specified (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/af
10008190596 - n/a - n/al)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008193350&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008193321&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008193150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008193052&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008191150&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008191111&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008191097&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008190619&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008190596&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death"

Page 1329 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Abdominal pain (n/a - Unknown - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Headache (/a - COVID-19 VACCINE ASTRAZENECA (CHADOX1
12699 2021-04- Healthcare Non EEA 18-64 Female Unknown - Results in Death), Loss of consciousness (n/a - Unknown - Results in Death), Malaise (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
Supdl rofession: ears Results in Death), Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Results in Death), Urinary incontinence - - immunisation
EU-EC 03 Professional Y U i imuli (n/a - Not Recovered/Not Resolved Uri i i CHADOX1 NCOV-19)] (S- COVID-19 i isati
10008189544 : (n/a - Unknown - Results in Death), Vomiting (n/a - Unknown - Results in Death) - Not applicable - [n/a - n/a - n/a])
[elick or scal . Non Cold sweat (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - Results in [COVID-19 VACCINE ASTRAZENECA (CHADOX1
12700 2021-04- Healthcare Non EEA 65-85 Male Death, Caused/Prolonged Hospitalisation), Hypertension (n/a - Unknown - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years Hospitalisation), Nausea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Subarachnoid haemorrhage |(CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008189531 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) n/a - n/al)
Elick or scal = COVID-19 VACCINE ASTRAZENECA (CHADOXI
12701 8 (2021-04-|Healthcare Non EEA 65-85 Male Chest discomfort (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Dyspepsia (n/a - Unknown - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008189004 n/a - n/aJ)
- | Back pain (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),
F Non Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Dyspnoea (n/a - Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 " . . " . - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12702 Healthcare ~ [Non EEA Male  [Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition), Feeling hot (n/a - . S
EU-EC- |3 03 Professional Years AN ved " Life Th . her Medically I dition). Pain (n/ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008188535 rofessional Not Recovered/Not Resolved - Results in Death, ife Threatening, Ot er Medically Important (;qn tion), Pain (n/a - Not |* Not applicable - [V - n/a - n/a])
Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition)
Acute myocardial infarction (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
! 1 Condition), Cardiac arrest (1d - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important [COVID-19 VACCINE ASTRAZENECA (CHADOX1
12703 =i (2021-04- Healthcare Non EEA 65-85 Male Condition), Chest pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |: 03 Professional Years Condition), Circulatory collapse (1d - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008188282 Important Condition), Dyspnoea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically |- n/a - n/a])
Important Condition)
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - Unkni
12704 EU-EC- 2 03 Professional Non EEA Vears Male |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [/a-
10008187978/ & n/a - n/aJ)
gk or scal | Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
F 2021-04- 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12705 EU-EC- 3 03 goca%telslsciir;a] Non EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008187349 & n/a - n/aJ)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - -
12706 EU-EC- 03 I[;Ire(?fl'gslsiirga] Non EEA Vears Male  [Back pain (n/a - Not Recovered/Not Resolved - Results in Death), Death (1d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008186911 n/a - n/aJ)
[elick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - :
12707 e 03 Professional | oM FEA - [yrars  [Male  [Death (1d- Fatal - Results in Death) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [1d
10008186909 - - .5mL - Intravenous (not otherwise specified)])
Non More Circulatory collapse (n/a - Not Recovered/Not Resolved - Results in Death), Malaise (n/a - Not Recovered/Not Resolved - CQOVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- . - : - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12708 Healthcare Non EEA  [than 85 |Female |Results in Death), Myocardial infarction (n/a - Fatal - Results in Death), Photophobia (n/a - Not Recovered/Not Resolved . o
EU-EC- 03 Professional Years - Results in Death), Rash papular (n/a - Not Recovered/Not Resolved - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008186906 g - Not applicable - [n/a - 1 {DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008189004&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008188535&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008188282&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008187978&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008187349&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008186911&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008186909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008186906&_xpt=1&_xf=pdf
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Primary
£V Primar Source Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Sourcey Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indil;ation PT- Act%on ta%(en - }Durgtion - Dose -
Number Receipt lification for Grou Sex Route])
Date Quali Regulatory p
Purposes
Cerebral haemorrhage (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Fatigue (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Feeling abnormal (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation,
- Non Disabling, Other Medically Important Condition), Headache (n/a - Unknown - Results in Death, Caused/Prolonged COVID-19 VACCINE ASTRAZENECA (CHADOX1
12709 =112021-04- Healthcare  |Non EEA 18-64 Female Hospitalisation, Disabling, Other Medically Important Condition), Loss of consciousness (n/a - Unknown - Results in NCOV-19) [COVMID-19 VACCINE AST RAZENECA
EU-EC- 03 Professional Years Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Platelet count decreased (10d-  [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008186880: Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important |- Not applicable - [n/a - n/a - Parenteral])
Condition), Thrombosis (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition)
Abdominal pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Not
Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Not Recovered/Not
Resolved - Results in Death, Caused/Prolonged Hospitalisation), Dizziness (n/a - Not Recovered/Not Resolved - Results in
Death, Caused/Prolonged Hospitalisation), Gastrointestinal oedema (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation), Headache (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
or scail Immune thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a- [COVID-19 VACCINE ASTRAZENECA (CHADOXI1
12710 2021-04-|Healthcare Non EEA 18-64 Female |Not RecoveredNot Resolved - Results in Death, Caused/Prolonged Hospitalisation), Malaise (n/a - Not Recovered/Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years Resolved - Results in Death, Caused/Prolonged Hospitalisation), Mesenteric vein thrombosis (n/a - Unknown - Results in  [(CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008186855 Death, Caused/Prolonged Hospitalisation), Myalgia (n/a - Not Recovered/Not Resolved - Results in Death, - /a - n/a])
Caused/Prolonged Hospitalisation), Pulmonary embolism (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Splenic vein thrombosis
(n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Viral infection (n/a - Recovered/Resolved - Results
in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation)
Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebral infarction (n/a - Not
- Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Coordination abnormal (n/a - Not
2021-04-| H Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Not Recovered/Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
-04-|Healthcare 18-64 . L © : . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12711 BU-EC- ) 03 Professional Non EEA Vears Male  [Resolved - Results in Death, Caqsed{Prqlonged Ho-spltah-satlon-), Hermpares1§ (n/a - Not Recovered/Not Resolved - Results (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008186749/ 53 in Death, Caused/Prolonged Hospitalisation), Superior sagittal sinus thrombosis (n/a - Not Recovered/Not Resolved - Results |* Wa - n/a])
in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation)
Eickorsead | & COVID-19 VACCINE ASTRAZENECA (CHADOX 1
, 2021-04-|Healthcare Not  [Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12712 EU-EC- § 03 Professional Non EEA Specified Specified Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008186153 &3 L n/a - n/a])
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 2021-04- | Healthcare 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
2713 gy 03 Professional | oM EEA - [yars  [Male |Cardiac arrest (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008185811 n/a - n/aJ)
gk or scall | =it : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 |2021-04- | Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12714 gy 03 Professional | o7 FEA 21{“’“ 85 [Female [Death (wa - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008184654 cars - Not applicable - [1d - n/a - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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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
Abdominal pain upper (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Appendicitis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Caused/Prolonged
: Hospitalisation, Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - Results in Death
Rlick or sca = WL Non Caused/Prolonged Hospitalisation, Other Medically Important Condition), Headache (n/a - Not Recovered/Not Resolved - COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- 18-64 R o2 " " . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12715 Healthcare Non EEA Male  [Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Night sweats (n/a - Not . o
EU-EC- 03 . Years . A ; .- (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008184523 £ Professional Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), - Not applicable - [1d- n/a - n/a])
Platelet count decreased (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other PP
Medically Important Condition), Presyncope (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Purpura (n/a - Not Recovered/Not Resolved - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)
KlickCor scal | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
{3 il | 2021-04- Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - X - - . S
12716 EU-EC- 03 Professional Non EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008184491 - Not applicable - [1d - n/a - Intramuscular])
- COVID-19 VACCINE ASTRAZENECA (CHADOX1
d (2021-04- [Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12717 BU-EC- B |03 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- COVID- 19 immunisation
10008184467 7 - Not applicable - [1d - n/a - Parenteral])
Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Unknown - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Muscular
Elick or scal | weakness (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other COVID-19 VACCINE ASTRAZENECA (CHADOX1
12718 2021-04- |Healthcare Non EEA 18-64 Female Medically Important Condition), Partial seizures (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged = |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 03 Professional Years Hospitalisation, Disabling, Other Medically Important Condition), Subarachnoid haemorrhage (n/a - Unknown - Results in  |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008182592 Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Superior - Not applicable - [1d - n/a - n/a])
sagittal sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Thrombocytopenia (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)
Decreased appetite (n/a - Unknown - Results in Death), Hypoxia (n/a - Unknown - Results in Death), Malaise (n/a - COVID-19 VA AST CA( X1
2021-04- | Healthcare 65-85 . - - - - : NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12719 : Non EEA Female |Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Right ventricular dysfunction (n/a -
EU-EC- 03 Professional Years . . ; (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Unknown - Results in Death), Seizure (n/a - Unknown - Results in Death)
10008182544 n/a - n/a])
Elick or sea) % Abdominal pain (n/a - Recovered/Resolved - Results in Death, Other Medically Important Condition), Colitis ischaemic (n/a COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- |Healthcare 18-64 . . v . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12720 : Non EEA Male |- Fatal - Results in Death, Other Medically Important Condition), Nodule (n/a - Recovered/Resolved - Results in Death
EU-EC- 03 Professional Years Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008181809 cr Viedically Tmportan ° /a - n/a))
klickor scal | : Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
12721 A (2021-04- Healthcare Non EEA 65-85 Male Myocardial infarction (8d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | :E L3103 Professional Years Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008181640 : n/a - n/aJ)
e : Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death), Dyspnoea (17d - Not Recovered/Not COVID-19 VA AST CA( X1
&l (2021-04- [Healthcare 65-85 . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12722 . Non EEA Female |Resolved - Results in Death), Pulmonary embolism (n/a - Not Recovered/Not Resolved - Results in Death), Sinus :
EU-EC- 03 Professional Years . . (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
: tachycardia (17d - Fatal - Results in Death)
10008181008 - n/a - n/aj)
gk or scal COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-04-Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
1273 pupc 03 |Professional |NOMEEA lyeys [Male  |Death (na- Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- /a - Unknown - [n/a -
10008180595 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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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
21 2021-04- | Healthcare 18-64 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12724 pugc 03 Professional | "M EEA  [yrors  [Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008180213 n/a - n/aJ)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12725  EU-EC- 03 Professional |Non EEA  |years |Female |Dyspnoea (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008180208 n/a - n/aJ)
[elick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
12726 2021-04- Healthcare Non EEA 18-64 Male Cerebellar haemorrhage (n/a - Unknown - Results in Death, Other Medically Important Condition), Intracranial haematoma/NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- | £ 03 Professional Years (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008180163| Ei] n/a - n/aJ)
Eickorscal | : T Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
| 2021-04- Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) - R
12727 BU-EC- 03 Eﬁg;scizrgal Non EEA Specified Male  |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008180026/ = i n/a - n/aJ)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12728 EU-EC- ah 03 Professional Non EEA ?::I:KS Male  [COVID-19 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1d
10008179332/ & : - n/a - n/aJ)
Rlick or cal |53 Non Cerebral haemorrhage (40d - Unknown - Results in Death), Headache (n/a - Unknown - Results in Death), Insomnia (n/a COVID-19 VACCINE AST NECA X1
2021-04- 18-64 N . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12729 Healthcare Non EEA Male |- Unknown - Results in Death), Nausea (n/a - Unknown - Results in Death), Ocular discomfort (n/a - Unknown - Results ;
EU-EC- 03 . Years . - [T . — |(CHADOXI NCOV-19)] (S- n/a - Not applicable - [1d
Professional in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Vomiting (n/a - Unknown - Results in Death)
10008179291 - n/a - n/al)
A Joint swelling (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), Pulmonary COVID-19 VA AST INECA ( Xl
2021-04- | Healthcare 65-85 . . n " NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12730 . Non EEA Female [embolism (n/a - Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Not Recovered/Not . .
EU-EC- |7 TR I 03 Professional Years Resolved - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008179169 r - Not applicable - [n/a - n/a - n/a))
Elickcor scal i 5021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - i i isati - i - - -
12731 EUEC |3 03 Professional EEA Vears Female |Pulmonary oedema (n/a - Fatal - Results in Death) inlmmlsatllﬁ)n])Not applicable - [n/a - 1{DF}
10008178257 nlramuseiar
2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12732 BU-EC- : 03 Professional EEA than 85 |Female |Extradural haematoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
10008178231 Years Intramuscular])
Elick or scadl |5 COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
ki | 2021-04- | Healthe 65-85 . . S
12733|  pU.EC- 03 Prejfessciifal EEA Vears |[Male  |Sudden death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008178197 ; - 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
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
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Date Regulatory
Purposes
i : 2021-04- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
12734 : : EEA Male  [COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 03 Professional Years Tntramuscular])
10008178036 s
click or scarl : COVID-19 VACCINE ASTRAZENECA (CHADOX1
ai (2021-04- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . S
12735 pupc | 2 103 Professional |FEA Years |Fomale |Death (1d- Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008178028 & i -n/a- [n/a- 1{DF} - Intramuscular])
Rlick orscad 5021-04- |Healthcare 18-64 Disseminated intravascular coagulation (5d - Fatal - Results in Death), Mesenteric vein thrombosis (5d - Fatal - Results in [VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12736, . EEA Female |Death), Portal vein thrombosis (5d - Fatal - Results in Death), Splenic vein thrombosis (5d - Fatal - Results in Death), |(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 03 Professional Years . .
% Thrombocytopenia (5d - Fatal - Results in Death) -n/a- [n/a-.5mL - Intramuscular])
10008177976
Qr _scail
More . . . . . |COMIRNATY [TOZINAMERAN] (S- COVID-19
-04- - - X - - X - - . S .
12737 2021-04 Hea]thc'are EEA than 85 |Male Cardiac arrest (0d - Fatal - Results in Death), Dyspnoea (0d - Fatal - Results in Death), Pyrexia (0d - Fatal - Results in immunisation - Not applicable - [n/a - 3mL -
EU-EC- 03 Professional Vears Death) Intramuscular])
10008177529, i
Elick or scad |§ AME
2021-04- | Healthcare More Acute respiratory failure (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Thrombocytopenia COMIRNATY [TOZIN. . RAN] (8- COVID-19
12738 . EEA than 85 (Male . immunisation - Not applicable - [n/a - .3mL -
EU-EC- L+ |03 Professional v, (n/a - Fatal - Results in Death) Intr: Jar])
10008177302 : cans amusciar
2021-04-|Healthcare 18-64 Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown -  |COMIRNATY [TOZINAMERAN] (S - COVID-19
12739 BU-EC- 03 Professional EEA Vears Male  [Results in Death, Caused/Prolonged Hospitalisation), Hypertension (n/a - Unknown - Results in Death, Caused/Prolonged [immunisation - Drug withdrawn - [n/a - 1{DF} -
10008177139 R Hospitalisation) Intramuscular])
Rl orscad | B8 : COVID-19 VACCINE ASTRAZENECA (CHADOXI
E 21 (2021-04- [Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudder - - . S
12740 pygc |03 Professional |[FEA Years [Vl n death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008176856 i - Not applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal : 2021-04- |Healthcare More . . ) ) COMIRNATY [TOZINAMERAN] (S- COVID-19
12741 . A Professional |EEA than 85 |[Female Cough (n/a - Fatal - Results in Death), Dependent rubor (n/a - Fatal - Results in Death), Increased bronchial secretion (1/a|immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 03 rolessiona - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Rhinorrhoea (n/a - Fatal - Results in Death) Intramuscular])
10008176840 Years
Elickorscad | 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
23 (2021-04- [Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . S
12742 EU-EC- 03 Professional EEA Years Female |Ischaemic stroke (/2 - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008176823 ;i - Not applicable - [n/a - 1 {DF} - Intramuscular])
i 2021-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12743 : . EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 03 Professional 9
10008176604 Years Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
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Date Regulatory
Purposes
% 2021-04- |Healthcare 65-85 Cardio-respiratory arrest (n/a - Fatal - Results in Death), Cough (n/a - Not Recovered/Not Resolved - Results in Death), |COMIRNATY [TOZINAMERAN] (S- COVID-19
12744 . EEA Male  [Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - Results in |immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 5 |03 Professional Years Death Intramuscular])
10008176558 Death)
. (2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . vl
12745 EU-EC- L3 |03 Professional EEA Years Male |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008176423 i
B 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
i h - . - - i ’ . . . )
12746 EU-EC- 03 Professional EEA 21(12111 85 Female |Fall (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008176369 ; cans
or scaij i COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 (2021-04- |Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . o
12147 pugc 03 [Professional |[PA|Years [Male |Death(ld-Fatal-Results in Death (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008176263 i - Not applicable - [n/a - 1 {DF} - Intramuscular])
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 L . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12748 EU-EC- 02 Professional Non EEA Vears Male  [Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008175763 T applicable - [n/a - 1{DF} - Intramuscular])
: : More COVID-19 MRNA VACCINE MODERNA (CX-
12749 x4 (2021-04- |Healthcare Non EEA  |than 85 |Female Death (1d - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Vears Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008175607 : applicable - [n/a - 1{DF} - Intramuscular])
Bk or scal AT More Arthralgia (7d - Fatal - Results in Death), Death (7d - Fatal - Results in Death), Influenza like illness (7d - Fatal - COVID-19 A VA MODERNA (CX-
BEE- 12021-04- | Healthcare than 85 . . - . . 024414) [COVID-19 MRNA VACCINE MODERNA
12750 . Non EEA Female [Results in Death), Pain in extremity (7d - Fatal - Results in Death), Syncope (7d - Fatal - Results in Death, Other . .

EU-EC 02 Professional Years Medically Tmportant Condition), Tremor (7d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008175533 > applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | = ; More COVID-19 MRNA VACCINE MODERNA (CX-

i 2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12751 EU-EC- 0 Professional Non EEA ?:;ISS Female |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008175531 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
12752 2021-04- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pyrexia (n/a - Unknown - (024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- 02 Professional Years ), Vomiting (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008175359 applicable - [n/a - 1{DF} - Unknown])
gk or scal | ; COVID-19 MRNA VACCINE MODERNA (CX-

2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12783 pupc 02 |Professional |NOMEEA lyeys [Male |Death (n/a-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008175150 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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A1 (2021-04-|Healthcare More Pneumonia (n/a - Fatal - Results in Death, Life Threatening), Systemic immune activation (n/a - Fatal - Results in Death COMIRNATY [TOZINMRAN] (8- COVID-19
12754 . EEA than 85 (Male . . immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional Vear Life Threatening) Intramuscular])
10008175073 s s
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
12755 12021-04- |Healthcare Non EEA 65-85 Male Fatigue (n/a - Unknown - ), Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L |02 Professional Years Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008174929 1] i applicable - [n/a - 1{DF} - Intramuscular])
175 : 5 202104 Healthcare |\ o (6585 |\ [COVID-19 (a - Fatal - Results in Death, Caused/Prolonged Hospitaliation), Drug neffective (n/a - Fatal - Results in ?ngfwlﬁ‘si'ifnm_ N‘] JOEOZ&Z‘;];E_ Eﬁmﬁ COVID-19
EU-EC- 02 Professional Years Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) PP
Intramuscular])
10008174859
Qr _scail it
4 2021-04- |Healthcare 18-64 . . . . . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S .

12757 EU-EC- 0 Professional EEA Vears Female [Acute respiratory failure (n/a - Fatal - Results in Death), Respiratory tract infection (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - /a - n/a])
10008174739
Elick or sca | : COVID-19 MRNA VACCINE MODERNA (CX-

A4 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . .
12758 EU-EC- 02 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008174692 &4 applicable - [n/a - 1 {DF} - Intramuscular])
Elickor scal | COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . L
12759 EU-EC- 02 Professional Non EEA Vears Female |Condition aggravated (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008174637 applicable - [n/a - 1{DF} - Intramuscular])
or scaij : More COVID-19 MRNA VACCINE MODERNA (CX-
il |2021-04- |Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . -

12760 EUEC | & 0 Professional Non EEA ?:;ISS Female |Death (1d- Fatal - Results in Death), Malaise (3d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008174581 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | ! COVID-19 MRNA VACCINE MODERNA (CX-

12761 Al (2021-04-|Healthcare Non EEA 18-64 Male Platelet count decreased (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (10d - Fatal |024414) [COVID-19 MRNA VACCINE MODERNA

EU-EC- | -iE 02 Professional Years - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008174444/ applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
il (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
12762 pupc 2102 |Professional [NOMEEA lyeyr  [Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008174421 i applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 1 COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L

12763 pugc 02 |Professional |NOMEEA vy Female |Death (na - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not

10008174251 applicable - [n/a - 1{DF} - n/a])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008175073&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174637&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174581&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174444&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174421&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174251&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; More COVID-19 MRNA VACCINE MODERNA (CX-
il |2021-04- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
12764 gy pc 02 Professional | o7 FEA 21{1:;585 Fermale |Feeling abnormel (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008174129 i applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
12765 ol (2021-04- |Healthcare Non EEA 65-85 Female Death (2d - Fatal - Results in Death), Multiple organ dysfunction syndrome (2d - Fatal - Results in Death), Pulse absent (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L |02 Professional Years (2d - Fatal - Results in Death), Pulscless electrical activity (2d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008174060 i applicable - [n/a - 1{DF} - Unknown])
Elickorscad | 1 COVID-19 MRNA VACCINE MODERNA (CX-
Al (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12766 EU-EC- |5 02 Professional Non EEA Years Female |Dyspnoea (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008174058 a applicable - [n/a - 1{DF} - Unknown])
Elick or sca | = ] More COVID-19 MRNA VACCINE MODERNA (CX-
21 (2021-04- Healthcare . 024414) [COMD-19 MRNA VACCINE MODERNA
o R - - . o
12767 pupc | & 02 |Professional MO FFA - [than 85 Female Death (1d - Fatal - Results fn Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008173894 & applicable - [n/a - 1{DF} - Unknown])
Eetick or scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - -
12768 EU-EC- 0 Professional EEA Vears Female |Death (1d- Fatal - Results in Death), Thrombosis (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008173538 n/a - n/al)
Acute abdomen (n/a - Fatal - Results in Death), Cardiogenic shock (n/a - Fatal - Results in Death), Death (n/a - Fatal - COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare 18-64 . : . . 024414) [COVID-19 MRNA VACCINE MODERNA
12769 : Non EEA Female [Results in Death), Gastrostomy (n/a - Fatal - Results in Death), Hypoglycaemia (n/a - Fatal - Results in Death), . Lo
EU-EG- |02 Professional Years Hypotension (n/a - Fatal - Results in Death), Sepsis (n/a - Fatal - Results in Death) (CX-024414)] (8 - COVID-19 immunisation - Not
10008173326 i ’ applicable - [n/a - n/a - Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . . T 024414) [COMID-19 MRNA VACCINE MODERNA
12770 EU-EC- 0 Professional Non EEA Vears Male  [Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008173192 applicable - [n/a - 1{DF} - n/a])
Acute respiratory failure (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood glucose increased (2d-  |[COVID-19 MRNA VACCINE MODERNA (CX-
12771 2021-04- Healthcare Non EEA 65-85 Male Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure acute (2d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Years Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Metabolic (CX-024414)] (S- COVID-19 immunisation - Not
10008173171 encephalopathy (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
[elick or scal | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04-|Healthcare . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12772 EU-EC- L Professional Non EEA ;?:;SSS Male  |Cardiovascular disorder (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008173146 ; applicable - [n/a - 1{DF} - Unknown])
Elickcor scall | =3 COVID-19 MRNA VACCINE MODERNA (CX-
s 2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12773 pu.Ec 02 Professional [P EEA |years  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008173134 =X applicable - [n/a - 1{DF} - Intramuscular])
Foetal death (n/a - Fatal i d/Prol Hospitalisati her Medically T diti TOZINAMERAN [TOZINAME! VID-1
2021-04-|Healthcare Not Not oetal death (n/a - Fatal - Results in Death, Cause 10 onged Hospit: isation, Other Medically mportant Condition), | O AV [TO. [ RAN] (S- CO 9
12774 EU-EC- 0 Professional Non EEA Specified Specified Foetal heart rate abnormal (n/a - Unknown - Other Medically Important Condition), Foetal movement disorder (n/a - immunisation - Not applicable - [n/a - n/a -
10008172993 Unknown - Other Medically Important Condition), Syndactyly (n/a - Unknown - Other Medically Important Condition) 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
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174129&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173326&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173192&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173171&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173146&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173134&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008172993&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Elick or ol | COVID-19 MRNA VACCINE MODERNA (CX-
. 2021-04- |Healthcare 65-85 Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Fatigue (n/a - Unknown - ), Headache (n/a - Unknown -|024414) [COVID-19 MRNA VACCINE MODERNA
12775 F . Non EEA Female |), Respiration abnormal (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- | |02 Professional Years .
10008172916 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
12776 2021-04- |Healthcare Non EEA 65-85 Male Balance disorder (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Internal haemorrhage (n/a - Fatal - (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 02 Professional Years Results in Death), Subdural haematoma (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008172900 : applicable - [n/a - 1{DF} - Intramuscular])
:
12777 i1 (2021-04-|Healthcare Non EEA Not Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Chest pain (n/a - Recovered/Resolved - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 02 Professional Specified ), Incontinence (n/a - Not Recovered/Not Resolved - ), Muscular weakness (n/a - Not Recovered/Not Resolved - ) immunisation - Not applicable - [1d - n/a - n/a])
10008172773
or scaij : ) . L
COVID-19 (n/a - Unknown - Other Medically Important Condition), Completed suicide (n/a - Fatal - Results in Death,
12778 gy |2021-04-|Healtheare g g NOU e |Other Medically Tmportant Condition), Drug ineffective (n/a - Unknown - Other Medically Important Condition), Tinnitus TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- | =E 02 Professional Specified - . immunisation - Not applicable - [n/a - n/a - n/a])
B (n/a - Unknown - Other Medically Important Condition)
10008171851
Breath sounds abnormal (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Drug
= : Non ineffective (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important MERAN ME
12779 EU-EC- - : 3221_04_ Healthcare Non EEA ;86;?: Male  |Condition), Hypopnoea (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Illness (n/a - Unknown - Life Encr)rfml\i]sation - NoElOZlﬂble 0 d—]ng: S;]\)/[D_lg
10008171838] : Professional Threatening, Caused/Prolonged Hospitalisation), Lethargy (n/a - Unknown - Life Threatening, Caused/Prolonged PP
Hospitalisation), Pyrexia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Respiratory rate increased
(n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation)
: : 2021-04- Non 18-64 TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12780 ¥ Healthcare ~ |Non EEA Male  [Sudden death (n/a - Fatal - Results in Death) ; e .
EU-EC- 1 |02 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008171834 rolession
! More COMIRNATY [TOZINAMERAN] (S - COVID-19
12781 1 (2021-04- Healthcare EEA than 85 |Female Haemorrhagic stroke (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), International immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional Vears normalised ratio increased (n/a - Not Recovered/Not Resolved - Results in Death) Intramuscular]), [FLUINDIONE] (S- Atrial fibrillation
10008171649 - Not applicable - [n/a - n/a - Oral])
Elickcor scal ¥ |5001-04- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12782 : EEA than 85 [Male  |COVID-19 (n/a - Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional v Int ul
10008171537 cars ntramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
Vi [2021-04-|Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - . o
12783 pupc |8 02 |Professional |[TEA |Years [Male |Death(n/a-Fatal- Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008171418 - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
o |
12784 . (2021-04- |Healthcare EEA i\}/lka)ll;eS 5 [Male Interstitial lung disease (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory mﬁgﬁ;ﬁ [ETozﬁﬁﬁ“w]nf:: %\S}D_' 19
EU-EC- ; 02 Professional distress (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
10008171413/ £ Years Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
Tt 202104 Falthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
12785 . EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional Vears Intramuscular])
10008171171
COMIRNATY COVID-19 MRNA VACCINE
2021-04- |Healthcare 18-64 . . . (NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
; - - . .
12786, EU-EC- R 02 Professional EEA Vears Male  |Peripheral swelling (n/a - Fatal - Results in Death) COVID-19 immunisation - n/a - [n/a - 3mL -
10008171168 ] Intramuscular])
Rlick orscad 5021-04-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12787 BU-EC- : 02 Professional EEA than 85 Female |Death (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008171161| 32 : Years Intramuscular])
Qr _scail it
al (2021-04- |Healthcare More COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Not Recovered/Not mMIRNATY [TOZINMRAN] (8- COVID-19
12788 . EEA than 85 |Female . ST immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional Resolved - Results in Death, Caused/Prolonged Hospitalisation)
) Years Intramuscular])
10008171001
Qr _scail
& (2021-04-|Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
P e 55 |02 Professional | Years |V |Sudden death (na - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008170961
s Non
12790 g [2021-0%- |y ltheare  |[EEA 6585 I\fle  |Atrial fibrillation (n/a - Not Recovered/Not Resolved - Results in Death), COVID-19 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 02 . Years immunisation - n/a - [n/a - 1{DF} - Intramuscular])
Professional
10008170858
Rlickor cal |3 B |00 1.04. | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
12791 : : EEA than 85 |Female |Intestinal obstruction (n/a - Fatal - Results in Death) prophylaxis - Not applicable - [n/a - 1{DF} -
EU-EC- i |02 Professional Vear Intramuscular])
10008170852 ; cars e
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - ) . o
12192 gy 02 |Professional |[TEA |Years Male  |Sudden death (na - Fatal - Results in Death (CHADOXI NCOV-19)] (S - COVID-19 immunisation
10008170790 -n/a- [n/a- 1{DF} - Intramuscular])
Blick or seal ; 5021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12793 : EEA than 85 [Male  |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional V. Int Jlar])
10008170774 cas ramusear
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
1 (2021-04- Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
A - - . o
24 puec | 02 [Professional |[TEA|Years [Fomale |Death(1d- Fatal - Results in Death) (CHADOX1 NCOV-19)] (- COVID-19 immunisation
10008170686 -n/a- [n/a- 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt Qualification for Group Sex Route])
Date Regulatory
Purposes
'_ 2021-04-|Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12795 . . EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional v Int Jlar])
10008170626 ; s nramsear
1279 2l (2021-04- (Healthcare EEA i\}/f;);eS 5 |Female Lung disorder (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Tongue mﬁﬁgﬁ ggilNﬁgﬁmg -1%);;1 ]_}19
EU-EC- i 02 Professional oedema (n/a - Not Recovered/Not Resolved - Results in Death) PP
T2 Years Intramuscular])
10008170625 :
Rlick or cal |3 B |00 1.04. Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
12797 : : EEA Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional Years Int Jlar])
10008170619 ntramuscular]
or scai Asthenia (n/a - Recovering/Resolving - Results in Death), Death (n/a - Fatal - Results in Death), Diarrhoea (1d - COVID-19 VA AST INECA ( XI
2021-04-|Healthcare 65-85 - - " o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12798 . EEA Female |Recovered/Resolved - Results in Death), Pyrexia (1d - Recovered/Resolved - Results in Death), Vomiting (1d - . o
EU-EC- 02 Professional Years RecoveredResolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008170535 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Elick or scad i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04-| Healthcare 65-85 M dial infarction (1/a - Fatal . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12799 pu.EC- £ 02 Professional | = Years |Female [Myocardial infarction (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008170469 - Not applicable - [n/a - n/a - Intramuscular])
Elickor scad | Non More SPIKEVAX [COVID-19 MRNA VACCINE
12800 2021-04- Healthcare EEA than 85 |Male Ascites (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Oedema peripheral (n/a - Fatal -  |MODERNA (CX-024414)] (S- COVID-19
EU-EC- 02 . Results in Death), Pulmonary oedema (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
Professional Years
10008170308 : Intramuscular])
O COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-04- | Healthcare 65-85 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
12801 pupc | F 02 |Professional PPN |years [Male |[schacmicstroke (n/a-Fatal - Results in Death) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008170302/ = : - Not applicable - [n/a - 1 {DF} - Intramuscular])
: : COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 (2021-04- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
12802 pypc 02 |Professional |[TEA |Years |Fomale |Sudden death (na - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008170201 : - Not applicable - [n/a - n/a - Intramuscular])
klick or scal |; AME
12803 2021-04- TI\{Ionlth EEA ]t\}/foreg 5 | Femal Diarrhoea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - COMIRNtATY [I"\IFOtZINl' blRA][\rll]/ S _1%1}? D19
EU-EC- 02 catheare an CMAC | Fatal - Results in Death), Tachycardia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) [mmumsation = Jot applicable - (n/a - .
Professional Years Intramuscular])
10008170185
2021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12804 . EEA than 85 |Female |Haemorrhagic stroke (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 02 Professional
10008170156 = Years Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
2021-04-|Healthcare L . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - . S
12805 EU-EC- 02 Professional EEA ?:;SS Female |Myocardial infarction (n/a - Fatal - Results in Death) immunisation - n/a - [1/a - 1 {DF} - Intramuscular])
10008170146 n:
& 2021-04- | Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
12806 : : EEA Male  |Death (n/a - Fatal - Results in Death), Renal pain (n/a - Unknown - ) MODERNA (CX-024414)] (S- COVID-19
EUEC |32 02 |Professional Years immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008170003 ; PP
m E A Anaphylactic shock (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOXI1
12807, g [2021-04- Healtheare o ppy - |18:64 g e Condition), Hypoxic-ischaemic encephalopathy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 02 Professional Years Medicall f ortant Condition) ? (CHADOX1 NCOV-19)] (S - Immunisation - Not
10008169882 Y mp applicable - [n/a - n/a - Intramuscular])
12808 2021-04-|Healthcare Non EEA 65-85 Fernal Headache. (n/a- Unkn_own - Life Threatenmg), Malaise (n/a - Unknown - Life Threatening), Sudden death (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 02 Professional | Years | cM@!¢ |Results in Death, Life Threatening) immunisation - Not applicable - [1d - n/a - n/a])
10008169543
Acute left ventricular failure (n/a - Fatal - Results in Death, Other Medically Important Condition), Apnoea (n/a - Not
= 2021-04- Non More Recovered/Not Resolved - Other Medically Important Condition), Asthenia (n/a - Not Recovered/Not Resolved - ), Cachexia COMIRNATY [TOZINAMERAN] (S- COVID-19
12809 EU-EC- 0 Healthcare EEA than 85 |Female |(n/a- Not Recovered/Not Resolved - ), Hypopnoea (n/a - Not Recovered/Not Resolved - Other Medically Important immunisation - n/a - [/ - 1 {DF} - Intramuscular])
10008169330 Professional Years Condition), Language disorder (n/a - Not Recovered/Not Resolved - ), Nausea (n/a - Not Recovered/Not Resolved - ),
Somnolence (n/a - Not Recovered/Not Resolved - )
Elickcor scad | : 5021-04- Non 65-85 COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12810 : Healthcare Non EEA Female [Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically . o .
EU-EC- 02 Professional Years Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008169244 olessiond Toportan ©
: Non
12811 202104 | peithcare [NonEEA |10 |Female |Cardiac arrest (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 02 Professional Years immunisation - Not applicable - [1d - n/a - n/a])
10008169228 4
Non More
12812 2021-08-|ylthcare  [Non EEA  |than 85 [Male  |Pneumonia (n/a - Fatal - Results in Death) COMIRNATY [ TOZINAMERAN] (8 - COVID-19
EU-EC- 3 02 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10008169177| &
Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
or scail Increased bronchial secretion (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically
12813 2021-04- | Healthcare Non EEA 18-64 Male Important Condition), Intestinal pseudo-obstruction (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- ol 5 (02 Professional Years Other Medically Important Condition), Respiratory arrest (n/a - Not Recovered/Not Resolved - Caused/Prolonged immunisation - Not applicable - [1d - n/a - n/a])
10008169163 | § Hospitalisation, Other Medically Important Condition), Sepsis (n/a - Not Recovered/Not Resolved - Caused/Prolonged
Hospitalisation, Other Medically Important Condition)
Qr _scail
12814 2021-04-|Healthcare Non EEA 18-64 Male Aspiration (n/a - Unknown - Other Medically Important Condition), Cough (n/a - Not Recovered/Not Resolved - ), Left TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 5 (02 Professional Years ventricular failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008169158
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
& 2021-04- | Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
12815 : : EEA than 85 |[Male  |Cardiac arrest (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 02 Professional v . sati Wa - [n/a- 1{DF} - Int ar])
10008168260 r ears immunisation - n/a - [n/a - - Intramuscular
click or scarl
2021-04-|Healtheare 65-85 Cerebral artery thrombosis (4d - Fatal - Results in Death), Cerebrovascular accident (4d - Fatal - Results in Death), | anis YRIA [COVID 19 VACUINE ASTRAZENECA
12816 . EEA Female . ; (CHADOX1 NCOV-19)] (S - Immunisation - Not
EU-EC- iy |02 Professional Years Ischaemic stroke (4d - Fatal - Results in Death) applicable - [n/a - n/a - Intramuscular])
10008168182 6 pp
Elickorscad | : Cerebellar haemorrhage (12d - Fatal - Results in Death), Cerebral thrombosis (12d - Fatal - Results in Death), Fibrin D
ki 2021-04- | Healtheare 18-64 dimer increased (12d - Fatal - Results in Death), Headache (12d - Fatal - Results in Death), Portal vein thrombosis (12d- |\ i i/ [COVID-19 VACLINE ASTRAZENECA
12817 . EEA Female N - . , . (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- | -:=ig 02 Professional Years Fatal - Results in Death), Pulmonary embolism (12d - Fatal - Results in Death), Pyrexia (12d - Fatal - Results in - Not applicable - [n/a - 1 {DF} - Intramuscular])
10008166445 Death), Thrombocytopenia (12d - Fatal - Results in Death), Vena cava thrombosis (12d - Fatal - Results in Death) PP
or scaij i COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-04- [Healthcare 65-85 . . e . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
12818 EU-EC- 01 Professional Non EEA Vears Female (Bronchitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008167467 i applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad | Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically COVID-19 VACCINE ASTRAZENECA (CHADOX1
12819 2021-04- |Healthcare EEA 18-64 Female Important Condition), Headache (n/a - Unknown - ), Meningitis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other ~ [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- ; 01 Professional Years Medically Important Condition), Nausea (n/a - Unknown - ), Nervous system disorder (n/a - Unknown - ), Pyrexia (n/a - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008167417| & Unknown - ) n/a - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
41 |2021-04- | Healthcare 65-85 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12820 BU-EC- 01 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S - COVID-19 immunisation - Not
10008167410 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | 1 More COVID-19 MRNA VACCINE MODERNA (CX-
=1 |2021-04- | Healthcare . ] . 024414) [COVID-19 MRNA VACCINE MODERNA
12821 EUEC |3 01 Professional Non EEA $$55 Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008167291 applicable - [n/a - 1{DF} - Intramuscular])
i i More COVID-19 MRNA VACCINE MODERNA (CX-
3 24 2021-04- | Healthcare . o 024414) [COVID-19 MRNA VACCINE MODERNA
12822 EUEC |k o1 Professional Non EEA g?sa:r s85 Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008167275| 23 applicable - [n/a - 1{DF} - Intramuscular])
= i COVID-19 MRNA VACCINE MODERNA (CX-
2 (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
128233 pupc 01 |Professional |NOMEEA Iyeys [Male |Death(1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008167224 Ao applicable - [n/a - 1{DF} - Intramuscular])
& 8 [2021-04- Non More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
12824 EU-EC- - L o1 Healthcare EEA than 85 |Female |Myocardial infarction (n/a - Fatal - Results in Death) -~ n/a - n/a])
10008167216/ & Professional Years
: COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-04- [Healthcare 18-64 . . . " . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . L
12825 EUEC |- o1 Professional Non EEA Vears Female |Death (2d - Fatal - Results in Death), Malaise (2d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008167208/ =3 - applicable - [n/a - 1{DF} - Intramuscular])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
;
2021-04-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
" - R
12826 EU-EC- 01 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - /a - Intramuscular])
10008167199
More COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12827 pupe |3 01 |Professional [NO ERA than 85 [Male Death (nfa - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008167175 applicable - [n/a - 1{DF} - Intramuscular])
gk or scal | COVID-19 MRNA VACCINE MODERNA (CX-
12828 2021-04- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Eye contusion (n/a - Fatal - Results in Death), Seizure (n/a - Fatal - Results in 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- | -5k 01 Professional Years Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008167139 =i applicable - [n/a - 1{DF} - Unknown])
: Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening), Contusion (n/a - Unknown - Results in Death, Life ME
12829 2021-04- | Healthcare EEA ]t\}/llg;eg 5 [Male Threatening), Depressed level of consciousness (n/a - Unknown - Results in Death, Life Threatening), Haemorrhagic mﬁﬁgg [I:Irootzamlicablmf _1 gk};{ ]_} 19
EU-EC- 01 Professional Vears diathesis (n/a - Unknown - Results in Death, Life Threatening), Oedema peripheral (n/a - Unknown - Results in Death, Intramuscular]) PP
10008167088 : Life Threatening), Respiratory failure (n/a - Fatal - Results in Death, Life Threatening)
: More
231 |2021-04-|Healthcare . . . . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
12830 EU-EC- 01 Professional EEA glan 85 |Female |Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [24d - 1{DF} - n/a])
ears
10008167038
Elickor scal | 1 COVID-19 MRNA VACCINE MODERNA (CX-
o (2021-04- |Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12831 EU-EC- 01 Professional Non EEA Vears Female |Myocardial rupture (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008167027 ;i Unknown - [n/a - n/a - n/a])
; COVID-19 MRNA VACCINE MODERNA (CX-
=12021-04- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
12832 pupc 01 |Professional |NOMEEA yeys [Male |Death (na- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008166816 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 18-64  |Not . 024414) [COVID-19 MRNA VACCINE MODERNA
; . - - ) . L
12833 pupc 01 Professional |NCREEA Iyors  [SpecifieaPeeth (n/a - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008166776 applicable - [n/a - 1{DF} - Unknown])
gk or scall | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . oo 024414) [COVID-19 MRNA VACCINE MODERNA
12834 BU-EC- o1 Professional Non EEA 21(1:;585 Male  [COVID-19 (1d- Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008166731 applicable - [n/a - 1{DF} - Intramuscular])
i Non More COVID-19 MRNA VACCINE MODERNA (CX-
12835 4 2021-04- Healthcare Non EEA  |than 85 [Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Lethargy (n/a - Unknown - ), Respiration abnormal ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 01 Professional Vears (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008166673 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | Chest pain (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Confusional state (n/a - Fatal - Results |COVID-19 MRNA VACCINE MODERNA (CX-
12836 2021-04- | Healthcare Non EEA 65-85 Male in Death), Cough (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dyspnoea (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- ., (01 Professional Years Fatal - Results in Death), Mental status changes (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), |(CX-024414)] (S- COVID-19 immunisation - Not
10008166569 ' Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167199&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167175&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167139&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167088&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167038&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167027&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166816&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166776&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166731&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166673&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166569&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
SPIKEVAX [COVID-19 MRNA VACCINE
2021-04-|Healthcare 65-85 . . . MODERNA (CX-024414)] (S- COVID-19
: - - X - -), - - . o ;
12837 EU-EC- o1 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), Fatigue (2d - Unknown - ), Myalgia (2d - Unknown - ) immunisation - Not applicable - [n/a - 1 {DF} -
10008166382 Intramuscular])
click or scarl Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Fatal - Results |COVID-19 MRNA VACCINE MODERNA (CX-
12838 2021-04- | Healthcare Non EEA 65-85 Female in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- L+ |01 Professional Years Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - (CX-024414)] (S- COVID-19 immunisation - Not
10008166369 T Results in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Elickorscal : COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-04- [Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12839 EU-EC- o1 Professional Non EEA Vears Female |Cardiac arrest (1d - Unknown - Life Threatening), Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008166272 applicable - [n/a - 1{DF} - Intramuscular])
Qr _scail
¥ (2021-04- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
/ - R
12840 EUEC |} 01 Professional EEA Vears Female |Death (n/a - Fatal - Results in Death) - n/a- n/a))
10008165952
Eetick or scad | More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
128411 b pe 01 Professional | o" EEA 3‘:;55 Male | Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008165939 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 VACCINE ASTRAZENECA (CHADOX1
A 2021-04- | Healthcare 65-85 . . o NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12842 BU-EC- 01 Professional EEA Vears Male  |Cerebrovascular accident (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOXI1 NCOV-19)] (S- n/a - Not applicable - [/
10008165685 - .3mL - Intramuscular])
ik or scad | : COVID-19 MRNA VACCINE MODERNA (CX-
:4 (2021-04- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
12883 pupc 01 [Professional |NOMEEA vy  [Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008165609 - applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
12844 i pc 01 Professional | oM EEA |y org  [Female [Back pain (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008165536 applicable - [n/a - 1{DF} - Unknown])
COVID-19 MRNA VACCINE MODERNA (CX-
1% 2021-04- | Healthcare 18-64 024414) [COVID-19 MRNA VACCINE MODERNA
12845 EU-EC- B (01 Professional [Non EEA |Years |Female |Death (4d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008165509 applicable - [n/a - 1{DF} - Unknown])
Elickor scal | ﬁ; . COVID-19 MRNA VACCINE MODERNA (CX-
12846 A | 2021-04- | Healthcare Non EEA 65-85 Female Cardiac arrest (2d - Fatal - Results in Death, Other Medically Important Condition), Chills (n/a - Unknown - ), Nausea (n/a -|024414) [COVID-19 MRNA VACCINE MODERNA
EU-EG- |4 01 Professional Years Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008165243 & applicable - [n/a - 1{DF} - Intramuscular])

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166382&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166369&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166272&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165952&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165939&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165685&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165609&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165509&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165243&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: More COVID-19 MRNA VACCINE MODERNA (CX-
21 |2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
12847 by pc 01 Professional | o™ FEA 21{1:;585 Fernale | Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008165204 applicable - [n/a - 1{DF} - Unknown])
click or scarl COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . L
12848 EU-EC- 01 Professional Non EEA Vears Male  [Pulmonary embolism (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008165192 applicable - [n/a - 1{DF} - n/a])
Cough (n/a - Unknown - Life Threatening), Death (n/a - Fatal - Results in Death), Dysgeusia (n/a - Unknown - Life
. Threatening), Exposure to SARS-CoV-2 (n/a - Unknown - Life Threatening), Feeling abnormal (n/a - Unknown - Life
w P! Threatening), Gastrointestinal tract irritation (n/a - Unknown - Life Threatening), Headache (n/a - Unknown - Life COVID-19 MRNA VACCINE MODERNA (CX-
12849 2021-04-|Healthcare Non EEA 18-64 Male Threatening), Malaise (n/a - Unknown - Life Threatening), Micturition urgency (n/a - Unknown - Life Threatening), Pain ~ |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 01 Professional Years (n/a - Unknown - Life Threatening), Pollakiuria (n/a - Unknown - Life Threatening), Resuscitation (n/a - Unknown - Life (CX-024414)] (S- COVID-19 immunisation - Not
10008165173 Threatening), SARS-CoV-2 test negative (n/a - Unknown - Life Threatening), Somnolence (n/a - Unknown - Life applicable - [n/a - 1{DF} - Intramuscular])
Threatening), Syncope (n/a - Unknown - Life Threatening), Upper respiratory tract infection (n/a - Unknown - Life
Threatening)
Elick or scal | A More COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
- . - - . . .
12850 pupc 01 |Professional |NonEFA - |than 85 Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008165163 y applicable - [n/a - 1{DF} - Unknown])
or sca More COVID-19 MRNA VACCINE MODERNA (CX-
% (2021-04- |Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12851 pupc |3 01 Professional |0 EEA ?:;rfs Female |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008165104 applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal : COVID-19 MRNA VACCINE MODERNA (CX-
12852 2021-04- Healthcare Non EEA 65-85 Male Asthenia (n/a - Fatal - Results in Death), Gait inability (n/a - Fatal - Results in Death), Hypoaesthesia (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- E 01 Professional Years Results in Death), Malaise (n/a - Fatal - Results in Death), Mobility decreased (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008165103 : applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 65-85 . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12853 puEc 01 Professional |"O" EEA  |yors  [Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008165102 applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- [Healthcare 65-85 ) 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12854 pugc 01 |Professional |NOMEEA vy Female |Death (na - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008165064 7 applicable - [n/a - 1{DF} - Unknown])
ke COVID-19 MRNA VACCINE MODERNA (CX-
12855 b zd (2021-04- |Healthcare Non EEA 65-85 Female Dysstasia (2d - Fatal - Results in Death), Fall (2d - Fatal - Results in Death), Muscular weakness (2d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- LF 01 Professional Years Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008164876, ' : applicable - [n/a - 1{DF} - Intramuscular])
ik or scal ' More COVID-19 MRNA VACCINE MODERNA (CX-
¥ 1 2021-04- |Healthcare . . . . .. 024414) [COVID-19 MRNA VACCINE MODERNA
12856, EU-EC- o1 Professional Non EEA glea;lrSSS Female |Arteriosclerosis (n/a - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008164820 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165204&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165192&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165173&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165163&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165104&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165103&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165102&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165064&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164876&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164820&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
12857 112021-04- Healthcare Non EEA Not Male COVID-19 (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 01 Professional Specified Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10008164806 Unknown])
: Back pain (n/a - Fatal - Results in Death), Blood pressure fluctuation (n/a - Fatal - Results in Death), Cardio-respiratory |COVID-19 MRNA VACCINE MODERNA (CX-
12858 4 12021-04- |Healthcare Non EEA 18-64 Female arrest (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Heart rate irregular (n/a - Fatal - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 01 Professional Years Results in Death), Pulse absent (n/a - Fatal - Results in Death), Septic shock (n/a - Fatal - Results in Death), Throat  |(CX-024414)] (S- COVID-19 immunisation - Not
10008164777 tightness (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
Ageusia (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Aggression (19d - Fatal - Results in Death,
_ Caused/Prolonged Hospitalisation), Asthenia (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19
; pneumonia (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (1d - Fatal - Results in ~ |COVID-19 MRNA VACCINE MODERNA (CX-
12859 1|2021-04-|Healthcare |\ ooy |05-85 |y |Death, Caused/Prolonged Hospitalisation), Cough (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | 5% (01 Professional Years (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Decreased (CX-024414)] (S- COVID-19 immunisation - Not
10008164753 =t appetite (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fall (19d - Fatal - Results in Death, applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation), Pyrexia (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
Eick o e | AR COVID-19 MRNA VACCINE MODERNA (CX-
12860 4 2021-04- |Healthcare Non EEA 18-64 Male Muscle rigidity (n/a - Fatal - Results in Death), Peripheral coldness (n/a - Fatal - Results in Death), Unresponsive to 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- of 01 Professional Years stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008164734 & applicable - [n/a - 1 {DF} - Intramuscular])
Elick or scal | 3 : COVID-19 MRNA VACCINE MODERNA (CX-
3 zd (2021-04- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
12861 pupe | EmEraEE ol Professional |NCREEA lyors  [Male  |Syncope (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008164480 h applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
il |2021-04- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12862 EU-EC- | 01 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008164126 ; applicable - [n/a - 1{DF} - n/a])
gk or scal | : COVID-19 MRNA VACCINE MODERNA (CX-
31 2021-04- | Healthcare Not . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12863 EU-EC- o1 Professional Non EEA Specified Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008164099 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
51 |2021-04- | Healthcare 18-64 . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
12864 EU-EC- 01 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008164044 applicable - [n/a - 1{DF} - Intramuscular])
klickor scal L More COVID-19 MRNA VACCINE MODERNA (CX-
‘Bl |2021-04- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
_EC- : - - . L
12865 EU-EC o1 Professional Non EEA 21(1‘:;585 Male  |Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008164016 applicable - [n/a - 1 {DF} - Unknown])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164806&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164777&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164753&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164734&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164480&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164126&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164099&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164016&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
= COVID-19 MRNA VACCINE MODERNA (CX-
- 2021-04-|Healthcare 65-85 - . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12866, EUEC |3 ™ o1 Professional Non EEA Vears Female |Pulmonary embolism (1d - Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008163923 j applicable - [n/a - 1{DF} - Intramuscular])
click or scarl : More
1 (2021-04- Healthcare . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
; - -
12867 EU-EC- b |0} Professional EEA ;}}aﬂ 85 |Female |Cardiac failure (n/a - Fatal - Results in Death) na - [n/a - /a - n/a])
10008163897 cars
. ¥ 12021-04- | Healtheare More COMIRNATY [TOZINAMERAN] (S - Immunisation
: -04- : i i . - i
12868 BU-EC- o1 Professional EEA 21(12111 85 |Female |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - n/a])
10008163884 cans
Qr _scail it
12860 4 (2021-04- gg:hhcm EEA i\}’f;’;eg s |Fermgle |Nausea (w/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Resullts in Death, COMIRNATY [TOZINAMERAN] (- COVID-19
EU-EC- 01 . Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
Professional Years
10008163695
Elickcor scal 1 |5021-04- | Healtheare More Arrhythmia (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Circulatory collapse (n/a COMIRNATY [TOZINAMERAN] (S- COVID-19
12870 : EEA than 85 [Male |- Recovered/Resolved - ), Death (n/a - Fatal - Results in Death), Dizziness (n/a - Unknown - ), Fatigue (n/a - Unknown - ), |. S .
EU-EC- £ 01 Professional . N immunisation - Not applicable - [n/a - 1{DF} - n/a])
Years Malaise (n/a - Unknown - ), Tachypnoea (n/a - Fatal - Results in Death)
10008163637
] : More Abdominal discomfort (7d - Unknown - Other Medically Important Condition), Malaise (7d - Unknown - Other Medically COVID-19 MRNA VACCINE MODERNA (CX-
12871 i [2021-04- Healtheare | ppa |than 85 [Male Important Condition), Pain (7d - Unknown - Other Medically Important Condition), Sudden death (7d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 01 Professional Vears Death) ? ? — |(CX-024414)] (S- COVID-19 immunisation - Not
10008163484 = applicable - [n/a - 1{DF} - Unknown])
m E A Mobility decreased (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Nausea (n/a - Fatal COVID-19 MRNA VACCINE MODERNA (CX-
11 (2021-04-|Healthcare 65-85 X . - O L. . . 024414) [COVID-19 MRNA VACCINE MODERNA
12872 . Non EEA Male |- Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Life . L
EU-EC- 01 Professional Years Threatening, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008163478 g Caused P applicable - [n/a - 1 {DF} - Intramuscular])
T COVID-19 MRNA VACCINE MODERNA (CX-
L 2021-04- | Healthcare 65-85 . . - 024414) [COVID-19 MRNA VACCINE MODERNA
12873 " &%‘1]56(37;‘72 01 Professional |\OMEEA  |yeors [Male  [Death (1d- Fatal - Results in Death), Unresponsive to stimuli (n/a - Not RecoveredNot Resolved -) (CX-024414)] (S- COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Unknown])
or scaij : COVID-19 VACCINE ASTRAZENECA (CHADOX1
12874 i (2021-04- |Healthcare EEA 18-64 Female Brain oedema (n/a - Fatal - Results in Death), Intracranial pressure increased (n/a - Fatal - Results in Death), Subarachnoid NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-ECG- |z 5 01 Professional Years haemorrhage (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a-[1d-n/a-
10008163087 Intramuscular])
Elickor scal = More COMIRNATY COVID-19 MRNA VACCINE
12875 ¥ |2021-04- Healthcare EEA than 85 |Male Cardiac arrest (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Lethargy (n/a - Fatal - Results |(NUCLEOSIDE MODIFIED) [TOZINAMERAN] (S-
EU-EC- 01 Professional in Death), Presyncope (n/a - Fatal - Results in Death) COVID-19 immunisation - n/a - [n/a - .3mL -
Years
10008163064 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163923&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163897&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163884&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163695&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163637&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163484&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163478&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163472&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163087&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163064&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: : COVID-19 MRNA VACCINE MODERNA (CX-
al (2021-04- [Healthcare 18-64 . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - -), - - . N
12876 EU-EC- ™ o1 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death), Impaired work ability (n/a - Unknown - ), Malaise (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008163029 i applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
21| 2021-04- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12877 EU-EC- 01 Professional Non EEA Years Female |Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008163017 applicable - [n/a - 1{DF} - Intramuscular])
o |
i1 2021-04- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
: - - )
12878 BU-EC- o1 Professional EEA Years Female [Acute coronary syndrome (n/a - Fatal - Results in Death) Not applicable - [n/a - n/a - n/a])
10008162620
i COVID-19 VACCINE ASTRAZENECA (CHADOX1
=1 (2021-04- Healthcare 65-85 . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12879 BUEC. |- o1 Professional EEA Vears Male  |Embolism (20min - Fatal - Results in Death, Life Threatening) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008161211 &4 - n/a- [n/a - n/a - Intramuscular])
: 8% 12021-04-[Non More COMIRNATY [TOZINAMERAN] (S- Immunisation -
12880 ; Healthcare EEA than 85 |Female |Cerebrovascular accident (n/a - Fatal - Results in Death)
EU-EC- 01 Professional v, n/a - [n/a - n/a - Intramuscular])
10008161044 olessiond cans
: ’ Non COVID-19 VACCINE ASTRAZENECA (CHADOX]
212021-04- Not . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - , - -
12881 BU-EC- 01 l})Ire(?gSlscizrgal Non EEA Specified Male  |Anaphylactic reaction (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008160836 n/a - Intramuscular])
- 2021-04- [Healthcare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
-04- : i i . _n/a-n/a-
12882 EU-EC- o1 Professional EEA gl(lan 85 |Female |Death (n/a - Fatal - Results in Death) - 3mL - Tntramiscular])
10008160584 cars
2021-04- Non 65-85 'VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
12883 Healthcare EEA Male  |Cerebral haemorrhage (5d - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EUEC |28 ol Professional Years -n/a- [n/a- 1{DF} - Intramuscular])
10008160576
o) : More SPIKEVAX [COVID-19 MRNA VACCINE
12884) EBU-EC- 2 3?21'04' Ez‘%te};;ff | [EEA than 85 |Female [Sepsis (n/a - Fatal - Results in Death) ?ﬁfgﬁgﬁ;ﬁxm‘mmﬂ (S-n/a-n/a-[n/a-nia-
10008159742 ; Years
Rlick orscal | & 5021-04- Non More SPIKEVAX [COVID-19 MRNA VACCINE
12885 : Healthcare EEA than 85 [Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 01 : . o
10008159675 2 Professional Years immunisation - n/a - [n/a - .5mL - Intramuscular])

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

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


https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163029&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163017&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008162620&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008161211&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008161044&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008160836&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008160584&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008160576&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008159742&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008159675&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# Ej [Al))cal ICSR Form l(z}ate?’vaty Source Sountry Age ]S’atlent Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
umber D:::lp Qualification li]:gulatory Group ex Route])
Purposes
12886 i [2021-04- Healtheare | than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EG  |; 01 Professional v, immunisation - n/a - [n/a - n/a - n/a])
10008159443 s
click or scarl : COVID-19 VACCINE ASTRAZENECA (CHADOX1
i | 2021-04- | Healthcare 65-85 . NCOV-19) - SUSPENSION FOR INJECTION (S-
; - - ) . o .
12887 EU-EC- 01 Professional EEA Years Female |COVID-19 (n/a - Fatal - Results in Death COVID-19 immunisation - Not applicable - [n/a -
10008159410 .5mL - Intramuscular])
Blick-or scad o
12888 2 =i |2021-04- Healthcare Non EEA 65-85 Female Acute myocardial infarction (n/a - Fatal - Results in Death), Cough (n/a - Unknown - ), Nausea (n/a - Unknown - ), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 01 Professional Years Unresponsive to stimuli (n/a - Unknown - Other Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008158237
or scaij : COVID-19 MRNA VACCINE MODERNA (CX-
1i (2021-04- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12889 pupc 2101 [Professional | M EEA yeg  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008158014 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scall | COVID-19 MRNA VACCINE MODERNA (CX-
2021-04- |Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - X - - . .
12890 EU-EC- ER 01 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death), Malaise (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008157969 i applicable - [n/a - 1{DF} - Unknown])
: More SPIKEVAX [COVID-19 MRNA VACCINE
12891 2021-04-|Healthcare EEA than 85 |Female Anal sphincter atony (2d - Fatal - Results in Death), Seizure (2d - Fatal - Results in Death), Sopor (2d - Fatal - Results |MODERNA (CX-024414)] (S- COMD-19
EU-EC- 01 Professional v, in Death) prophylaxis - Not applicable - [n/a - .5mL -
10008157705 : cars Intramuscular])
Elick or scal |3 2021-04- |Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
12892 : EEA than 85 |Female |Cardiac arrest (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 01 Professional .
10008157330 Years prophylaxis - n/a - [n/a - .5mL - Intramuscular])
ekorsal 1202104 Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
12893 : . EEA Female |Cerebellar stroke (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 01 Professional Years . .
10008157241 prophylaxis - Not applicable - [n/a - .5mL - n/a])
e 9021-04- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12894 . EEA than 85 |Female |Death (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death immunisation - withdrawn - [n/a - .3mL -
EU-EC- 01 Professional yee
100081571601 & P 2 Years Intramuscular])
Blickcor scad % 502104 Health 65.85 SPIKEVAX [COVID-19 MRNA VACCINE
-04- care -
o . Death (1d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
12895) * EU-EC- Ex |01 Professional  |Non EEA  |years | Male immunisation - Not applicable - [n/a - 1{DF} -
10008157048 Intramuseular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local 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=10008159443&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008159410&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157969&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157705&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157330&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157241&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157160&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157048&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; More
12896 21 2021-04- Healthcare EEA than 85 |Female Abdominal pain upper (0d - Fatal - Results in Death), Coronary artery disease (0d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 01 Professional v Hypertensive heart disease (0d - Fatal - Results in Death) n/a- [n/a-.3mL - Intramuscular])
' ears
10008154861
click or scarl : More
12897 A 2021-04- Healthcare EEA than 85 |Female Acute coronary syndrome (15d - Fatal - Results in Death), Deep vein thrombosis (15d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 01 Professional v Dyspnoea (15d - Fatal - Results in Death), Pulmonary embolism (15d - Fatal - Results in Death) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
ears
10008154677,
Death (n/a - Fatal - Results in Death), Faeces discoloured (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in
m ; More Death), Hypoxia (1d - Fatal - Results in Death), Mental status changes (n/a - Fatal - Results in Death), Myalgia (n/a - (COVID-19 MRNA, VACCINE MODERNA (CX-
2021-03- |Healthcare . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
12898 . Non EEA |than 85 [Male  |Fatal - Results in Death), Pulse absent (1d - Fatal - Results in Death), Terminal state (1d - Fatal - Results in Death), . L
EU-EC- 31 Professional - P . - o - (CX-024414)] (S- COVID-19 immunisation - Not
Years Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition), Vomiting (n/a - Fatal - .
10008156967 . applicable - [n/a - 1{DF} - Intramuscular])
Results in Death)
m [k i Blood pressure decreased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Death (n/a - Fatal -
12899 1 2021-03- Healthcare Non EEA 65-85 Male Results in Death), Heart rate decreased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Years Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Syncope (n/a - Not Recovered/Not immunisation - Not applicable - [n/a - n/a - n/a])
10008156617 Resolved - Other Medically Important Condition)
Eickorsead | & COVID-19 MRNA VACCINE MODERNA (CX-
o 2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
129000 pupe | 3B 31 Professional | M EEA  |Years [Mele  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008156586 = applicable - [n/a - 1{DF} - Unknown])
= Dysphonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, |(COVID-19 MRNA VACCINE MODERNA (CX-
12901 i [2021-03- |Healtheare |\ oo\ (6585 | |Caused/Prolonged Hospitalisation), Malaise (n/a - Fatal - Results in Death, CausedProlonged Hospitalisation), Restlessness 024414) [COVID-19 MRNA VACCINE MODERNA
EUEC &% & |31 Professional Years (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death, |(CX-024414)] (S- COVID-19 immunisation - Not
10008156546 Caused/Prolonged Hospitalisation, Other Medically Important Condition) applicable - [n/a - 1{DF} - Intramuscular])
ik or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 S . 024414) [COVID-19 MRNA VACCINE MODERNA
A - - . .
12902 gy pc 31 [Professional | NOMEEA |y Male | Cardiac disorder (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008156506 : applicable - [n/a - 1{DF} - Intramuscular])
i More COVID-19 MRNA VACCINE MODERNA (CX-
12903 224 2021-03-|Healthcare Non EEA  |than 85 Male Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - ), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 31 Professional Years Respiratory distress (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008156458 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scal | ’ COVID-19 MRNA VACCINE MODERNA (CX-
i112021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
12904 gy pc 31 [Professional |NOMEEA v Male  Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008156455 a applicable - [n/a - 1{DF} - Intramuscular])
Eicorscad | B : COVID-19 MRNA VACCINE MODERNA (CX-
] :1 2021-03- Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12905 EU-EC- ER 31 Professional Non EEA Vears Male  [Sudden cardiac death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008156409 - applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
12906 EU-EC- : 31 Professional Non EEA Vears Male  |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008156345/ =3 applicable - [n/a - 1{DF} - Unknown])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12907 pygc 31 Professional |NCR EEA  [yrors  [Female [Death (n/a - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008156305 : applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-03- Healthcare 65-85 . T 024414) [COVID-19 MRNA VACCINE MODERNA
12908 EU-EC- 31 Professional Non EEA Vears Male  [COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008156258 £ applicable - [n/a - 1{DF} - Unknown])
ik o | : More COVID-19 MRNA VACCINE MODERNA (CX-
=1 (2021-03- [Healthcare . o 024414) [COVID-19 MRNA VACCINE MODERNA
12909 gy pc 31 Professional | o" EEA g}(‘;}fs Male |Death (1d- Fatal - Results in Death, CasedProlonged Hospitalisation) (CX-024414)] (S - COVID-19 immunisation - Not
10008156200 : applicable - [n/a - 1{DF} - Unknown])
Eetick or scal : “ COVID-19 MRNA VACCINE MODERNA (CX-
ore S . . . . 024414) [COVID-19 MRNA VACCINE MODERNA
-03- - - , - - . L
12910] BU-EC- 4 5(1)21 03 Eﬁ;};sciirsal Non EEA  |than 85 |Female Cardiac failure congestive (n/a - Fatal - Results in Death), Respiratory arrest (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008155899 L Years applicable - [n/a - 1{DF} - Intramuscular])
Elickor scal | : Non COVID-19 MRNA VACCINE MODERNA (CX-
12911 - 2112021-03- Healthcare Non EEA Not Female Death (1d - Fatal - Results in Death), Gastric cancer stage IV (n/a - Unknown - Other Medically Important Condition), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- | =E 31 Professional Specified Pneumonia (n/a - Unknown - Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008155884/ i applicable - [n/a - 1{DF} - Unknown])
L COVID-19 MRNA VACCINE MODERNA (CX-
1 (2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
P2 pupc |3 =131 Professional |NCREEA lyors  [Male  [Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008155829 applicable - [n/a - 1{DF} - Intramuscular])
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
- : Non Condition), Drug ineffective (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
12913 pope : 5(1)21-03- Healthcare ~ [Non EEA ?{iﬁ: Male  |Condition), Myocardial ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically m%woggoﬁggﬁﬁfm IEZ-_(:Z‘}/)[D'W
10008155697 Professional Important Condition), Off label use (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically PP
Important Condition), Product use issue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)
Elickor scad | - : More SPIKEVAX [COVID-19 MRNA VACCINE
12914 3 4 (2021-03-|Healthcare Non EEA  |than 85 |Female Bronchiolitis (1d - Fatal - Results in Death), Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation), MODERNA (CX-024414)] (S- COVID-19
EU-EC- 31 Professional v Depressed level of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
. ears
10008155667 Unknown])
.
e % [2021-03- | Healthcare More Death (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Not Recovered/Not Resolved - Results in - |COMIRNATY [TOZINAMERAN] (S- COVID-19
12915 gu.EC WEh (3 Professional |EEA than 85 |perpale Death), General physical health deterioration (n/a - Not Recovered/Not Resolved - Results in Death), Systemic immune  |immunisation - Unknown - [n/a - 1 {DF} - n/a])
10008155434 B Years activation (n/a - Fatal - Results in Death)
KlickCor scap |
12916 2021-03- |Healthcare EEA 18-64 Female Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Respiratory COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG- | ol 31 Professional Years failure (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008155369 T
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
A 2021-03-| Healtheare 18-64 COMIRNATY [TOZINAMERAN] (S- COVID-19
12917 . EEA Male  |Respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- z* 5 31 Professional Years Int dar])
10008155339 nramsear
lick or scal : Acute myocardial infarction (n/a - Fatal - Results in Death), Bradycardia (n/a - Not Recovered/Not Resolved - Results in COVID-19 VACCINE ASTRAZENECA (CHADOXI
12918 g [2021-03- Healtheare | 18-64 | pmale Death), Cardiac arrest (n/a - Recovered/Resolved - Results in Death), Hypotension (n/a - Not Recovered/Not Resolved - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years Resul t; in Death) ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008155246 - Unknown - [n/a - 1{DF} - n/a])
Elickorscall | =5 : COVID-19 MRNA VACCINE MODERNA (CX-
L: 4 (2021-03- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
12919 EU-EC- : 31 Professional Non EEA Vears Male  |Lung neoplasm malignant (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008154485 applicable - [n/a - 1{DF} - Intramuscular])
Efick or scal | 3 i COVID-19 VACCINE ASTRAZENECA (CHADOX1
12920 1 {1 |2021-03- Healthcare Non EEA 18-64 Male Death (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a - Not Recovered/Not Resolved - Other Medically NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years Important Condition), Pain (n/a - Not Recovered/Not Resolved - Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008154444 n/a - Intramuscular])
Elick or scal | 1 More COVID-19 MRNA VACCINE MODERNA (CX-
42021-03- |Healthcare . ) . 024414) [COVID-19 MRNA VACCINE MODERNA
12921 EU-EC- 31 Professional Non EEA ?:;ISS Male  |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008154216 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
31 2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
12922 pugc 31 Professional |OMEEA  |yors  [Female [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008154089 applicable - [n/a - 1{DF} - Intramuscular])
Klick or sca | ; : More . .
12923 2l | 2021-03- | Healthcare EEA than 85 [Male Chills (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Vears Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008154071
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . L
12924 EU-EC- 31 Professional Non EEA Years Male |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008153945 a applicable - [n/a - 1{DF} - Intramuscular])
i Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dementia (n/a - Fatal - Results in
Elickor scal | 2 Death, Caused/Prolonged Hospitalisation), Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 X PRTIVY ) 024414) [COVID-19 MRNA VACCINE MODERNA
12925 . Non EEA Female [Haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Fatal - . .
EU-EC- 31 Professional Years . usedProl Hospitalisati . imuli (v - Fatal . (CX-024414)] (S- COVID-19 immunisation - Not
10008153720 2 Results in Death, Cai sed/Pro longed Hospitalisation), Unresponsive to stimuli (n/a - Fatal - Results in Death applicable - [n/a - 1{DF} - Intramuscular])
Caused/Prolonged Hospitalisation)
s =1 (2021-03- Healthcare 65-85 Cardiac arrest (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in COMIRNATY [TOZINMRAM (S- COVID-19
12926 : EEA Male immunisation - Not applicable - [n/a - .3mL - n/a -
EU-EC- 3 31 Professional Years Death) More in ICSR])
10008153202 ' orem
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
COVID-19 MRNA VACCINE MODERNA (CX-
ik or scad | More 024414) [COVID-19 MRNA VACCINE MODERNA
12927 2021-03- Healthcare Non EEA  |than 85 |Male Disorientation (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Respiratory disorder (n/a - Fatal - Results in (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 31 Professional Years Death) applicable - [n/a - 1{DF} - Intramuscular]),
10008152975 [NIFEDIPINE] (S- Product used for unknown
indication - Unknown - [n/a - n/a - Unknown])
ik o e | 5%, Non COVID-19 VACCINE JANSSEN (AD26.COV2.9)
1 2021-03- Not . ) . [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
12928 EU-EC- 31 E:ji‘gssciirgal Non EEA Specified Female |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) Trrmmmisation - Not applicable - [n/é - 1/a -
10008152972 Unknown])
: COVID-19 MRNA VACCINE MODERNA (CX-
241 (2021-03- [Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
12929 pugc 31 Professional | oM EEA - [yors  [Male |Cardiac arrest (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008152656, : applicable - [n/a - 1{DF} - n/a - More in ICSR])
or scaij : COVID-19 MRNA VACCINE MODERNA (CX-
41 (2021-03- Healthcare 65-85 . . . 024414) [COMID-19 MRNA VACCINE MODERNA
12930 EU-EC- 31 Professional Non EEA Vears Female |Death (1d- Fatal - Results in Death, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation - Not
10008152645 applicable - [n/a - 1{DF} - Intramuscular])
Qr _scail
: 2021-03- |Healthcare 18-64
A : . . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
- - A H - - . . . .
12931/ EU-EC 31 Professional |Non EEA  [Years |Male |Acute myocardial infarction (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008152538
Anaphylactic reaction (n/a - Unknown - Other Medically Important Condition), Cardiac failure (n/a - Fatal - Results in COVID-19 VACCINE ASTRAZENECA (CHADOX1
12932 2021-03- |Healthcare Non EEA 18-64 Female Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coma (n/a - Unknown - Caused/Prolonged |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years Hospitalisation, Other Medically Important Condition), Shock (n/a - Unknown - Caused/Prolonged Hospitalisation, Other (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008152531 5o Medically Important Condition) n/a - Intramuscular])
12933 e 2021-03- Healthcare Non EEA  |than 85 |Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional v, Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
! ears
10008152508
Klick or scad | ;
12934 2021-03- |Healthcare Non EEA 18-64 Male Dyspnoea (n/a - Fatal - Results in Death), Incorrect route of product administration (n/a - Unknown - ), Pain (n/a - Not TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- L 131 Professional Years Recovered/Not Resolved - ) immunisation - Not applicable - [1d - n/a - Oral])
10008152506/ & i
; More Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death), General physical MERAN ME
12935 2021-03- Healthqare Non EEA  |than 85 |Female |health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation), Leukocytosis (n/a - Unknown - Caused/Prolonged TOZIN . [TOZI.N ) (8- COVID-19
EU-EC- | ES 31 Professional R immunisation - Not applicable - [n/a - n/a - n/a])
Years Hospitalisation)
10008152502
gk or scal | ; More COVID-19 MRNA VACCINE MODERNA (CX-
A (2021-03- [Healthcare . . L . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - X - - . D
12936 BU-EC- 31 Professional Non EEA 21{1:;;35 Male  |Arrhythmia (1d - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008151600 : applicable - [n/a - 1{DF} - Unknown])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008152502&_xpt=1&_xf=pdf
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12937 2021-03- Healtheare —fpp o than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- n/a - n/a - [n/a
EU-EC- 31 Professional Vears - n/a - Intramuscular])
10008151557 CE
¥ COVID-19 (n/a - Fatal - Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
12938 A% 2021-03- Healthc'a.re Non EEA [05-85 |Male  [Hospitalisation, Other Medically Important Condition), Cerebrovascular accident (n/a - Fatal - Results in Death 024414) [COVID-19 MRNA V_ACCH\_IE MODERNA
EU-EC- |31 Professional Years Cawsed/Prolonged Hospitalisation, Other Medically Important Condition), Mechanical ventilation (11d - Fatal - Results in  |(CX-024414)] (S- COVID-19 immunisation -
10008151402 Death, Caused/Prolonged Hospitalisation) Unknown - [n/a - 1{DF} - Intramuscular])
gk or scall | = COVID-19 VACCINE ASTRAZENECA (CHADOX1
12939 2021-03- Healthcare EEA 65-85 Male Chills (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S-n/a-n/a- [n/a-n/a-
10008151302 : n/a])
or scaij : COVID-19 MRNA VACCINE MODERNA (CX-
=1 |2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12940 pupc 31 [Professional |[NOREEA v Male  |Sudden death (na - Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008151248 applicable - [n/a - 1{DF} - Intramuscular])
Eickorad || !
12941 1 2021-03- Healthcare Non EEA 18-64 Female Loss of consciousness (n/a - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a- | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- - 31 Professional Years Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
10008150637| &
E: 9021-03- | Healthcare Not Not Foetal death (n/a - Eatal - Results in Death, Caused/Prolonged Hospitalisation, Other Meghca}ly Imponant Confhtlon), TOZINA \/1_ ERAN [TOZI_NAN ERAN] (S- COVID-19
12942 X . Non EEA . .. [Foetal exposure during pregnancy (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically immunisation - Not applicable - [n/a - n/a -
EU-EC- | E 31 Professional Specified SpemﬁedI ortant Condition) Transplacental])
10008150567 mp P
Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a -
Non Fatal - Results in Death, Caused/Prolonged Hospitalisation), Contusion (n/a - Unknown - Caused/Prolonged Hospitalisation),
12943 2021-03- Healthcare Non EEA 65-85 Male Epistaxis (n/a - Unknown - Caused/Prolonged Hospitalisation), Haemorrhage (n/a - Unknown - Caused/Prolonged TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- o] 31 Professional Years Hospitalisation), Headache (n/a - Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - Unknown - immunisation - Not applicable - [1d - n/a - n/a])
10008150556 =& : Caused/Prolonged Hospitalisation), Retching (n/a - Unknown - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation)
More
2021-03- |Healthcare . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
; - - . S .
12944 BU-EC- 31 Professional Non EEA 318; 85 [Male  |Pulmonary embolism (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008150542 cars
Klick or scal | ;
12945 2021-03- |Healthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Myocardial ischaemia (n/a - |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Years Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008150294
2021-03- Non Not Not Foetal heart rate abnormal (n/a - Fatal - Results in Death, Other Medically Important Condition), Maternal exposure during TOZINAMERAN [TOZI.NAMERAN] (S- COVID-19
12946, Healthcare Non EEA . . . - .. immunisation - Not applicable - [n/a - n/a -
EU-EC- 31 . Specified Specified pregnancy (n/a - Fatal - Results in Death, Other Medically Important Condition) 1
10008149934 Professional Transplacental])
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:
12947 i (2021-03-|Healthcare EEA 65-85 Male Acute kidney injury (n/a - Fatal - Results in Death), Acute myocardial infarction (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EG |+ 31 Professional Years Pancreatitis acute (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - .3mL - Intramuscular])
10008149894
lick or scal 2021-03- |Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
12948 : EEA Male  |Death (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 31 Professional Years immunisation - n/a - [n/a - n/a - n/a])
10008149389 kg
Rk orscal | 555 More COVID-19 VACCINE ASTRAZENECA (CHADOXI
12949 2021-03- | Healthcare EEA than 85 [Female Asthenia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Vears Resuscitation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008149327 ] -n/a- [n/a-n/a-n/al)
or scaij Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
& [2021-03- 18-64 . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- - , - - o
12950 EU-EC- 31 E}ﬁgsfif;a] EEA Vears Female |Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Not Recovered/Not Resolved - ) (CHADOX1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008148944 - n/a - Intramuscular])
Eidkoracal 2021-03- Nn More COMIRNATY [TOZINAMERAN] (S - Immunisation -
12951 Healthcare EEA than 85 |Female |Pulmonary embolism (n/a - Fatal - Results in Death)
EU-EC- 31 Professional Y. n/a - [n/a - n/a - Intramuscular])
10008148939 rolessiona cars
Elick or scad ; Non
12952 2l (2021-03- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical condition abnormal (n/a- Not ~ |COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 31 : Years Recovered/Not Resolved - Caused/Prolonged Hospitalisation) n/a - [n/a - n/a - Intramuscular])
Professional
10008148938
Apathy (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Carotid artery occlusion (n/a - Not
- 2021-03- Non More Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - COMIRNATY [TOZINAMERAN] (S - Immunisation -
12953 EU-EC- : 31 Healthcare EEA than 85 |Female |Caused/Prolonged Hospitalisation), Embolism (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), a - [n/a - /a - Intramuscular])
10008148936/ & ! Professional Years Hemiparesis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Fatal - Results
E in Death, Caused/Prolonged Hospitalisation)
Elickcor scal | i 5021-03- | Healthcare 65-85 Asthenia (n/a - Unknown - ), Cardiac arrest (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12954 : . Non EEA Male  |Death), Feeling abnormal (n/a - Unknown - Other Medically Important Condition), Loss of consciousness (n/a - Unknown - |. i .
EU-EC- 31 Professional Years " o - immunisation - Not applicable - [n/a - n/a - n/a])
: Other Medically Important Condition)
10008148604
Elick or scal | 3 More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12955 pupc | 31 |Professional [NO ERA - [than 85 [Viale - [Death (nfa- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008148551/ ik applicable - [n/a - 1{DF} - Intramuscular])
12956 i | 2021-03- | Healthcare EEA 65-85 Male Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a- |COMIRNATY [TOZINAMERAN] (S-n/a-n/a- [n/a
EU-EC- 2 31 Professional Years Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death) - n/a- n/a])
10008148493
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; ;
i (2021-03- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
12957 EU-EC- L3131 Professional EEA Years Female | Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - .3mL - Intramuscular])
10008148492 :
L COVID-19 VACCINE ASTRAZENECA (CHADOX1
12958 xi (2021-03- Healthcare EEA 18-64  |Not Angina pectoris (1d - Fatal - Results in Death), Cardio-respiratory arrest (1d - Fatal - Results in Death), Vomiting (1d- [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years  [Specified Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008148091 - Not applicable - [n/a - 1{DF} - Intramuscular])
lick or scal COMIRNATY [TOZINAMERAN] (S- COVID-19
1l |2021-03-|Healthcare 18-64 . isation - Not applicable - [n/a - 1 {DF
12959 EU-EC- L (31 Professional |EEA Years |Female |Pneumonia aspiration (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
Intramuscular])
10008148004
m F A COMIRNATY [TOZINAMERAN] (S- COVID-19
12960 2 g [2021-03- Healtheare EEA 65-85 Male |Intestinal ischaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1 {DF} -
EU-EC- Oy 31 Professional Years Intr: ular])
10008147878/ 2% amuseuar
Q1 scaij it
COMIRNATY [TOZINAMERAN] (S - COVID-19
12961 gy 2021-03- |Healtheare g p 6585 I\tale  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 31 Professional Years Tntramuscular])
10008147864 =k ]
Etick or scal | = More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; Sudden - - ) . S
12962 pupc 31 Professional |0 g’:a“rfs Female death (n/a - Fatal - Results in Death (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008147823 ;i - Not applicable - [n/a - 1 {DF} - Intramuscular])
2021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
12963 . EEA than 85 |Female |Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a -
EU-EC- 31 Professional Vear Intramuscular])
10008147702 ; cars s
ElickCor scap | ; Non
A 12021-03- 65-85 Fatigue (n/a - Recovered/Resolved - ), Pain in extremity (n/a - Recovered/Resolved - ), Sudden death (n/a - Fatal - Results in |TOZINAMERAN [TOZINAMERAN] (S - COVID-19
12964 Healthcare Non EEA Male . Lo .
EU-EC- 31 Professional Years Death) immunisation - Not applicable - [1d - n/a - n/a])
10008147683
] [2021-03- | Healtheare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
12965 I . EEA Male  |Ischaemic stroke (n/a - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [n/a - n/a -
EU-EC- E: 31 Professional Years
10008147455 Intramuscular])
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SIMBRINZA 10 MGML +2 MGML EYE DROPS,
SUSPENSION [BRINZOLAMIDE, BRIMONIDINE
TARTRATE] (S- Product used for unknown
indication - Not applicable - [n/a - n/a - Ophthalmic]),
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -

ek ol E: Intramuscular]), [BISOPROLOL FUMARATE] (S-

] ; 2021-03-|Healthcare More Myocardial ischaemia - Not applicable - [n/a - 2.5mg -
12966, EU-EC- o Professional EEA than 85 [Male |Ischaemic stroke (n/a - Fatal - Results in Death) Oral]), [FUROSEMIDE] (S - Myocardial ischaemia -
¥ rofession: .

10008146771 Years Not applicable - [n/a - 1{DF} - Oral]),
[LATANOPROST] (S - Product used for unknown
indication - Not applicable - [n/a - n/a - Ophthalmic]),
[LEVOTHYROXINE SODIUM] (S - Hypothyroidism -
Not applicable - [n/a - 1 {DF} - Oral]),
[PRAVASTATIN SODIUM] (S - Dyslipidaemia - Not
applicable - [n/a - 40mg - Oral]), [ZOPICLONE] (S-
Product used for unknown indication - Not applicable -
[n/a - 1{DF} - Oral])

[lick or scal | ; COVID-19 VACCINE ASTRAZENECA (CHADOX1

12967 1 2021-03- Healthcare EEA 18-64 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Results in Death), Hypertension (n/a - Unknown -  |[NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years Results in Death), Malaise (n/a - Unknown - Results in Death), Muscular weakness (n/a - Unknown - Results in Death) [(CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008146684 - Not applicable - [n/a - 1 {DF} - Intramuscular])
Elick or scall | =3 COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- [Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12968 pupc 31 Professional |FCA Years |Female |Dyspnoea (wa - Fatal - Results in Death) (CHADOX] NCOV-19)] (S- COVID-19 immunisation
10008146547 - Drug withdrawn - [n/a - 1 {DF} - Intramuscular])
COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03-|Healthcare 18-64 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12969 gy e 31 Professional | PEA Years |Vele  [Sudden death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008146539 E - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
m -5 , More Cardiac fainilure (3d - Fatal - Results in Dea'th,' Capsed/Prolonged Hospi'talisation), Oxygen satur.ation decreased (3d - Fatal - COMIRNATY [TOZINAMERAN] (S- COVID-19
12970 {1 (2021-03- Hea]thc_are EEA than 85 |Female Results in Death, Cz}Lsed/Pro_longed Hospitalisation), Pulmonary sepsis (n/a - Fatal - Results in Death, Camed/Prplonged immunisation - Drug withdrawn - [n/a - 3mL -
EU-EC- 31 Professional Vears Hospitalisation), Respiratory distress (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Supraventricular Intramuscular])

10008146432 tachyarrhythmia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

.. More COVID-19 VACCINE ASTRAZENECA (CHADOX1
12971 . (2021-03- |Healthcare EEA than 85 [Male Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Loss of |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 31 Professional Years consciousness (n/a - Unknown - ), Syncope (n/a - Unknown - ) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008146402 - Not applicable - [10s - .5mL - Intramuscular])
. 2021-03 Non 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
129721 pupc 31 g:cﬁte}sl;fg Al EEA Years |Vele  [Pyrexia(wa- Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/aJ)
10008146041
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
12973 EU-EC- 31 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death) immunisation - Not applicable - [10s - 1 {DF} -
10008145981 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008146684&_xpt=1&_xf=pdf
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et COVID-19 VACCINE ASTRAZENECA (CHADOX1
% 2021-03-|Healthcare 65-85 . ] . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
12974 ipe D 31 Professional EEA Vears Female |Bereavement (n/a - Fatal - Results in Death), Cardiopulmonary failure (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008145901 " - Not applicable - [n/a - 1 {DF} - Intramuscular])
2021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
12975 : EEA than 85 Female |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 31 Professional v Int ar])
10008145777 cars niramuseuar
m v Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Life Threatening, Other Medically Important Condition), MERAN ME
12976 2021-03- g::]thcare Non EEA mg;eg 5 |Fomale Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition), Decreased appetite (n/a - Enorfi\gsation . No&EOZIIiELbIe _ méz__coWD_lg
EU-EC- 31 . Unknown - ), Fatigue (n/a - Unknown - ), Peripheral swelling (n/a - Not Recovered/Not Resolved - ), Swelling face (n/a - PP
Professional Years Intramuscular])
10008145133 Unknown - )
Acute coronary syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Acute
kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
o || Aspiration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
' i 2021-03-|Healthcare More Confusional state (n/a - Unknown - ), Diabetic ketoacidosis (n/a - Fatal - Results in Death, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S- COVID-19
12977 EU-EC- B 31 Professional Non EEA  [than 85 |Female |Hospitalisation, Other Medically Important Condition), Fall (n/a - Unknown - ), Hyperglycaemic hyperosmolar nonketotic ~|immunisation - Not applicable - [1d - n/a -
10008144927 1 il Years syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pelvic fracture (n/a- |Intramuscular])
Unknown - Other Medically Important Condition), Pulmonary sepsis (n/a - Unknown - Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Urosepsis (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Vomiting (n/a - Unknown - )
Elick or scal | : More
12978 412021-03- |Healthcare Non EEA  |than 85 [Male Asthenia (n/a - Fatal - Results in Death), Facial paralysis (n/a - Fatal - Results in Death), Hypothermia (n/a - Fatal - TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional v, Results in Death), Septic shock (n/a - Fatal - Results in Death), Slow speech (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008144919 cans
: More
12979 g [2021-03- Healtheare {0 ppa  {than 85 [Male  |COVID-19 (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Vears immunisation - Not applicable - [1d - n/a - n/a])
10008144866 ]
3
12980 i+ 12021-03- Healthcare Non EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Tachycardia (n/a- |TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Years Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008144863
Elickorscad | 1 More COVID-19 MRNA VACCINE MODERNA (CX-
i 12021-03- |Healthcare . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . N
12981 pypc 31 Professional | O™ FEA 21(1:;585 Male | Arrhythmia (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008144536 applicable - [n/a - 1{DF} - Intramuscular])
i COVID-19 MRNA VACCINE MODERNA (CX-
il 12021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: Sudder - - ) . N
12982 puEc 31 Professional | M FEA Iyears  [Male n death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008144525 by applicable - [n/a - 1{DF} - Intramuscular])
Mikorsead o Asthenia (1d- Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Cough (1d- Fatal - Results in oo i-1 7 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare 65-85 A p " . N 024414) [COVID-19 MRNA VACCINE MODERNA
12983 . Non EEA Male [Death), Disability (1d - Fatal - Results in Death), Fall (1d - Fatal - Results in Death), Fatigue (1d - Fatal - Results in . L
EU-EC- | z5 31 Professional Years Death), Respiratory arrest (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008144512 & Death), i Results in Death) applicable - [/a - 1 {DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008145901&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008144919&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008144866&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008144863&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008144536&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008144525&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008144512&_xpt=1&_xf=pdf
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2021-03- | Healthcare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
12984 : : EEA Male  |Death (0d - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC 3 (31 Professional Years immunisation - n/a - [n/a - .5mL - Intramuscular])
10008144267 7 ’
click or scarl
L2o8s i 2021-03- Healtheare | More v |Actte kidhey injury (1d- Fatal - Results in Death), Anuria (1d - Fatal - Results in Death), Dehycration (1d- Fatal -~ |CONIS A Y [;?ZIN?MISRAE}/(S oMY
EU-EC- 31 Professional Yan ®  |Results in Death), Malaise (1d- Fatal - Results in Death) imtmunlsallﬁ)n]-) ot applicable - [/a - - )
10008144171 cans nlramuseuiar
BT )01 03- Healtheare 65-85 SPIKEVAX [COVID-19 MRNA VACCINE
12986 . EEA Female |Pyrexia (5d- Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC- 31 Professional Years immmisation - 1/a - [/ - .5 - Intramuscular])
10008144145 risation - va - fnva - . amuseuar
2Ll i 2021-03- | Healthcare More Arthralgia (1d - Fatal - Results in Death), Coma (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- COVID-19
12987 EU-EC- : 31 Professional EEA than 85 (Male  |Death), Loss of consciousness (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death), Pulmonary oedema |immunisation - Not applicable - [n/a - .3mL -
10008143849 Years (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death), Rales (1d - Fatal - Results in Death) Intramuscular])
Klick or scaf |
12988 2021-03- |Healthcare EEA 65-85 Female Condition aggravated (1d - Fatal - Results in Death), Disorientation (1d - Fatal - Results in Death), Epilepsy (1d - Fatal - | COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 31 Professional Years Results in Death), Hallucination (1d - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a))
10008141885
COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . . 024414) [COVID-19 MRNA VACCINE MODERNA
: - -), - - . i
12989 EUEC. |28 30 Professional Non EEA Vears Male  |Chest pain (n/a - Unknown - ), Death (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008143190 applicable - [n/a - 1{DF} - Intramuscular])
Rlickcor scad | g i More Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Loss of consciousness (n/a - COVID-19 A VAI RN, MO:D:HERN]E A (CX-
12990 i i [2021-03- Healtheare Non EEA  [than 85 |Female |Unknown - Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged 024414) [COVID-19 A VA MODERNA
EU-EC- 30 Professional Vears Hospitalsation) P » VY & (CX-024414)] (S- COVID-19 immunisation - Not
10008143092 &8 applicable - [n/a - 1{DF} - Intramuscular])
Bl on
12991 2 |2021-03- Healthcare Non EEA 18-64 Male Angina pectoris (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death), TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 30 : Years Respiratory arrest (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
! Professional
10008143005
Aortic dissection (1d - Fatal - Results in Death), Aortitis (n/a - Unknown - Caused/Prolonged Hospitalisation), Arteritis MRN, CCINE
1 coronary (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Chest pain (n/a - COVID-19 A VA MODERNA (CX-
2021-03-|Healthcare 65-85 . : A 024414) [COVID-19 MRNA VACCINE MODERNA
12992 . Non EEA Female |Unknown - ), Fatigue (n/a - Unknown - ), Inflammation (n/a - Unknown - ), Pain in jaw (n/a - Unknown - ), Pulse absent (1d - . L
EU-EC- 30 Professional Years . . S (CX-024414)] (S- COVID-19 immunisation - Not
10008142938 Fatal - Results in Death), Respiratory arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Syncope (n/a - Unknown applicable - [n/a - 1{DF} - Intramuscular])
- Caused/Prolonged Hospitalisation) PP
m 3 '_ 5021-03- Non 65-85 Confusional state (n/a - Not Recovered/Not Resolved - ), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - COMIRNATY [TOZINAMERAN] (S- COVID-19
12993 i L Healthcare EEA Male  [Unknown - ), Delusion (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Recovering/Resolving - ), Mobility decreased (n/a |. S .
EU-EC- 30 : Years . . . immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008142615 Professional - Not Recovered/Not Resolved - ), Pyrexia (n/a - Recovering/Resolving - )
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . .
12994 pupc 30 |Professional N0 EFA - [than 85 Female Death (1d- Fatal - Results In Death (CX-024414)] (S- COVID-19 immunisation - Not
10008142575 applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142938&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142615&_xpt=1&_xf=pdf
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: COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
12995 puEC 2130 |Professional |NOMEEA yeqrs  [Male  |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008142561 Th applicable - [n/a - 1{DF} - n/a)])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare . e . . 024414) [COVID-19 MRNA VACCINE MODERNA
12996, EU-EC- ER 130 Professional Non EEA gljar;:%S Male  |Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition) (CX-024414)] (S- COVID-19 immunisation -
10008142553 i Unknown - [n/a - 1{DF} - Intramuscular])
o |
1 (2021-03- [Healthcare 18-64 — L . oo TOZINAMERAN [TOZINAMERAN] (S- COVID-19
12997 BU-EC- 30 Professional Non EEA Vears Female |Diabetic ketoacidosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - /a])
10008142474
or scaij COVID-19 MRNA VACCINE MODERNA (CX-
1 2021-03- |Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
12998 pupc 30 |Professional |NOMEEA yeys Male |Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008142439 applicable - [n/a - 1{DF} - Intramuscular])
[elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - ) . .
12999 EU-EC- 30 Professional Non EEA Years Male | Death (1d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008142389 applicable - [n/a - 1{DF} - Intramuscular])
D COVID-19 VACCINE ASTRAZENECA (CHADOX]
7 2021-03-|Healthcare 65-85 . . - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13000 EU-EC- 30 Professional Non EEA Vears Female |Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Not applicable - [n/a
10008141937 - n/a - Intramuscular])
M (2021-03- Non 65-85 Cardiac failure (n/a - Unknown - Other Medically Important Condition), Myocardial infarction (n/a - Fatal - Results in TOZINAMERAN [TOZI,NAMERAN] (S- COVID-19
13001, EU-EC- AT (3 Healthqare Non EEA Vears Male  |pe ath) immunisation - Not applicable - [1d - n/a - n/a])
10008141275 a; Professional
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13002 gy pc 30 [Professional |NO"EFA - |than 85 [Male - [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008141154 applicable - [n/a - 1{DF} - Intramuscular])
ElickCor scal |3 : More
a1 2021-03- Healthcare Asthenia (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in Death, Other Medically Important TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13003 . Non EEA  |than 85 |Female L . i .
EU-EC- | -3 30 Professional v Condition) immunisation - Not applicable - [1d - n/a - n/a])
10008141028 : cans
More COVID-19 MRNA VACCINE MODERNA (CX-
13004 2021-03- |Healthcare Non EEA  |than 85 |Female Condition aggravated (n/a - Not Recovered/Not Resolved - ), Death (1d - Fatal - Results in Death), Dyspnoea (n/a - Not 024414) [COVID-19 MRNA VACCINE MODERNA
EU-ECG |; 30 Professional Vears Recovered/Not Resolved - ), Hypopnoea (n/a - Not Recovered/Not Resolved - ), Pallor (n/a - Not Recovered/Not Resolved - ) [(CX-024414)] (S- COVID-19 immunisation - Not
10008140759 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142561&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008141937&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008141275&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008141154&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008141028&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
More
2021-03-|Healthcare . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
13005 EU-EC- 30 Professional EEA gl{lan 85 [Female |Death (na - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008140731 s
click or scarl More Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Decreased appetite (n/a - Unknown - COVID-19 MRNA VACCINE MODERNA (CX-
13006 2021-03- | Healthcare Non EEA  |than 85 Male Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Vears - Caused/Prolonged Hospitalisation), Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypophagia (n/a - (CX-024414)] (S- COVID-19 immunisation - Not
10008140391 Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
Rlick or cal |3 More COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-03- |Healthcare Cerebral ischaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important |. P .
13007, = . EEA than 85 |Female " ST . immunisation - Not applicable - [n/a - n/a -
EU-EC- |5 30 Professional v, Condition), Vaccination site pain (n/a - Unknown - ) Inir Jlar])
10008140382 cans amuscuiar
Qr _scail
2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S .
13008 EU-EC- 30 Professional EEA Years Female |Death (n/a - Fatal - Results in Death immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008140334
Elick or scad | COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 Death (1d- Fatal - Results in Death 024414) [COVID-19 MRNA VACCINE MODERNA
13009, EU-EC- EF 30 Professional [Non EEA  |years  [Male Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008140148 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
13010 2021-03-|Healthcare Non EEA  |than 85 Male Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Lethargy (n/a - Fatal - Results in 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- ._ 30 Professional Vears Death), Unresponsive to stimuli (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008140115 applicable - [n/a - 1{DF} - Intramuscular])
Elick or cal |3 ¢ 9021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13011 o : EEA than 85 (Male  |Death (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - .3mL -
EU-EC- 30 Professional Vears Intramuscular])
10008140019
: Non More
] o ) ) . i . Lo ) Y ) o
13012 : B 2021-03 Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Not Recovered/Not Resolved - ), Nausea |COMIRNATY [TOZINAMERAN] (S - Immunisation
EU-EC- d i+ |30 Professional Y (n/a - Not Recovered/Not Resolved - ) n/a - [n/a - n/a - n/a])
10008139868 : rofessional ears
[elick or scal | ’ COVID-19 MRNA VACCINE MODERNA (CX-
5 2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
BB pupe | 30 |Professional | NOMEEA lyeys [Male |Death (1d- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008139785 applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : More COVID-19 MRNA VACCINE MODERNA (CX-
5 2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
B4 gy pc 30 |Professional [NOMEFA - (than 85 Male - Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008139758 applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008140115&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008140019&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008139868&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008139785&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; :
i (2021-03- [Healthcare 65-85 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - ) . S .
13015 EU-EC- L3 |30 Professional Non EEA Years Male  Feeling abnormel (n/a - Fatal - Results in Death immunisation - Not applicable - [1d - n/a - n/a])
10008139602 :
click or scarl L Non COVID-19 MRNA VACCINE MODERNA (CX-
u | 2021-03- Not Not . 024414) [COVID-19 MRNA VACCINE MODERNA
. . - - . L
13016 gy pc 30 |Healtheare - Non EEA - qpecified Specified <! (V- Fotdl - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008139494 applicable - [n/a - 1{DF} - Intramuscular])
o=l Asthenia (n/a - Unknown - ), Chronic lymphocytic leukaemia (n/a - Fatal - Results in Death, Caused/Prolonged
] : Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Dyspnoea exertional (n/a - Unknown - ),
13017 ppe ¥ 5821-03- ;l:jgsl:iirg a  [NonEEA ?{iﬁ: Male  |Haemolytic anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - ), ﬁﬂgﬁwogiozﬁgﬁﬁfﬁﬁwng: S/j]\)/[D'lg
r Hypoventilation (n/a - Unknown - Other Medically Important Condition), Jaundice (n/a - Unknown - ), Lymphocytosis (n/a - PP
10008139261
Unknown - ), Tremor (n/a - Unknown - )
or scail i . ) ) .
Arrhythmia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Unknown - Other Medically Important Condition), MERAN ME
13018 Lopo } §821_03_ Eﬂggsciirrfal Non EEA :;‘i ﬁj Female |Cerebellar haemorrhage (n/a - Unknown - Other Medically Tmportant Condition), Malaise (n/a - Unknown - ), Pain in ;l;r?fi\gsation i Nogl;ozlli:;ble N Fl?i]t]]ng: %\)/[D_lg
10008139256 ) extremity (n/a - Unknown - ), Thrombosis (n/a - Unknown - Other Medically Important Condition) PP
- ¥ 12021-03- | Healtheare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13019 .o, . EEA than 85 [Male  |Death (n/a - Fatal - Results in Death), Nausea (n/a - Not Recovered/Not Resolved - )
EU-EC- |- i+ |30 Professional v, - n/a - Intramuscular])
10008139066 ; cans
3 Abdominal pain upper (n/a - Unknown - Results in Death), Death (n/a - Fatal - Results in Death), Ear pain (n/a - COVID-19 VACCINE JANSSEN (AD26.COV2.S)
13020 2021-03-|Healthcare Non EEA 18-64 Female Unknown - Results in Death), Fatigue (n/a - Unknown - Results in Death), Headache (n/a - Unknown - Results in [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EG | &3 30 Professional Years Death), Pain in extremity (n/a - Unknown - Results in Death), Pallor (n/a - Unknown - Results in Death), Pre-existing |Immunisation - Not applicable - [n/a - n/a -
10008138926 X condition improved (n/a - Unknown - Results in Death) Unknown])
o || L COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- |Healthcare 18-64 Accidental overdose (1d - Fatal - Results in Death), Drug abuse (1d - Fatal - Results in Death), Toxicity to various agents 024414) [COVID-19 A VACCINE MODERNA
13021 . Non EEA Male . (CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- 30 Professional Years (1d - Fatal - Results in Death) . .
: ) applicable - [n/a - 1{DF} - Intramuscular - More in
10008138909
ICSR])
] & Non Death (0d - Fatal - Results in Death), Dyspnoea (7d - Fatal - Results in Death), Haematemesis (7d - Fatal - Results in COVID-19 VACCINE AST NECA ( X1
=i 12021-03- 65-85 RTINS . - . . NCOV-19) - SUSPENSION FOR INJECTION (S-
13022 Healthcare EEA Female |Death, Caused/Prolonged Hospitalisation), Pneumonia (7d - Fatal - Results in Death), Pyrexia (7d - Fatal - Results in . o
EU-EG- | a8 30 Professional Years Death) COVID-19 immunisation - n/a - [n/a - n/a -
10008138830/ s I Intramuscular])
13023 i 2021-03- | Healthcare EEA than 85 [Male Dyspnoea (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), Pain (n/a | COMIRNATY [TOZINAMERAN] (S - Immunisation -
EU-EC- 30 Professional v - Fatal - Results in Death), Restlessness (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
ears
10008138796
- ¥ 12021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation
-03- : . i i . ’ i i . - i
13024 EU-EC- 30 Professional EEA gl(lan 85 |Female |Pancytopenia (n/a - Fatal - Results in Death), Subdural haematoma (2d - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008138795 cans
; More Body temperature increased (29d - Fatal - Results in Death), C-reactive protein increased (29d - Fatal - Results in Death), .o
13025 2021-03- Healthcare EA than 85 |Male  |Fatigue (31d - Fatal - Results in Death), Hypophagia (31d - Fatal - Results in Death), Muscle spasticity (31d - Fatal - COMIRNATY [TOZINAMERAN] (8- Immunisation -
EU-EC- 30 Professional N X Not applicable - [n/a - n/a - Intramuscular])
10008138792 Years Results in Death), Somnolence (31d - Fatal - Results in Death)

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138926&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138909&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138830&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138796&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138795&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt lificati for G Sex Rout
Date Qualification Regulatory roup oute])
Purposes
; COVID-19 MRNA VACCINE MODERNA (CX-
5 12021-03- | Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
13026 gy e 30 Professional [OM EEA |yeors  [Female Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008138785/ &= applicable - [n/a - 1 {DF} - Intramuscular])
13027 i (2021-03- Healthcare EEA 65-85 Male Fibrin D dimer increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Syncope (n/a - Fatal - Results |COMIRNATY [TOZINAMERAN] (S - n/a - Not
EU-EC- 30 Professional Years in Death, Caused/Prolonged Hospitalisation) applicable - [n/a - .3mL - Intramuscular])
10008138774
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
13028 i 12021-03- Healthcare Non EEA 65-85 Male Cardio-respiratory arrest (1d - Fatal - Results in Death), Cerebrovascular accident (1d - Fatal - Results in Death), 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years Respiratory arrest (1d - Fatal - Results in Death), Syncope (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation -
10008138697 Unknown - [n/a - 1{DF} - Intramuscular])
or scaj COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
1302 pupc |3 30 |Professional |[NOREEA vy (Female |Corcbral hamorrhage (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008138579 applicable - [n/a - 1{DF} - Intramuscular])
Eick or scal | ;. COVID-19 MRNA VACCINE MODERNA (CX-
i |2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
130301 pupc | 30 Professional | FEA |yeqrg  |Female |Death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008138494 applicable - [n/a - 1{DF} - Intramuscular])
Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
] i Headache (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Nausea (n/a - Not COVID-19 VACCINE ASTRAZENECA (CHADOX1
B (2021-03- Healthcare 18-64 . . oo . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13031| EU-EC- 30 Professional EEA Years Female |Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not (CHADOXI1 NCOV-19)] (S- Immunisation - n/a - [n/a
10008138270 Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - Life - n/a - n/a))
Threatening, Caused/Prolonged Hospitalisation)
ko | L Brain hypoxia (n/a - Unknown - Life Threatening), Cardiac fibrillation (n/a - Unknown - Life Threatening, Caused/Prolonged
: 5021-03- Non 65-85 Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged COMIRNATY [TOZINAMERAN] (S - COVID-19
13032 EU-EC- : 30 Healthcare Non EEA Vears Male  |Hospitalisation), Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - Life Threatening, immunisation - Not applicable - [n/a - n/a -
10008137699/ 538 i Professional Caused/Prolonged Hospitalisation), Nervous system disorder (n/a - Unknown - Life Threatening), Ventricular fibrillation (n/a - |Intramuscular])
Fatal - Results in Death)
: h (n/: al i Oth dicall; Conditi hydration (n/: al i CO O S-CO
& 9021-03- |Healthcare More Death (n/a - Fatal - Results in Death er Mex ly _Imponant ndition), Dehydration (; a- I_Sat - Results in ¢ MII_{NATY [T ZINAMERAN] (S- COVID-19
13033 EU-EC- 30 Professional Non EEA  [than 85 |Female |Death), Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results |immunisation - Not applicable - [1d - n/a -
10008137698| 42 Years in Death) Intramuscular])
Elickcor scal e £ 5021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13034 K . Non EEA  [than 85 |Male  |Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a -
EU-EC- 30 Professional Years Intramuscular])
10008137693
Eick or scal | e COVID-19 MRNA VACCINE MODERNA (CX-
13035 4 2021-03- Healthcare Non EEA 65-85 Female Chills (n/a - Unknown - ), Death (1d - Fatal - Results in Death), Fatigue (n/a - Unknown - ), Myalgia (n/a - Unknown - ),  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 30 Professional Years Nausea (n/a - Unknown - ), Pyrexia (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008137682 applicable - [n/a - 1{DF} - Intramuscular])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008137682&_xpt=1&_xf=pdf

Filtered by " Seriousness Criteria”: " Resultsin Death" Page 1363 of 1647

Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
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Ff % Non Cerebral haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation), Contusion (n/a - Unknown - Caused/Prolonged COVID-19 A VA MODERNA (CX-
; 412021-03- 18-64 L . : - 024414) [COVID-19 MRNA VACCINE MODERNA
13036 Healthcare Non EEA Female [Hospitalisation), Multiple organ dysfunction syndrome (1d - Fatal - Results in Death), Platelet count decreased (n/a - . g
EU-EC- 30 Professional Years Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008137681 P applicable - [n/a - 1{DF} - Intramuscular])
click or scarl COVID-19 VACCINE ASTRAZENECA (CHADOX1
0 2 15021-03- |Healtheare A 65-85 Femal Cardiac disorder (0d - l?e}tal - Results in Death.), Death (0d - Fatal - Results in Death ),.Malaise (0d- Fatal - Results in |\ 19) - SUSPENSION FOR INJECT(ION (S-
13037 pupc 52 130 Professional Years e |Death), Nasopharyngitis (Od - Fatal - Results in Death), Tremor (0d - Fatal - Results in Death) COVID-19 immunisation - n/a - [n/a - n/a -
10008137663 ] Intramuscular])
klick or scal ,
2021-03- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - R
13038] EU-EC- 30 Professional EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death) - n/a - n/a])
10008137544
oLl More
13039 2021-03-|Healthcare —|p than 85 |Female |Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 30 Professional Vears - n/a- n/a])
10008137531
Elick or scaf |;
13040 2021-03- Healthcare Non EEA 65-85 Male Condition aggravated (n/a - Fatal - Results in Death), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), General COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 30 Professional Years physical health deterioration (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a - n/a])
10008137519
:
41 2021-03- | Healthcare 18-64 . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
: - - X - -
13041 EU-EC- 30 Professional EEA Vears Female |Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10008137436
ik or scad | More COMIRNATY [TOZINAMERAN] (I - Immunisation -
13042 2021-03- Healthcare EEA than 85 |Male Aphasia (18d - Fatal - Results in Death), Cerebral infarction (18d - Fatal - Results in Death), Cerebrovascular accident (4dn/a - [n/a - n/a - Intramuscular - More in ICSR]),
EU-EC- 30 Professional - Fatal - Results in Death), Dizziness (18d - Fatal - Results in Death), Drug ineffective (18d - Fatal - Results in Death) |ELIQUIS[APIXABAN] (I - Atrial fibrillation - n/a -
5 Years
10008137353 [n/a - n/a - n/a])
: . Non
13043 2 12021-03- Healthcare EEA 65-85 Male Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), SARS-CoV-2 test |COMIRNATY [TOZINAMERAN] (S- COMD-19
EU-EC- 30 : Years positive (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - Intramuscular])
- Professional
10008137263
: i More COVID-19 MRNA VACCINE MODERNA (CX-
o o 2 2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . -
13044 pupe [E 30 Professional | \o" EFA %‘:;fs Female |Death (n/a - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008137254 Adeii applicable - [n/a - 1{DF} - Intramuscular])
lickcor scal :_- & 5021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13045 EU-EC- : 30 Professional EEA than 85 [Male  |Cerebrovascular accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling) immunisation - Not applicable - [n/a - .3mL -
10008136880 Years Intramuscular])
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P> COVID-19 MRNA VACCINE MODERNA (CX-
ot |y R 02103 00n 65.85 Chills (w/a - Not Recovered/Not Resolved - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition), |[024414) [COVID-19 MRNA VACCINE MODERNA
13046 Healthcare |\, EEA Mal (t/a - Not Recovered/Not Resolved - ), Hyperhidrosis (n/a - Not Recovered/Not Resolved- ), Hypothermia (/a - [(CX-024414)] (S- COVID-19 immunisation - Not
EU-EC- i |30 Professional on Years ¢ [Dyspnoea (n/a- Not RecoveredNot Resolved- ), Hyperhidrosis (n/a - Not Recovered/Not Resolved -), Hypothermia (wa - applicable - [n/a - 1{DF} - Intramuscular - More in
; Not Recovered/Not Resolved - Other Medically Important Condition) PP
10008136879 ICSR])
KlickCor scap | : Non
13047 2 (2021-03- Healthcare Non EEA 65-85 Male Anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation), Gastric cancer (n/a - Fatal - Results in Death), International | TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 30 . Years normalised ratio increased (n/a - Unknown - Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
3 2. Professional
10008136862
More
13048 2021-03-|Healthcare Non EEA  |than 85 [Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dysphagia (n/a - Unknown - Other | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional v Medically Important Condition) immunisation - Not applicable - [1d - n/a - n/a])
A, ‘ears
10008136753
-
15 . . . . VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
-Uo= = - - ReSulls 1n 17eath ), - - > - eSS 1N et
13049 2021-03 Hea]thc_are EEA 65-85 Male Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in (CHADOX] NCOV-19)] (S- Immunisation - n/a - [n/a
EU-EC- |5 (30 Professional Years Death) - /- n/a])
10008136526 ; i
Rlickcor scal | T More
13050 ! =12021-03- Healthcare EEA than 85 [Male Dyspnoea (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 30 Professional v, Respiratory arrest (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
X ears
10008136260
Qr _scail a
13051 231 |2021-03-|Healthcare EEA 65-85 Female Circulatory collapse (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- 30 Professional Years Results in Death), Vomiting (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} - n/a])
10008136058 %o
Elick or scal |
13052 - 2021-03- |Healthcare EEA 18-64 Male Acute myocardial infarction (16d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important |COMIRNATY [TOZINAMERAN] (S- COVID-19 -
EU-EC- 30 Professional Years Condition) n/a - [n/a - n/a - n/a])
10008135724
: Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
13053 g |2021-03- Healthcare Non EEA Not .. |Female |Death (n/a - Fatal - Results in Death), Pain in extremity (n/a - Unknown - Results in Death) [COVH.}IQ VACCINE JANSEN (AD26.COV2.9)] (S~
EU-EC- 2% |30 Professional Specified Immunisation - Not applicable - [n/a - n/a -
10008135660 5 ofessio Unknown])
e | R R
13054 4 (2021-03- Egglthcare EEA 65-85 Male Death (n/a - Fatal - Results in Death), Dizziness (n/a - Not Recovered/Not Resolved - ), Loss of consciousness (n/a - Not ﬁéﬁm[{g{%}z}ﬁ 4] (Sl-\I\rfl\n?mCl[iIs\la];:ion na-
EU-EC- 30 . Years Recovered/Not Resolved - ), Somnolence (n/a - Not Recovered/Not Resolved - )
Professional [n/a - n/a - n/a))
10008135472
y COVID-19 VACCINE ASTRAZENECA (CHADOX1
3 2021-03-|Non Not NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13055 RU-EC- HEF (30 Healthcare  [EEA SpecifiedFemale | Anti-platelet antibody (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008135412 Professional 1/a - Intramuscular])
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ckorseal A 12021-03- ealtheare 18-64 SPIKEVAX [COVID-19 MRNA VACCINE
13056 ; : EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S- COVID-19
EU-EC 30 [Professional Years immunisation - Not applicable - [/a - 1 {DF} - n/al])
10008135269 ; risation - Not applicable
click or scarl
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; Sudder - - ) . Nl .
13057 EU-EC- s |30 Professional EEA Years Female n death (0d - Fatal - Results in Death immunisation - Not applicable - [n/a - n/a - n/a])
10008135173 Lh
: 2021-03-Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
13058 Healthcare ~ [EEA than 85 |Female |Cerebrovascular accident (8d - Fatal - Results in Death), Coagulopathy (8d - Fatal - Results in Death) . o .
EU-EC- 30 . immunisation - Not applicable - [n/a - n/a - n/a])
Professional Years
10008135172
Qr _scail
13059 2021-03- Eg:?lthcare EEA Sﬁgrrleg 5 |Female Cerebral ischaemia (10d - Fatal - Resl‘llts in Death), Cerebrovascular accident (10d - Fatal - Results in Death), COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 30 . Coagulopathy (10d - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
Professional Years
10008135171
i or s |25 Acute kidney injury (3d - Fatal - Results in Death), Cardiac failure (3d - Fatal - Results in Death), Cardiogenic shock (1d - ME
13060 ki 2021-03- Healthcare EEA 65-85 Male Fatal - Results in Death), Cardiomegaly (3d - Fatal - Results in Death), Lactic acidosis (3d - Fatal - Results in Death), mﬂﬁgﬁ [Tllr(gzamlicabls‘:\][\r]]]/f ;]/saD-VIDW
EU-EC- 30 Professional Years Prohormone brain natriuretic peptide increased (3d - Fatal - Results in Death), Pumonary oedema (1d - Fatal - Results in Intramuscular]) PP
10008135170 Death), Respiratory acidosis (3d - Fatal - Results in Death), Troponin T increased (3d - Fatal - Results in Death)
: More
13061 2021-03- |Healthcare o pra  |ihan 85 |Female |Sudden death (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional v, immunisation - Not applicable - [1d - n/a - n/a])
10008134719 cars
o |
13062 12021-03- |Healthcare Non EEA Not Male COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional Specified Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
10008134714
ESTEE | 500 1-03- | Healtheare 65-85 Bloqd pressure decreased (n/z} - Unknowt} - Other Medlcally Impoﬁmt Condition), Cardiac arre.st (n/a - Unknown - Otl’lf?l’ TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13063 EU-EC- x: . Non EEA Male  [Medically Important Condition), Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death), Haematemesis (n/a |. e .
30 Professional Years . .- immunisation - Not applicable - [n/a - n/a - n/a])
10008134710 - Unknown - Other Medically Important Condition)
; More Aphasia (n/a - Fatal - Results in Death), Coma scale abnormal (n/a - Fatal - Results in Death), Ischaemic stroke (n/a - ME
13064 5 [2021-03- Healthqare Non EEA  |than 85 [Female |Fatal - Results in Death, Other Medically Important Condition), Monoplegia (n/a - Fatal - Results in Death), Mydriasis COMIRNATY [TOZIN. . RAN] (8- COVID-19
EU-EC- 13 (30 Professional " . . immunisation - Not applicable - [1d - n/a - n/a])
Years (n/a - Fatal - Results in Death), Pupils unequal (n/a - Fatal - Results in Death)
10008134707| 2k
Elick or sca 1% L 2021-03- | Healthcare 65-85 COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haematemesis (n/a - |[COMIRNATY [TOZINAMERAN] (S - COVID-19
13065 . . EEA Male  [Unknown - Other Medically Important Condition), Upper gastrointestinal haemorrhage (n/a - Fatal - Results in Death, immunisation - Not applicable - [1d - n/a -
EU-EC- 30 Professional Years oo
10008134699 Caused/Prolonged Hospitalisation) Intramuscular])
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pr : Brain death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Cerebral venous sinus COVID-19 VACCINE ASTRAZENECA (CHADOXI1
13066 : 4 (2021-03- |Healthcare EEA 18-64 Female thrombosis (6d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Haemorrhage intracranial |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L3 |30 Professional Years (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008134608 4 Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) - n/a- [n/a-n/a-n/al)
SPIKEVAX [COVID-19 MRNA VACCINE
13067 i 2021-03- |Healthcare EEA 65-85 Male Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other |MODERNA (CX-024414)] (S- COVID-19
EU-EC- 30 Professional Years Medically Important Condition) immunisation - Not applicable - [1s - 1{DF} -
10008134507 : Intramuscular])
gk or scal ; Non Anaphylactic reaction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac ~ [COVID-19 VACCINE ASTRAZENECA (CHADOX1
13068 2021-03- Healthcare Non EEA 18-64 Female arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Coma (n/a - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 30 Professional Years Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Shock (n/a - Unknown - (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008134468 Caused/Prolonged Hospitalisation, Other Medically Important Condition) n/a - Intramuscular])
E— ¢ More
13069 2021-03- Healthcare gy than 85 |Female |Cardiac arrest (/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8- COVID-19
EU-EC- 30 Professional Vears immunisation - n/a - [n/a - n/a - n/aJ)
10008134399
Elick or sca | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
b i |12021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - ) . S
13070 EU-EC- 30 Professional EEA Years Female |Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008134171 - Not applicable - [n/a - n/a - Intramuscular])
E 5021.03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13071 . EEA than 85 [Male  |Vaccination failure (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 2{DF} -
EU-EC- 30 Professional Vears Intramuscular])
10008133953 :
ik or scall | 22F COVID-19 VACCINE ASTRAZENECA (CHADOX1
i 2021-03- |Healthcare 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - . o
3072 pupc | 30 [Professional |[TA |Years Male  |Death(n/a-Fatal - Results in Death) (CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008133789 - Not applicable - [n/a - 1{DF} - Intramuscular])
j B |00 1.03- | Healtheare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13073 : . EEA than 85 |Female |Pneumonia aspiration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-EC- 30 Professional v, Tnir Jlar])
10008133654| 24 cans amuscuiar
e 9021-03- |Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13074 . EEA Male |Cardiac failure acute (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 30 Professional Years Intramuscular])
10008133335/ 2y
o= | &5 More SPIKEVAX [COVID-19 MRNA VACCINE
2021-03- |Healthcare . . . MODERNA (CX-024414)] (S- COVID-19
; - - - . e ;
13075 EU-EC- R 130 Professional EEA gl(lan 85 |Male  |Cardio-respiratory arrest (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [/a - 1{DF} -
10008133105 : cans Intramuscular])
AMERAN]
13076 2021-03- |Healthcare EEA i\ﬁgfleg 5 Female Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Asthenia (n/a - Unknown - Results in Death), mﬁﬁgx [I’\II‘chaINlicable I n/S _ZC{IX));;[ l_)19
EU-EC- 30 Professional Pyrexia (n/a - Unknown - Results in Death), Vaccination failure (n/a - Fatal - Results in Death) PP
10008132945 Years Intramuscular])
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AMERAN]
13077 2021-03-|Healthcare EEA ?ﬁglrleg 5 |Female Acute respiratory distress syndrome (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Pyrexia (n/a - mﬂﬁiﬁ [I:IrcgzaINlicable I n/f _Z{CS}E;I ]_}19
EU-EC- 30 Professional Fatal - Results in Death), Vaccination failure (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death) bp
Years Intramuscular])
10008132934
- — 2021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13078 . EEA than 85 (Male  |Aspiration (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 30 Professional Vears Intramuscular])
10008132931
Rlick orscad | 2021-03- | Healthcare More Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Presyncope (n/a - Recovered/Resolved - Results |COMIRNATY [TOZINAMERAN] (S- COVID-19
13079 EU-EC- 30 Professional EEA than 85 |Female |in Death, Caused/Prolonged Hospitalisation), Seizure (n/a - Recovered/Resolved - Results in Death, Caused/Prolonged immunisation - Not applicable - [n/a - 1{DF} -
10008132900 3 Years Hospitalisation) Intramuscular])
oLl More
13080 2021-03-|Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), Dysarthria (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- 30 Professional v Death), Feeling drunk (n/a - Fatal - Results in Death), Muscular weakness (n/a - Fatal - Results in Death) - n/a- n/a])
ears
10008132576
: 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Prophylaxis -
; ) } .
13081 EU-EC- R 130 Professional EEA §I{1an 85 |Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008132501 : cans
:
i1 2021-03- | Healthcare 65-85 . . . o COMIRNATY [TOZINAMERAN] (S- COVID-19
13082 EUEC. |28 30 Professional EEA Vears Male  |Cerebral haemorrhage (5d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) immunisation - n/a - [1/a - n/a - Unknown])
10008132450 =
o | e
13083 2021-03- |Healthcare EEA than 85 |Female Death (1d - Fatal - Results in Death, Life Threatening), General physical health deterioration (8d - Fatal - Results in COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-EC- L+ |30 Professional Vears Death, Life Threatening), Haemorrhage subcutaneous (8d - Fatal - Results in Death, Life Threatening) immunisation - Not applicable - [1d - 30ug - n/a])
10008132364 ]
More
13084 221 2021-03-|Healthcare EEA than 85 |Female COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Multimorbidity (n/a - Fatal - Results in |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 30 Professional v, Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a - n/a])
En ! ears
10008131900
Qr _scail it
COMIRNATY [TOZINAMERAN] (S- COVID-19
13085 j [2021-03- Healtheare o ppa NOU e Ipncumonia viral (n/a - Fatal - Results in Death) immunisation - Not applicable - [1d - n/a -
EU-EC- 30 Professional Specified Intramuscular])
10008131887
More . . o
TG Acute respiratory failure (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Dyspnoea (n/a -
Bk (2021-03-|Healthcare than 85 : - R - . |COMIRNATY [TOZINAMERAN] (S- COVID-19
: : - > - -AReSUIS 1N 17calll), - -RESIW I |; fcats :
13086 U pC 30 Professional EEA Vears Male Eit:ih)Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in immunisation - Not applicable - [1d - .3mL - n/a])
10008131741 I
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: 5021-03-|Healthcare More SPIKEVAX [COVID-19 MRNA VACCINE
13087 ; : EEA than 85 (Female [Pyrexia (n/a - Fatal - Results in Death) MODERNA (CX-024414)] (S - Immunisation - Not
EU-EC- 30 Professional v licable - [n/a - .SmL - Int ar]
10008130491 ‘ears applicable - [n/a - . - Intramuscular])
lick or scal 2021-03- Non More COMIRNATY [TOZINAMERAN] (S- COVID-19
13088 EU-EC- 30 Healthcare EEA than 85 [Male  |Cerebral haemorrhage (6d - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
10008128506 s AT Professional Years Intramuscular])
Bk or e | M 1 COVID-19 MRNA VACCINE MODERNA (CX-
13089 2 2021-03- Healthcare Non EEA 65-85 Male Cardiac arrest (n/a - Fatal - Results in Death), Feeling hot (1d - Recovered/Resolved - ), Hypotension (n/a - Unknown - ),  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 7 29 Professional Years Pulseless electrical activity (n/a - Unknown - ), Seizure (n/a - Unknown - ), Unresponsive to stimuli (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008129848 applicable - [n/a - 1{DF} - Intramuscular])
ek or scall | 3% i More COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-03- Healthcare . 024414) [COMD-19 MRNA VACCINE MODERNA
: - - ) . L
B0 pupe |3 29 |Professional [NOMFEA - [than 85 [Male - [Death (nfa- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008129819 5 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scad | L More COVID-19 MRNA VACCINE MODERNA (CX-
13091 2 2021-03- Healthcare Non EEA  |than 85 |Female Conversion disorder (9d - Unknown - ), Death (n/a - Fatal - Results in Death), Dysphagia (4d - Unknown - ), Fatigue (9d- |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Unknown - ), Pyrexia (9d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008129800 : applicable - [n/a - 1{DF} - Intramuscular])
Cardio-respiratory arrest (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results
o |! | ;;1 Death), Dyspnoca (n/aj Unknown - Caused/Prolonged Hospltahsatlop), .Fau (n/a- Unknpwn - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
ospitalisation), Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoxia (n/a - Unknown -
3 2021-03- | Healthcare 65-85 P ; o . 024414) [COVID-19 MRNA VACCINE MODERNA
13092 : Non EEA Male  |Caused/Prolonged Hospitalisation), Musculoskeletal stiffness (n/a - Unknown - Caused/Prolonged Hospitalisation), Pain (n/a - . D
EU-EC- 29 Professional Years K used/Prol Hospitalisati Pyrexia (1 n used Proloneed Hospitalisati L (CX-024414)] (S- COVID-19 immunisation -
10008129778 Unknown - Ca rolonged Hospitalisation), yrexia (n_a -Un own - Ca sed/Prolonged Hospital 1sgt10n), Resplfatlon Unknown - [n/a - 1 {DF} - Intramuscular])
abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation)
: Confusional state (n/a - Not Recovered/Not Resolved - ), Death (1d - Fatal - Results in Death), Dementia (n/a - Not COVID-19 MRNA VACCINE MODERNA (CX-
13093 4 (2021-03- Healthcare Non EEA 65-85 Male Recovered/Not Resolved - Other Medically Important Condition), Diet refusal (n/a - Not Recovered/Not Resolved - ), Renal  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years failure (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Restlessness (n/a - Not Recovered/Not ~ |(CX-024414)] (S- COVID-19 immunisation - Not
10008129768 i Resolved - ) applicable - [n/a - 1{DF} - Intramuscular])
Elickcor scal : More Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in Death, COVID-19 /A VACCINE MODERNA (CX-
3 (2021-03-|Healthcare PRI . . . 024414) [COVID-19 MRNA VACCINE MODERNA
13094 . Non EEA  [than 85 |Female |Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Fatal - Results in Death, Caused/Prolonged . L
EU-EC pr 29 Professional Years Hospitalisation), Pulseless electrical activity (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (- COVID-19 immunisation - Not
10008129702/ ; : P » y €SWls In Jea gec Hosp applicable - [1/a - 1 {DF} - Intramuscular])
Elickor scall | &= : Cold sweat (1/a - Fatal - Results in Death), Death (1d - Fatal - Results in Death), Dizziness (n/a - Fatal - Results in COVID-19 MRNA VACCINE MODERNA (CX-
13095 e i (2021-03- Healthcare Non EEA 65-85 Male Death), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Fatal - 024414) [COMID-19 MRNA VACCINE MODERNA
EU-EC- 133 29 Professional Years Results in Death), Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pain (n/a|(CX-024414)] (S- COVID-19 immunisation - Not
10008129701 : - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
i (2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
1309 pypc 29 |Professional |NMEEA yeys [Male  [Death (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008129675 applicable - [n/a - 1{DF} - Intramuscular])
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' Cellulitis (7d - Fatal - Results in Death), Hacmodynamic instability (7d - Fatal - Results in Death), Mental status changes [coiD- 1 MRINA VACCINE MODERNA (CX-
5 2021-03- | Healthcare 65-85 : . . . - . 024414) [COVID-19 MRNA VACCINE MODERNA
13097 . Non EEA Male  |(7d- Fatal - Results in Death), Postoperative wound infection (7d - Fatal - Results in Death), Pyrexia (7d - Fatal - . .
EU-EC- 29 Professional Years Results in Death), Septic shock (7d - Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008129670 Results in Death), Results in Death) applicable - [n/a - 1{DF} - Intramuscular])
click or scarl L COVID-19 MRNA VACCINE MODERNA (CX-
::i |2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13098 pupc | & 129 Professional |O" FEA |yeqrg  [Male  |Syncope (1d- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008129627 ;i applicable - [n/a - 1{DF} - Intramuscular])
Elickorscad | : COVID-19 MRNA VACCINE MODERNA (CX-
13099 2 2021-03- Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death), Injection site discomfort (1d - Recovered/Resolved - ), Loss of consciousness (1d - 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008129431 applicable - [n/a - 1{DF} - Intramuscular])
or scai i Abdominal pain upper (n/a - Unknown - Caused/Prolonged Hospitalisation), Asthenia (n/a - Unknown - Caused/Prolonged COVID-19 MRNA VACCINE MODERNA (CX-
13100 i (2021-03-|Healthcare Non EEA 65-85 Male Hospitalisation), Confusional state (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypotension (n/a |(CX-024414)] (S- COVID-19 immunisation - Not
10008129423 ;i - Unknown - Caused/Prolonged Hospitalisation), Neck pain (n/a - Unknown - Caused/Prolonged Hospitalisation) applicable - [n/a - 1{DF} - Intramuscular])
lick or sca L Asthenia (n/a - Unknown - ), Chills (n/a - Unknown - ), Condition aggravated (n/a - Unknown - ), Decreased appetite (n/a - COVID-19 A VA MODERNA. (CX-
E4.[2021-03-|Healthcare 65-85 . . 024414) [COVID-19 MRNA VACCINE MODERNA
13101 4 . Non EEA Male  [Unknown - ), Fatigue (n/a - Unknown - ), Lethargy (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Other . L
EUEC 3 29 Professional Years Medically Important Condition), Pyrexia (n/a - Unknown - ), Respiratory arrest (n/a - Fatal - Results in Death) (CX-024414)] (- COVID-19 immunisation - Not
10008129319 Y 1mp » YT » Respiratory esuils In Dea applicable - [n/a - 1{DF} - Intramuscular])
S ¥ 12021-03- |Healtheare 18-64 COMIRNATY [TOZINAMERAN] (8- COVID-19
13102 . . EEA Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [n/a - n/a -
EU-EC- 29 Professional Years Intramuscular])
10008129276 s
gk or scal |3 = SPIKEVAX [COVID-19 MRNA VACCINE
2021-03- Healthcare 65-85 . . MODERNA (CX-024414)] (S- COVID-19
; - - ) . o ;
13103 EU-EC- 29 Professional EEA Years Male  (Ischaemic stroke (2d - Fatal - Results in Death immunisation - Not applicable - [1d - .5mL -
10008129171 Intramuscular])
1 COMIRNATY [TOZINAMERAN] (S- COVID-19
Elickcor scal ¢ 9021-03- |Healthcare 65-85 immunisation - Drug withdrawn - [1d - n/a -
13104 EU-EC- L o Professional EEA Vears Female | Gerebyal haematoma (2d - Fatal - Results in Death Caused/Prolonged Hospitalisation) Intramuscular]), ELIQUIS 5 MG FILM-COATED
10008129120 TABLETS[APIXABAN] (S- Atrial fibrillation - Drug
withdrawn - [619d - Smg - Oral])
Elick or scap | :
2 2021-03- | Healthcare Not . COMIRNATY [TOZINAMERAN] (S- Elderly - Not
; . - - .
13105 EU-EC- 9 Professional EEA Specified Male |Cerebral haemorrhage (n/a - Fatal - Results in Death) applicable - [1d- n/a - n/a])
10008129043
: More
13106 i 2021-03- |Healtheare g p than 85 [Male  [Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (8 - COVID-19
EU-EC- | E 29 Professional v, immunisation - Not applicable - [1d - n/a - n/a])
10008129027 3 cars
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129171&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129120&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129043&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129027&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Lacal ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: 5021-03-|Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13107, : . EEA than 85 |Female |Respiratory distress (1d - Fatal - Results in Death), Sudden death (1d - Fatal - Results in Death) immunisation - Drug withdrawn - [1d - n/a -
EU-EC- cd; 29 Professional v Int lar - More in ICSR]
10008129013/ ;2 ears ntramuscular - More in )
click or scarl More
13108 2021-03- |Healthcare EEA than 85 [Male Acute pulmonary oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure (n/a - Fatal - |COMIRNATY [TOZINAMERAN] (S - COVID-19
EU-ECG- | 29 Professional v Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
. ) ears
10008128900 o
Rlickor scal | 5 & 2021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S - COVID-19
13109 : . EEA than 85 [Male  |Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [1d - .3mL -
EU-EC- 13 29 Professional v Int Jar])
10008128810 cars nlramuserar
Eickor e | I i COVID-19 MRNA VACCINE MODERNA (CX-
foos i (2021-03- [Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
o R - - . o
B0 pype | HfdEaE g Professional | "M EEA  |yeors  [Male  [Death (n/a - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008128464 f applicable - [n/a - 1{DF} - Intramuscular])
Eetick or scad | : COVID-19 MRNA VACCINE MODERNA (CX-
i |2021-03- Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
I3 gy pe 29 Professional [P EEA  |years  |Female |Death (n/a- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008128458 applicable - [n/a - 1{DF} - Intramuscular])
: COVID-19 MRNA VACCINE MODERNA (CX-
ii |2021-03-|Healthcare 65-85 . . - . . 024414) [COVID-19 MRNA VACCINE MODERNA
B2 pype 29 Professional |NOREEA  |yrors [Male  |Cardiac death (1d - Fatal - Results in Death), Myocardial infarction (1d - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008128416, applicable - [n/a - 1{DF} - Intramuscular])
gk or scal |3 : COVID-19 MRNA VACCINE MODERNA (CX-
13113 i (2021-03-|Healthcare Non EEA 65-85 Female Death (1d - Fatal - Results in Death), Dizziness (5d - Unknown - Caused/Prolonged Hospitalisation), Nausea (5d - Unknown (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 3 29 Professional Years - Caused/Prolonged Hospitalisation), Vomiting (5d - Unknown - Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation - Not
10008128401 : applicable - [n/a - 1{DF} - Intramuscular])
gk or scal y COVID-19 MRNA VACCINE MODERNA (CX-
114 wigg | 2021-03-Healtheare L s [\e  |Atelectasis (1wa - Fatal - Results in Death), Axillary vein thrombosis (n/a - Fatal - Results in Death), Erythema (n/a - |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Y. Fatal - Results in Death), Pleural effusion (n/a - Fatal - Results in Death), Pneunonia (1/a - Fatal - Results in Death) [(CX:024414)] (S- COVID-19 immunisation - Not
10008128357 cars applicable - [n/a - 1{DF} - Intramuscular])
o | More COVID-19 MRNA VACCINE MODERNA (CX-
. 2021-03- |Healthcare L . . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - R - - . -
13115 BU-EC- 2 20 Professional Non EEA 2](1:;:35 Female |Dizziness (1d - Fatal - Results in Death), Sudden death (1d - Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008128322 ;i applicable - [n/a - 1{DF} - Intramuscular])
; COVID-19 MRNA VACCINE MODERNA (CX-
=i (2021-03-|Healthcare 18-64 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . p—
B3US gy pc 2120 [Professional | U EEA |yeyrs  [Male  |Death (n/a- Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008128223 ;i applicable - [n/a - 1{DF} - Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128810&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128464&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128458&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128416&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128401&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128357&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128322&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128223&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate.way Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
: COVID-19 MRNA VACCINE MODERNA (CX-
it 2021-03- | Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . N
BT gy e R 20 Professional |NCREEA |yors [Male  [Death(1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008128121 i applicable - [n/a - 1{DF} - Intramuscular])
’
s . 12021-03- E‘e’; e |EEA 6585 | |Cardiac arest (0d - RecoveredResolved - Life Threatening CausedProlonged Hospitalisation). Cardiac falure (n/a - Fatal - mgﬁgf [ggzam‘h‘lc‘amblmg | ?SF\;”_}W
EU-EC- 29 : Years Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Paraesthesia (n/a - Unknown - ) PP
Professional Intramuscular])
10008128046,
gk or scal |} More COVID-19 MRNA VACCINE MODERNA (CX-
= (2021-03- [Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . A
B e 29 |Professional |\ EFA - |than 85 Female {Death (1d-Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008127883 applicable - [n/a - 1{DF} - Intramuscular])
More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03- | Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
; - - . L
13120 EU-EC- 29 Professional Non EEA ?::ISS Male  |Death (1d- Fatal - Results in Death) (CX-024414)] (S- COVID-19 immunisation - Not
10008127775 applicable - [n/a - 1{DF} - Intramuscular])
Elick or scal |
13121 2021-03- Healthcare Non EEA 65-85 Male COVID-19 (n/a - Unknown - Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in Death), Drug | TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 29 Professional Years ineffective (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - n/a - n/a])
10008127386,
: ’ COVID-19 VACCINE ASTRAZENECA (CHADOX]
2 2021-03- | Healthcare 65-85 . . . . . NCOV-19) - SUSPENSION FOR INJECTION (S-
: - - X - - . o .
13122 EU-EC- 29 Professional EEA Vears Female [Acute left ventricular failure (Od - Fatal - Results in Death), Pyrexia (0d - Fatal - Results in Death) COVID-19 immunisation - Not applicable - [n/a -
10008127250 .SmL - Intramuscular])
Elick or scal :
L5 2021-03-|Healthcare 65-85 - . oo COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13123| EU-EC- 29 Professional EEA Vears Female |Thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) - n/a- n/a))
10008127228
- 502103 Healtheare 65.85 COMIRNATY [TOZINAMERAN] (S - COVID-19
. - - i i i i - 1 - - -
13124 BU-EC- %9 Professional EEA Vears Male  |COVID-19 (n/a - Fatal - Results in Death) E]trfainli,s:ctllﬁ)arrl]) drug withdrawn - [n/a - 1{DF}
10008127100 :
o |! COMIRNATY [TOZINAMERAN] (S- COVID-19
2021-03- | Healthcare 65-85 immunisation - Not applicable - [n/a - 1{DF} -
13125 EU-EC- 29 Professional EEA Vears Male  [Haematoma muscle (n/a - Fatal - Results in Death) Intramuscular]), ELIQUIS 5 MG FILM-COATED
10008126922 & TABLETS[APIXABAN] (S- Anticoagulant therapy -
Not applicable - [n/a - Smg - Oral])
¢ 2021-03- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13126 : : EEA Male  [Sudden death (n/a - Fatal - Results in Death) immunisation - Drug withdrawn - [n/a - 1{DF} -
EU-ECG- | E 29 Professional Years
10008126838 Intramuscular])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* wijth "EU Local Number" (only digits!) https://dap.ema.europa.eu/xmlpserver/PHV %20DAP/Reports/| CSR.xdo?_xpf=& _xt=form&SR_|D=*******g& xpt=1& xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008127386&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008127250&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008127228&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008127100&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008126922&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008126838&_xpt=1&_xf=pdf
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gateyvay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; : AMERAN]
13127 21 (2021-03- Healthcare EEA 65-85 Female Death (n/a - Fatal - Results in Death), Hypertension (n/a - Unknown - Results in Death), Sense of oppression (n/a - mﬁﬁgﬁ [TOZ%h drawn - [ng—_ 1(?]))\11:[}1)_- 19
EU-EC- 29 Professional Years Unknown - Results in Death) Intramuscular]) S
10008126835
COMIRNATY [TOZINAMERAN] (S- COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
" Intramuscular]), [ACETYLSALICYLIC ACID, D,L-
ek or scall | =2 More LYSINE ACETYLSALICYLATE] (S- Cardiovascular
: 2021-03-|Healthcare . event prophylaxis - Not applicable - [n/a - 1{DF} -
: - - ) - .
B128 pupc 29 |Profesional A [han 85 |Male - Fall (W~ Fatal - Results in Death Oral]), [BROMAZEPAM] (S - Mixed anxiety and
10008126750 depressive disorder - Not applicable - [n/a - 2{DF} -
Oral]), [FLUOXETINE HYDROCHLORIDE] (S-
Mixed anxiety and depressive disorder - Not applicable
- [n/a - 10mg - Oral])
Rlick or cal |3 2021-03- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S - COVID-19
13129 EU-EC- o 59 Professional EEA Vears Female |[Haematoma (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) }mtmlmisatti‘i)n - Drug withdrawn - [n/a - 1 {DF} -
10008126248 ntramuscular])
oLl i 2021-03- | Healthcare 65-85 COMIRNATY [TOZINAMERAN] (S- COVID-19
13130 : . EEA Male |Intestinal ischaemia (n/a - Fatal - Results in Death), Peripheral ischaemia (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 29 Professional Years Intramuscular])
10008126227 i
Elickcor scal |5 5021-03- | Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13131 : EEA than 85 |Female |COVID-19 (n/a - Fatal - Results in Death) immunisation - Not applicable - [n/a - 1{DF} -
EU-EC- 29 Professional v Int Jar])
10008126154 cars nlramuseLar
i
51 2021-03- | Healthcare 18-64 . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - ) . S
13132 EU-EC- 29 Professional EEA Years Male  |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008126071
2021-03- |Healthcare 65-85
: : Acute pulmonary oedema (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
13133 EU-EC- ¥ (29 Professional |EEA Years  (Female P o immunisation - n/a - [n/a - 1 {DF} - Intramuscular])
10008126018
21 (2021-03- [Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . ol
13134 EU-ECG- | =54, 29 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10008126005 &3 ;
il (2021-03- Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
; - - ) . Nl
13135 EU-EC- -. 29 Professional EEA Years Male [Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10008126004 :
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
; COVID-19 VACCINE ASTRAZENECA (CHADOX1
212021-03- | Healthcare 65-85 . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
: - - . S
13136 EU-EC- 29 Professional EEA Vears Male  [Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008125894 - Drug withdrawn - [n/a - 1{DF} - Intramuscular])
— : 2021-03- |Healthcare More COMIRNATY [TOZINAMERAN] (S- COVID-19
13137 : . EEA than 85 (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- o 29 Professional v Int ar])
10008125883 & ears ntramuscular
COVID-19 VACCINE ASTRAZENECA (CHADOX1
Or 5ca NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13138 2021-03- |Healthcare EEA 18-64 Male Intestinal obstruction (n/a - Recovering/Resolving - Results in Death, Life Threatening), Pneumonia aspiration (n/a - Fatal - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
EU-EC- 29 Professional Years Results in Death, Life Threatening) - Not applicable - [n/a - 1 {DF} - Intramuscular]),
10008125570 [HYOSCINE] (S- n/a-n/a- [n/a- 1 {DF} -
Transdermal])
Aneurysm ruptured (n/a - Unknown - Other Medically Important Condition), Arteriosclerosis (n/a - Fatal - Results in
Death), Arteriosclerosis coronary artery (n/a - Fatal - Results in Death), Bronchiolitis (n/a - Unknown - Other Medically
: Important Condition), Cardiac hypertrophy (n/a - Fatal - Results in Death), Cardiomegaly (n/a - Unknown - ), Cerebral
13139 . (2021-03-|Healthcare EEA Not Female haemorrhage (n/a - Fatal - Results in Death), Congestive hepatopathy (n/a - Unknown - Other Medically Important COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- | :ExH 29 Professional Specified Condition), Emphysema (n/a - Unknown - ), Hepatic steatosis (n/a - Unknown - ), Hirsutism (n/a - Unknown - ), Pulmonary |immunisation - Not applicable - [n/a - n/a - n/a])
10008125480 congestion (n/a - Unknown - Other Medically Important Condition), Pulmonary oedema (n/a - Unknown - Other Medically
Important Condition), Renal disorder (n/a - Unknown - ), kin striae (n/a - Unknown - ), Subarachnoid haemorrhage (n/a -
Fatal - Results in Death)
] ;’ : 2021-03- Non Not COMIRNATY [TOZINAMERAN] (S - COVID-19
% . - - i , 1 - - i . . . .
13140 EU-EC- T B o Healthc'are EEA Specified Female |Cerebral haemorrhage (7d - Fatal - Results in Death), Malaise (7d - Fatal - Results in Death) mmumisation - Not applicable - [/a - /a - n/al)
o o Professional
10008125223 ey
lick or sca COVID-19 MRNA VACCINE MODERNA (CX-
13141 2021-03- Healthcare Non EEA 65-85 Female Death (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Muscle spasms (2d - Fatal - Results in Death, 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- |38 29 Professional Years Caused/Prolonged Hospitalisation), Pain (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CX-024414)] (S- COVID-19 immunisation -
10008125188| i Unknown - [n/a - 1{DF} - Intramuscular])
: ’ COVID-19 MRNA VACCINE MODERNA (CX-
13142 4 2021-03- |Healthcare Non EEA 65-85 Male Chills (12d - Unknown - ), Cough (12d - Unknown - ), Death (1d - Fatal - Results in Death), Fatigue (12d - Unknown - ),  (024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Headache (12d - Unknown - ), Pain (12d - Unknown - ), Pyrexia (12d - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008124733 applicable - [n/a - 1{DF} - Intramuscular])
klick or scal |; : More
13143 A4 2021-03- Healthcare EEA than 85 |Female Acute kidney injury (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - COMIRNATY [TOZINAMERAN] (S - Immunisation -|
EU-EC- 29 Professional v, Results in Death), General physical health deterioration (n/a - Fatal - Results in Death) n/a - [n/a - n/a - Intramuscular])
ears
10008124610,
i Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
13144 G [2021-03 | pelthcare [Non EEA |10 Male  |Cardiac arrest (n/a - Fatal - Results in Death) [COVID-19 VACCINE JANSSEN (AD26.COV2.8)] (S -
EU-EC- 29 Professional Years Immunisation - Not applicable - [n/a - n/a -
10008124253 : Unknown])
Elickor scal | : Non COVID-19 VACCINE JANSSEN (AD26.COV2.S)
13145 112021-03- Healthcare Non EEA 65-85 Male Circulatory collapse (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown - [COVID-19 VACCINE JANSSEN (AD26.COV2.9)] (S-
EU-EC- 29 Professional Years Results in Death, Other Medically Important Condition) Immunisation - Not applicable - [n/a - n/a -
10008124252 Unknown])
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] 2021-03- | Healthcare More COVID-19 (n/a - Fatal - Results in Death), Chills (n/a - Fatal - Results in Death), Hernia pain (n/a - Unknown - ), mﬁgﬁgfz ggﬁmﬁgﬁmg _1?[?;;[ ]_}nl/:])
13146 h . EEA than 85 [Male  |Injection site pain (n/a - Unknown - ), Malaise (n/a - Fatal - Results in Death), Myalgia (n/a - Fatal - Results in Death), PP . ’
EU-EC 2|29 Professional Years Nausea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) [GOSERELIN] (S - Prostate cancer metastatic - Dose
10008124086 n: ? not changed - [n/a - 10.8mg - n/a))
Elickor scad | ¥ More COVID-19 MRNA VACCINE MODERNA (CX-
13147 g5 B (2021-03- Healthcare Non EEA  |than 85 |Female Asthenia (n/a - Unknown - ), Death (3d - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (n/a-  |024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Years Unknown - ), Tremor (n/a - Unknown - ) (CX-024414)] (S- COVID-19 immunisation - Not
10008123686 applicable - [n/a - 1{DF} - Intramuscular])
m 1 & More Death (2d - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Hyperphagia (n/a - Fatal - (COVID-19 MRNA, VACCINE MODERNA (CX-
13148 i [2021-03- Healtheare Non EEA  |than 85 |Female |Results in Death), Respiration abnormal (n/a - Fatal - Results in Death), Weight increased (n/a - Fatal - Results in 024414) [COVID-19 MRNA VACCINE MODERNA
EU-EC- 29 Professional Vears Death) ? > E— (CX-024414)] (S- COVID-19 immunisation - Not
10008123493 — applicable - [n/a - 1{DF} - Intramuscular])
or scaij : More COVID-19 MRNA VACCINE MODERNA (CX-
il (2021-03- Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
B pupc 29 [Professional [NOn FEA - |than 83 |Male - Death (1d- Fatal - Results in Death (CX-024414)] (S - COVID-19 immunisation - Not
10008123484 applicable - [n/a - 1{DF} - Intramuscular])
- 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
; ) } .
13150 EU-EC- 59 Professional EEA §I{1an 85 |Female |Death (n/a - Fatal - Results in Death) na - [n/a- /a - n/a])
10008123389 cars
2021-03-|Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S - Immunisation -|
/ - R
13151 EU-EC |08 29 Professional EEA Vears Male |Gastrointestinal haemorrhage (1d - Fatal - Results in Death) a - [/a - n/a - n/a])
10008123369 1= ]
: 2021-03- [Healthcare More COMIRNATY [TOZINAMERAN] (S - Immunisation -
; } ) .
13152 EU-EC- 29 Professional EEA ?:QSS Male  [COVID-19 (14d - Fatal - Results in Death) - [n/a- a - n/a])
10008123364 ]
2021-03- Healthcare 65-85 . . . T COMIRNATY [TOZINAMERAN] (S - Immunisation -
13153 EUEC. | o R 120 Professional EEA Vears Female |Respiratory failure (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) na - [n/a - n/a - Intramuscular])
10008123360 ]
z More Cardiac failure (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results in Death), Dizziness (n/a - Fatal -
13154 2021-03- Healthgare EEA than 85 |Female |Results in Death), Fatigue (n/a - Fatal - Results in Death), Heart rate increased (n/a - Fatal - Results in Death), Pain COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- ) 29 Professional . - n/a - Intramuscular])
4 Years (n/a - Fatal - Results in Death)
10008123335
Elickorscad | 1 COVID-19 VACCINE ASTRAZENECA (CHADOX1
13155 a1 | 2021-03- | Healthcare EEA 65-85 Female Intestinal ischaemia (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Sepsis (3d - Fatal - [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- L4 |29 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- Prophylaxis - n/a - [n/a -
10008123266 ] n/a - Intramuscular])
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Primary Patient . Suspect/interacting Drug List (Drug Char -
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COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare 65-85 . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - ) . L
13156 gy Epc 29 Professional |NCREEA  |yors  [Male  |OOVID-19 (wa- Fatal - Results in Death (CX-024414)] (S- COVID-19 immunisation - Not
10008123178 applicable - [n/a - 1{DF} - Intramuscular])
blick-or sca |3
13157 EU-EC- s 3221_03_ Eﬁgslsciirrfal EEA ?2: _ﬁs Male Death (n/a - Fatal - Results in Death) FZ:])/];A_I];/IZ%TY [TOZIN RAN] (8- n/a-n/a- [n/a
10008123171 20
or scaj More COVID-19 MRNA VACCINE MODERNA (CX-
2021-03-|Healthcare . 024414) [COVID-19 MRNA VACCINE MODERNA
: - - . L
1318 pupe | 29 Professional | \o" EFA %‘:;fs Female |Death (n/a - Fatal - Results in Death) (CX-024414)] (S - COVID-19 immunisation - Not
10008122914/ s applicable - [n/a - 1{DF} - Intramuscular])
kool iz %, 12021-03- |Healtheare More COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13159 . el : EEA than 85 |Male  |Jaundice (n/a - Fatal - Results in Death) en e
EU-EC- 29 Professional v, -n/a-n/a])
10008122664| =3 cars
p D :12021-03- Healthcare COVID-19 (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13160 . EEA than 85 |Female .
EU-EC- |k L3129 Professional v, - Fatal - Results in Death) - n/a- n/a])
10008122663 e cars
e 21 (2021-03-|Healthcare 65-85 . . . . COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
; - - X - -
13161 EU-EC- 29 Professional EEA Vears Female |Cardiac arrest (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) - 3mL - Intramuscular])
10008122644 a
i 2021-03- |Healthcare 65-85 . . . COMIRNATY [TOZINAMERAN] (S- COVID-19
: - - X - - . S
13162 EU-EC- 59 Professional EEA Vears Male  [Basal ganglia haemorrhage (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/a])
10008122577
; ;
13163 i1 (2021-03- Healthcare EEA 65-85 Female Pyrexia (n/a - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in mﬁﬁiﬁ g(gzallNlicable - 1] d(_sg OCD YID—19
EU-EC- 29 Professional Years Death, Other Medically Important Condition) Intramuscular]) PP e
10008122496
gk or scall | COVID-19 VACCINE ASTRAZENECA (CHADOX1
ik 2021-03- Healthcare 65-85 . . . o . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - X - - . S
13164 EU-EC- 59 Professional EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- COVID- 19 immunisation
10008121973 - Not applicable - [n/a - 1 {DF} - n/a])
Non
2021-03- 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
R R . s .
13165 BU-EC- 29 Healthqare EEA Vears Female |Cerebral haemorrhage (n/a - Fatal - Results in Death) immunisation - Not applicable - [1/a - 1 {DF} - n/a])
10008121961 ; Professional
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;
: 2021-03-|Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
: - - ) ) N
13166 EU-EC- 29 Professional EEA Years Male  Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - n/a])
10008121798
click or scarl
2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S- COVID-19
. - - ) ) s
13167 EU-EC- 29 Professional EEA Years Male |Death (n/a - Fatal - Results in Death immunisation - n/a - [n/a - n/a - Intramuscular])
10008121515
¥ (2021-03-|Healthcare 65-85 X COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
13168 g 22 129 Professional EEA Vears Male |Wheezing (n/a - Fatal - Results in Death n/a - Intramuscular])
10008121284
m = More Acute respiratory failure (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Effusion (n/a - Unknown - ME .
13169 EU-EC- E o 322 1-03- Erejllg;sci?)rr?al EEA than 85 (Male  |Results in Death, Caused/Prolonged Hospitalisation), Pneumonia (7d - Unknown - Results in Death, Caused/Prolonged %wg%;:_[{gﬂm ularR]/)XN] (S - Prophylaxis -
10008121177 ’ Years Hospitalisation), Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
2021-03- |Healthcare 65-85 . . . - COMIRNATY [TOZINAMERAN] (S- COVID-19
13170 EU-EC- 59 Professional Non EEA Vears Male  |Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition) immunisation - Not applicable - [ 1d- n/a - n/a])
10008121116
ik | o
13171 2021-03- |y tthcare [NonEEA  [180%  |Female [Liver disorder (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
EU-EC- 29 Professional Years immunisation - Not applicable - [n/a - n/a - n/a])
10008121102
: Non
13172 al (2021-03- Healthcare Non EEA 65-85 Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Drug ineffective (n/a - Fatal - Results in TOZINAMERAN [TOZINAMERAN] (S- COVID-19
EU-EC- 29 . Years Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - n/a - n/a])
Professional
10008121093
3 2021-03- |Healthcare 65-85 . COMIRNATY [TOZINAMERAN] (S - COVID-19
B173 pupe i 5129 Professional |0 Years |Vele [Sudden death (n/a - Fatal - Results in Death) immunisation - n/a - [n/a - n/a - n/aJ)
10008120962 = i
More
13174 2021-03- |Healthcare EEA than 85 |Female COVID-19 pneumonia (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [n/a
EU-EC- L (29 Professional Vears Death) - 1{DF} - n/a])
10008120925 i
Fickorsad ||
2021-03- |Healthcare 65-85 . . TOZINAMERAN [TOZINAMERAN] (S- COVID-19
: - - . i .
13175 EU-EC- 59 Professional Non EEA Vears Male  |Dyspnoea exertional (n/a - Fatal - Results in Death) immunisation - Not applicable - [ 1d- n/a - n/a])
10008120327 ;i
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008120327&_xpt=1&_xf=pdf
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- - 9 - - $]
2021-03- | Healthcare 65-85 Acute cardle}c event (n/a - Unknown - Other Medically Important Con¢t1on) Death (n/a Fggal Results in Death). TOZINAMERAN [TOZINAMERAN] (S- COVID-19
13176 : Non EEA Male  |Electrocardiogram ST segment abnormal (n/a - Unknown - Other Medically Important Condition), Syncope (n/a - Unknown - |. i .
EU-EC- d 29 Professional Years " " immunisation - Not applicable - [1d - n/a - n/a])
: Other Medically Important Condition)
10008120146
- N
F o1 Death (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Unknown - ), Muscle twitching (n/a - Unknown - ), _ ssation -
2021-03- 65-85 N COMIRNATY [TOZINAMERAN] (S - Immunisation
13177 EU-EC- w29 Healthcare EEA Years Female Petechiae (n/a - Unknown - ) n/a - [n/a -n/a- Intramuscular])
10008120002 - Professional
% 2021-03-Non 65-85 COMIRNATY [TOZINAMERAN] (S - Immunisation -
) } .
13178 EU-EC- R 129 Ereallvthciar: | EEA Vears Male  |Death (n/a - Fatal - Results in Death) na - [n/a - n/a - Intramuscular])
10008119952 e olessiona
i ¥ More Burning sensation (n/a - Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), General physical
13179 2021-03- |Healthcare g than 85 |Female |health deterioration (n/a - Fatal - Results in Death), Hemiplegia (n/a - Fatal - Results in Death), Transient ischaemic COMIRNATY [TOZINAMERAN] (8- n/a- n/a- [n/a
EU-EC- 3129 Professional X - n/a - Intramuscular])
Years attack (n/a - Fatal - Results in Death)
10008119754
Elick or scad |§ : More
13180 i (2021-03- Healthcare EEA than 85 |Female Death (n/a - Fatal - Results in Death), General physical health deterioration (n/a - Fatal - Results in Death), SARS-CoV-2 |COMIRNATY [TOZINAMERAN] (S- n/a - n/a - [22d
EU-EC- | = 3 29 Professional v test negative (n/a - Fatal - Results in Death) - n/a - Intramuscular])
10008119672 cars
[ Fatigue (n/a - Unknown - Other Medically Important Condition), Heart rate increased (2d - Fatal - Results in Death), Loss
= 5021-03-|Healthcare More of consciousness (2d - Fatal - Results in Death), Pallor (n/a - Unknown - Other Medically Important Condition), Pupil fixed COMIRNATY [TOZINAMERAN] (S- COVID-19
13181 BU-EC- 29 Professional EEA than 85 |Female |(n/a- Unknown - Other Medically Important Condition), Pyrexia (n/a - Unknown - Other Medically Important Condition), |immunisation - Not applicable - [1d - n/a -
10008119512/ & P Years Respiratory rate increased (2d - Fatal - Results in Death), Somnolence (n/a - Unknown - Other Medically Important Intramuscular])
Condition), Tremor (n/a - Unknown - Other Medically Important Condition)
; ;
i (2021-03- [Healthcare 18-64 . . . T COMIRNATY [TOZINAMERAN] (S - Immunisation -|
13182 EU-EC- 159 Professional EEA Vears Male |Cardio-respiratory arrest (0Od - Fatal - Results in Death, Caused/Prolonged Hospitalisation) Not applicable - [/a - n/a - n/al)
10008119443 o
klick or scal | o More
13183 2021-03- Healthcare EEA than 85 [Male Dyspnoea (3d - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (3d - Fatal - Results in Death, |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 3§ 129 Professional Other Medically Important Condition) immunisation - n/a - [n/a - 1{DF} - Intramuscular])
10008119333 = Years
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Acute myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Agitation (1d-
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia (1d - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Blood pressure decreased (1d - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Disorientation (1d - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Extensor plantar response (1d - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Hemiparesis (1d - Unknown - Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Hyperhidrosis (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically
Elick or scai | ] M Important Condition), Livedo reticularis (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important COVID-19 VACCINE ASTRAZENECA (CHADOX1
1184 - gi [2021-03- Healtheare | th"reg 5 |Female._|Condition), Loss of consciousness (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), INCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3 [29 Professional Yan emale I\ falaise (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Multiple organ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008119281 cars dysfunction syndrome (1d - Fatal - Results in Death, Other Medically Important Condition), Myocardial infarction (1d- |- Not applicable - [1d - .5mL - Intramuscular])
Fatal - Results in Death, Other Medically Important Condition), Myocardial rupture (1d - Fatal - Results in Death, Other
Medically Important Condition), Nausea (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Pallor (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Patient
uncooperative (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pericardial
haemorrhage (1d - Fatal - Results in Death, Other Medically Important Condition), Peripheral coldness (1d - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Shock (1d - Fatal - Results in Death, Other
Medically Important Condition)
Rlickor scal |3 i 2021-03-|Healthcare More Cardiac failure (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), General physical health deterioration COMIRNATY [TOZINAMERAN] (S- COVID-19
13185 EU-EC- . 9 Professional EEA than 85 [Male  |(n/a - Fatal - Results in Death), Infection (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), immunisation - n/a - [n/a - 1 {DF} - n/a])
10008119261 ¥ Years Pyrexia (n/a - Recovered/Resolved - ), Rib fracture (n/a - Fatal - Results in Death)
- Vore
13186 2021-03- | Healthcare EEA than 85 |Female Diarrhoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- L4, 128 Professional v, Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [1d - n/a - n/a])
10008118561 ; cans
't (2021-03- |Healthcare 65-85 . o . o COMIRNATY [TOZINAMERAN] (S- COVID-19
13187 EUEC |} 28 Professional EEA Vears Male  |Ventricular fibrillation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008118074
Asthenia (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in
13188 2021-03-|Healthcare 1oy o 65-85 INot |1y ath ), Lymph node pain (n/a - Fatal - Results in Death), Lymphadenopathy (n/a - Fatal - Results in Death), Myalgia COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
EU-EC- 3128 Professional Years  |Specified : p . - .3mL - Intramuscular])
(n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death)
10008117793
Elickor scal | : M Body temperature decreased (n/a - Fatal - Results in Death), Bradycardia (n/a - Fatal - Results in Death), Cold sweat (n/a -
13189 : il (2021-03-|Healthcare EEA thoreg 5 | Femal Fatal - Results in Death), Cyanosis (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspnoea  |COMIRNATY [TOZINAMERAN] (S- COVID-19
EU-EC- 128 Professional Yan cmale (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death), Hypoxia (n/a - Fatal - Results in Death), [immunisation - Not applicable - [n/a - 1 {DF} - n/a])
10008092499 cars Pallor (n/a - Fatal - Results in Death), Vomiting (n/a - Fatal - Results in Death)
klickor scal | Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
2021-03- Not - . . e NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13190 EU-EC- 3157 Healthgare Non EEA Specified Male  [Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
Professional
10008116188 n/a - n/aJ)
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-03- Not . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
) - - Unkn
13191 EU-EC- o |57 E:jg;sciir:a] Non EEA Specified Male  |Cerebrovascular accident (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - own - [n/a -
10008114818 n/a - n/aJ)
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008118561&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008118074&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008117793&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008092499&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008116188&_xpt=1&_xf=pdf
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; COVID-19 VACCINE ASTRAZENECA (CHADOX1
il |2021-03-|Healthcare Not - . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - - —)
13192 EU-EC- Ly 7 Professional Non EEA Specified Male  |Thrombosis (n/a - Fatal - Results in Death (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008114554| n: n/a - n/aJ)
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 (2021-03- Not . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13193 EU-EC- o 157 E:jg;sciir:a] Non EEA Specified Male  |Death (n/a - Fatal - Results in Death, Life Threatening) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008114486/ ; n/a - n/aJ)
gk or scal |} : Cardiac arrest (n/a - Unknown - Results in Death), Cough (n/a - Unknown - Results in Death), Dyspnoea (n/a - Unknown [COVID-19 VACCINE ASTRAZENECA (CHADOX1
13194 il |2021-03- |Healthcare Non EEA 65-85 Male || Results in Death), Hypotension (n/a - Unknown - Results in Death), Lower respiratory tract infection (n/a - Unknown - (NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 127 Professional Years Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Pulseless electrical activity (n/a - Unknown - (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [n/a)
10008114118 Results in Death), Tachycardia (n/a - Unknown - Results in Death) - n/a-n/a])
or scaij i Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-03- Not . . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. - - 3 - - :
13195 EU-EC- 3157 ;l:jgsl:ifgal Non EEA Specified Male  |Deep vein thrombosis (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [/
10008113804 : - n/a - n/aJ)
Eickor scad | COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- | Healthcare 18-64 Guillain-Barre syndrome (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13196 ppe 57 Professional | EEA |- [Male  |Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S - COVID-19 immunisation
10008112143 F - Not applicable - [n/a - n/a - n/a])
Confusional state (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Depressed level
of consciousness (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Fatigue (n/a -
Non Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Feeling of body temperature change (n/a|COVID-19 VACCINE ASTRAZENECA (CHADOX1
13197 2021-03- Healthcare Non EEA 65-85 Male || Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Unknown - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- |27 Professional Years Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hypotension (n/a - Unknown - Results in Death, |(CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008112138 Life Threatening, Caused/Prolonged Hospitalisation), Pneumonia viral (n/a - Fatal - Results in Death, Life Threatening, - Not applicable - [1d - n/a - n/a])
Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Sepsis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)
More COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- |Healthcare . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - - Unkn
13198 BU-EC- 3157 Professional Non EEA glan 85 |Female |Death (n/a - Fatal - Results in Death) (CHADOXI NCOV-19)] (S- n/a - own - [n/a-
10008111295 cars 1/a - n/a])
Elick or sca | : COVID-19 VACCINE ASTRAZENECA (CHADOX1
13199 ! 221 2021-03-|Healthcare Non EEA Not Male Deep vein thrombosis (n/a - Fatal - Results in Death), Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), (NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- R 127 Professional Specified Pain in extremity (n/a - Not Recovered/Not Resolved - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008111218 - Not applicable - [1d - 1{DF} - n/a])
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13200 2021-03- | Healthcare Non EEA 65-85 Male  |‘Atrial fibrillation (n/a - Unknown - Results in Death), Cercbral haemorrhage (n/a - Fatal - Results in Death), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- i (27 Professional Years Cerebrovascular accident (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008110874 n/a - n/aJ)
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Illness (n/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
- : Important Condition), Infection (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other
A Non Medically Important Condition), Nausea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, COVID-19 VACCINE ASTRAZENECA (CHADOX1
= (2021-03- 65-85 o ) o - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13201 Healthcare Non EEA Female |Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombosis (n/a - Not Recovered/Not Resolved - . .
EU-EC- = 2127 Professional Years . Life Thr . d/Proloneed Hospitalisati her Medically I dition). Vomiti (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008110854/ rofession: Results in Dgath e eatening, Caused/Pro! onge ospit -1sat1on, Other cally rppqﬁam Condition), ‘om]tmg - Not applicable - [/a - n/a - /a])
(n/a - Recovering/Resolving - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)
Elick or scal | ; -- COVID-19 VACCINE ASTRAZENECA (CHADOXI
13202 "z | 2021-03-|Healthcare Non EEA 18-64 Male Death (n/a - Fatal - Results in Death), Sinus tachycardia (n/a - Fatal - Results in Death), Syncope (n/a - Fatal - Results [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 27 Professional Years in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008109297 - Not applicable - [1d - n/a - n/a])
) Diffuse vasculitis (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haematemesis (n/a - Unknown - COVID-19 VACCINE ASTRAZENECA (CHADOX1
13203 =i (2021-03-|Healthcare Non EEA 65-85 Male Results in Death, Caused/Prolonged Hospitalisation), International normalised ratio increased (n/a - Recovered/Resolved-  |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 27 Professional Years Results in Death, Caused/Prolonged Hospitalisation), Purpura (n/a - Unknown - Results in Death, Caused/Prolonged (CHADOX1 NCOV-19)] (S- n/a - Not applicable - [1n/a)
10008109272 Hospitalisation), Respiratory disorder (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) - n/a - n/a])
[ Acute kidney injury (n/a - Not Recovered/Not Resolved - Results in Death), Acute respiratory distress syndrome (n/a - Not WID-19 VACCINE ASTRAZENECA (CHADOXI
Blick or scal T : 2021-03-|Health 65-85 Recovered/Not Resolved - Results in Death), Hypotension (n/a - Not Recovered/Not Resolved - Results in Death), Lung T%OCOV 199 COVID-19 \s,};m A(S:TR(AZENECA
13204 i » “Oon| Deatheare - INon EEA 3 Male |infiltration (n/a - Not Recovered/Not Resolved - Results in Death), Myocarditis (n/a - Unknown - Results in Death) 9L . .
EU-EC- L, (27 Professional Years P itis (/2 - Not Re d/Not Resolved - Resulfs in D th’ yoca /a - Fatal - Results in Death ’ (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008109009 : 'neumonitis (n/a - Not Recovered/Not Resolved - Results in Death), Sepsis (n/a - Fatal - Results in Death) - Not applicable - [nva - 1 {DF} - n/a])
: Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
2021-03- Not Not . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
. . - - Results in Death)
13205 EU-EC- 57 Efallvthciar: | Non EEA Specified Specified Death (n/a - Fatal - Results in Death (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008108562 ; olessiona n/a - n/a))
b : COVID-19 VACCINE ASTRAZENECA (CHADOXI
; ii | 2021-03- | Healthcare 18-64 . ] . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13206 BU-EC- 27 Professional Non EEA Vears Male  |Death (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOXI NCOV-19)] (S- n/a - Unknown - [n/a -
10008108450 n/a - n/aJ)
: s Non More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13207 =i 2021-03- Healthcare Non EEA  |than 85 [Male COVID-19 (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Results in NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 27 Professional Vears Death), Transient ischaemic attack (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008108249 - Not applicable - [n/a - 1 {DF} - n/a])
Elickor scal | : More COVID-19 VACCINE ASTRAZENECA (CHADOX1
: 42021-03- |Healthcare . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
; - -
13208 EU-EC- 57 Professional Non EEA $aﬂ 85 |Female |Pneumonia (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [/a -
10008104380 cars /a - n/a))
Klickor scal | : Non COVID-19 VACCINE ASTRAZENECA (CHADOXI
=1 (2021-03- 65-85 . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
- R
13209 EU-EC | 7 Eﬁ;};;:iirgal Non EEA Vears Male  |Death (n/a - Fatal - Results in Death) (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008103207 : n/a - n/aJ)
T COVID-19 VACCINE ASTRAZENECA (CHADOX1
13210 - |2021-03-|Healthcare Non EEA 65-85 Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - Results in Death, [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 3 |27 Professional Years Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008098206 ; - Not applicable - [n/a - n/a - n/a])
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Primary
EV . Source . . . .
Primary Patient . Suspect/interacting Drug List (Drug Char -
# EU Local ICSR Form Gate?’vay Source Country Age Patient Reaction List PT (Duration - Outcome - Seriousness Criteria) Indication PT- Action taken - [Duration - Dose -
Number Receipt . . |for Sex
Qualification Group Route])
Date Regulatory
Purposes
m 5021-03-[Non 65-85 COVID-19 VACCINE ASTRAZENECA (CHADOX1
211l EUEC T 7 | Healthcare NonEEA |V 3 Female Diarrhoea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), NCOV-19) [COVID-19 VACCINE ASTRAZENECA
100 0869 6_92 1 Professional cars Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
- Not applicable - [1d - n/a - n/a])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
4 2021-03- 18-64 . . L . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
R - , R -
13212 BU-EC- 57 Ereallvthciars | Non EEA Vears Male  |Cerebrovascular accident (9d - Fatal - Results in Death), Pain in extremity (n/a - Unknown - Results in Death) (CHADOXI NCOV-19)] (S- n/a - Unknown - [1d- n/a
10008096858 olessiona - n/a])
or scaij More COVID-19 VACCINE ASTRAZENECA (CHADOX1
13213 2021-03- |Healthcare Non EEA  |than 85 [Male COVID-19 (n/a - Fatal - Results in Death), Cough (n/a - Recovered/Resolved - Results in Death), Decreased appetite (n/a [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |& 3127 Professional Vears - Unknown - Results in Death), Dyspnoea (n/a - Unknown - Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008096795 - Not applicable - [1d - n/a - n/a])
Eligcor scal | 52 _ COVID-19 (1/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cough (1/a - Unknown - Results in Death, |COVID-19 VACCINE ASTRAZENECA (CHADOX1
13214 2021-03- | Healthcare Non EEA 65-85 Male Caused/Prolonged Hospitalisation), Oxygen saturation decreased (n/a - Unknown - Results in Death, Caused/Prolonged NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- R (27 Professional Years Hospitalisation), Pyrexia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive [(CHADOXI NCOV-19)] (S- COVID-19 immunisation
10008096761 ; (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation) - Not applicable - [1d - n/a - n/a])
Efick or scal | 3 ; Non Chest discomfort (n/a - Unknown - Results in Death, Life Threatening), Circulatory collapse (n/a - Not RecoveredNot ~ |COVID-19 VACCINE ASTRAZENECA (CHADOX1
13215 i 2021-03- Healthcare Non EEA 65-85 Female Resolved - Results in Death, Life Threatening), Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Life ~ |NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 7 127 Professional Years Threatening), Feeling hot (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening), Malaise (n/a - (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008096745 Unknown - Results in Death, Life Threatening), Pulmonary embolism (5d - Fatal - Results in Death, Life Threatening) |- Not applicable - [1d - 1{DF} - n/a])
Klick or scal | 3 COVID-19 VACCINE ASTRAZENECA (CHADOXI
2% (2021-03- |Healthcare 18-64 . . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13216 EU-EC- 127 Professional Non EEA Vears Female |Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important Condition) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008096694 - Not applicable - [1d - 1{DF} - n/a])
-, COVID-19 VACCINE ASTRAZENECA (CHADOX1
13217 e [2021-03- | Healthcare |, o) (Not b0 IDeath (n/a - Fatal - Results in Death, Other Medically Tmportant Condition) NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 27 Professional Specified (CHADOX1 NCOV-19)] (S- n/a - Unknown - [n/a -
10008096650 - n/a - n/aJ)
: Non Chest pain (n/a - Not Recovered/Not Resolved - Results in Death), Decreased appetite (n/a - Recovered/Resolved - Results (COVID-19 VACCINE ASTRAZENECA (CHADOX1
13218 23 12021-03- Healthcare Non EEA 65-85 Male in Death), Insomnia (n/a - Recovered/Resolved - Results in Death), Myocardial rupture (n/a - Not Recovered/Not Resolved [NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC-  |# L 127 Professional Years - Results in Death), Pericardial haemorrhage (n/a - Fatal - Results in Death), Vomiting (n/a - Not Recovered/Not (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008096608 - Resolved - Results in Death) - Not applicable - [1d - n/a - n/a])
Rlickor scal | = 2 Asthenia (n/a - Unknown - Results in Death, Life Threatening), Death (0d - Fatal - Results in Death, Life Threatening), |- 2viD- 1) VACCINE ASTRAZENECA (CHADOXI
2021-03- |Healthcare 65-85 . \ . . . NCOV-19) [COVID-19 VACCINE ASTRAZENECA
13219 X . Non EEA Female |Decreased appetite (n/a - Unknown - Results in Death, Life Threatening), Lethargy (n/a - Unknown - Results in Death CHADO . o
EU-EC- | %27 Professional Years Life Threatening), Tremor (n/a - Unknown - Results in Death, Life Threatening) ( X1 NCOV-19)] (8- COVID-19 immumisation
10008096606 ; ? E— S - Not applicable - [n/a - n/a - n/a])
Non COVID-19 VACCINE ASTRAZENECA (CHADOX1
13220 2021-03- Healthcare Non EEA 65-85 Male Cardiogenic shock (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death), Death (n/a - Fatal - NCOV-19) [COVID-19 VACCINE ASTRAZENECA
EU-EC- 127 Professional Years Results in Death) (CHADOX1 NCOV-19)] (S- COVID-19 immunisation
10008096534 - Not applicable - [1d - n/a - n/a])
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096761&_xpt=1&_xf=pdf
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https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096694&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096650&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096608&_xpt=1&_xf=pdf
https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096606&_xpt=1&_xf=pdf
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